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Fresenius Medical Care . 49 70

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:

Address:

Phone:
Fax:
Contact Person:

Date of Preparation:

B. Device Name:

Trade Name:

Common/Usual Name:

Classification Name:

FOI - Page 3 of 191

Fresenius Medical Care North America

920 Winter Street
Waltham, MA 02451

(781)-699-4475

(781) 699-9635

Janet C. Kay, Manager Regulatory Affairs
16 January, 2007

Naturalyte Liquid Acid Concentrate
Dialysate Concentrate for Hemodialysis (liquid)

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

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

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.

2,
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Is the product a device?

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

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 Medical Care

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

Summary of Safety and Effectiveness
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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.

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.

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.

. 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 Parentera! Use.
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-/é DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
5200 Corporate Bivd.
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: KO070177
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: 1I
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 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 claSSIﬁcatlon 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) 240-276-0120

Other : 240-276-0100

Also, please note the regulation entitled, “Misbranding by referencc to premarket notlﬁcatlon" (21
CFR 807.97). You may obtain other general information on your responsibilities under the Act from
the Division of Small Manufacturers, International and Consumier 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.htmi

Sincerely yours,

Nanmdon 8 '

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation N

‘Center for Devices and Radiological Health

Enclosure
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Fresenius Medical Care

Indications for Use

510(k).Number (if known): KOTO\77

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

Indications for Use:

Acid Concentrate for Bicarbonate Dialysis

Prescription Use ’ 7 AND/OR 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)

ﬁ g @ﬁc%nce of CDRH, Office of Device Evaluation (ODE)

(Division Sign-offy ¢
Division of Reproductwe, Abdominal,

and Radiological De }Ic,es Page of

510(k) Number ~C / 0

(Posted November 13, 2003)

Fresenius Medical Care North America

Corporate Headquarters: 95 Hayden Avenue Lexington, MA 02420 (781) 402-9000
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3 _/(C DEPARTMENT OF HEALTH & HUMAN SERVICES

Lot WEALTY
A

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: KO070177 _
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 T (Special Controls) or ¢lass 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 Repulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements conceming 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, permits your device to
proceed to the market. ' '

If you desire specific advice for your -deviceon our labeling regulation (2,.1 CFR Part 801),_p_l'ease
contact the Office of Compliance at one of the following numbers, based on the regulation number at

the top.of this lettet: |

21 CFR 876.xxxx (Gastroenterology/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 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 Consurmier Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address :
http://www.fda.gov/edrb/industry/support/index.html -

Sincerely yours,

WM?/C, (gﬂ% #
Nancy C. rdgdon_ !

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): K OT O\ 77
Device Name: Fresenius Naturalyte® Liguid Acid Concentrates, 9000, 6000 and

4000 Series.

Indications for Use;

Acid Concentrate for Bicarbonate Dialysis

Prescription Use f'/ AND/OR 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)

. ﬁ ¢ @%b nce of CDRH, Office of Device Evaluation (ODE)
i - &

{Division Sign-0f) ¥
Division of Reproductive, Abdominal, |
Page of

and Radiological De ices ;
510(k) Number ;\0 70177

(Posted November 13, 2003)

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

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/euidance/12 19.html.

The requested information, or a request for an extension of time, should reference your above
5106(k) number and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and
Radiclogical Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

24
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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 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/indust

ry/support/index html.

FOI - Page 14 of 191

Sincerely yours,

/s~

Carol . Neuland, Ph.D.
o7 Chief, Gastroenterology and

Renal Devices Branch

Division of Reproductive, Abdominal,
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

25
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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
510(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

FOI - Page 16 of 191



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.

cc:  HFZ-401 DMC

HFZ-404 510(k) Staff
HFZ-470 DRARD
D.O.

Sincerely yours,

-

p/Vz

£ rCarolyn Y. Neuland, Ph.D.

Chief, Gastroenterology and
Renal Devices Branch

Division of Reproductive, Abdominai,
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

HFZ470:JeffCooper:GHG:1rm:2.8.2007

OFFICE | SURNAME [ DATE OFFICE | SURNAME | DATE [ OFFICE | SURNAME | DATE
72 4% (Crop— 2/%‘7\
ree—4o iz 2o
U.S. GPO 1986-169-089
22
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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 additiocnal
information is required. YOU MAY NOT PLACE THIS DEVICE INTQO COMMERCIAL
DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DQ 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 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/quidance/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.

31
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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) €38-2041, 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

FOI - Page 19 of 191 33
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Ko70177

Form Approved: OMB No. 0910-511 Expiration Date: August 31, 2005. See Instroctions for OME Staternent.

P00 ANERT OF HERLTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER: | ¢ ) ( “)p)(a)
MEDICAL DEVIGE USER FEE COVER SHEET Write the Payment !dentnﬁcat:o_n NUMbEr OrF yUUT CITECR- _

A completed Cover Sheet must accompany each original application er supplement subject to fees. The following actions must be taken

ta properly submit your application and fee payment: :

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

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

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louis, MO 683195-6733. {Note: In no case
should payment be submitfed with the application.) .

4. Ifyou prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lockbox
856733, 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 conceming courier delivery.)

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

6. Include a copy of the complete Cover Shest 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
ngg‘?vrlEnr\tl;lrjg t!r\gE?ICAL CARE NORTH AMERICA janet.kay@fmc-na.com )
Waltham MA, 02451 2.2 TELEPHONE NUMBER (include Area code) G U
Uus 781-899 4475 "{_ ¢
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area cods)
(D) ()a) 781-609 - 1p 35

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: hitp:/fwww.fda.gov/dc/mdufma

Select an application type: 3.1 Select dne of the types below

{X] Premarket notification{510(k)}; except for third party [X] Criginal Application

[ 1 Biologics License Application (BLA) Supplement Types:

[ ] Premarket Approvai Application (PMA} [ 1 Efficacy (BLA)

[ ] Modular PMA [] Panel Track (PMA, PMR, PDP)

[ 1 Praduct Development Protocol (PDP) [ ] Real-Time (PMA, PMR, PDP)

[ I Premarket Report (PMR) ) [} 180-day (PMA, PMR, PDP)

4. AREYOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

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

qualifying documents to FDA

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

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF S0, CHECK THE
APPLICABLE EXCEPTION.

[1 This apptication is the first PMA submitted by a qualified small business, [1The sole purpose of the application is to support

including any affiliates, parents, and partner firms conditions of use for a pediatric population

- . AT . . . The application is submitted by a state or federal
[1 This biologics application is submitted under secion 351 of the Public L] . . : e
Health Service Act for a product licensed for further manufacturing use only governmgnt 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 SOLEUSEIN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA}.)

[1YES [XINO

?,bl ISER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
L( 0) (4Xb)(4) 16-Jan-2007
Form FDA 3601 (08/2003)
" ' R Yo L
Close Window" Print Cover sheet i(
54
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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 Medicai 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.

L E
Janet C. Kay
Manager of Regulatory Affairs

Sincerely,

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
FOOD AND DRUG ADMINISTRATION

Form Approvat

OMB No. 9010-0120

Expiration Date: May 31, 2007.
See OMB Statement on page 5.

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

User Fee Payment ID Number [FDA Submission Document Number (if known)

ND oo 9407 75¢ 733

SECTION A

TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP §510(k) Meeting
D Original Submission E Regular (180 day) D Original PDP Original Submission: Ei Pre-510(K) Meeting
D Premarket Report E Special I___] Notice of Completion DTradiiional D Pre-IDE Meeting
D Modular Submission E Parel Track (PMA Only} D Amendment to PDP Special D Pre-PMA Meeting
D Amendment E 30-day Supplement D Abbreviated (Complete D Pre-PDP Meeting
D Report E 30-day Notice S?Cmn L Page Ef) D Day 100 Meeting
D Repaort Amendment E 135-day Supplement D Additiona) Information Agreement Meeting
D Licensing Agreement Real-time Review DThird Party Determination Maeting
D ﬁggnsd&%?é I!r?el;:\nA a Other (specify):
D Other
IDE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class Il Designation
D Original Submission U Criginal Submission B Original Submission Origi(r?: :u(:;::sion D 513(g)
Amendment Amendment m Additional Information D Additional Information Other
Supplement Supplement (describe submission):
Report
Report Amendment

Have you used or cited Standards in your submission?

SECTION B
Company / Institution Name

Fresenius Medical Care North America

D Yes

SUBMITTER, APPLI

[3+do

(If Yes, please complete Section |, Page 5)

ANT OR SPONSOR
Establishment Registration Number (i known)

1225714

Division Name (if applicable}

Phone Number {inciuding 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
Manager Regulatory Affairs

SECTIONC

APPLICATION CORRESPONDENT (e.g.,

Contact E-mail Address e

janet.kay@frnc-na.com

consuitant, if different from above}

Company / institution Name U b
P
Division Name (if applicabie} Phone Number (including area code) U‘l . _'
C ) -
Street Address FAX Number (including area cods)
City State / Province ZIP/Postal Code Country

Contact Name

‘ontact Title

I

Contact E-mail Address

FORM FDA 3514 (6/05)
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SECTION D1

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

D Process change:
Manufacturing
Sterilization
Packaging
Other (specify below}

REASON FOR APPLICATION - PMA, PDP, OR HDE

D Change in design, component, or
specification:
Software /Hardware
Color Additive
Material
Specifications
Cther {specify below)

D Location change:
Manufacturer
Sterilizer
Packager

D Response to FDA correspondence:

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

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

D Change in Ownership
Change in Correspondent
Change of Applicant Address

D Other Reason {specify):

SECTION D2

D New Device

D New Indication

] Aadition of Institution

U Expansion / Extension of Study
m IRB Certification

D Termination of Study

[ withdrawal of Application

[ unanticipated Adverse Effect
D Notification of Emergercy Use
D Compassionate Use Request
D Treatment IDE

B Continued Access

REASON FOR APPLICATION - IDE

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

D Report submissicn:
Current Investigator
Annual Progress Report
Site Waiver Report
Final

D Repose 10 FDA Letter Conceming:
Conditional Approval
Deemed Approved
Deficient Final Report
Deficient Progress Report
Deficient Investigator Report
Disapproval
Request Extension of
Time to Respond to FDA
Request Meeting
Request Hearing

D Other Reason (specify):

SECTION D3 REASON FOR SUBMISSION - 510(k)

D Change in Technology

D New Device D Additional or Expanded Indications

Cther Reason (specify):
Modification to the manufacturing process

FORM FDA 3514 (6/05) PAGE 2 OF 5 PAGES
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A DRNATION O 0

Product codes of devices to which substantial equivalence is claimed

Summary of, or statement congering,

Common or usual name or classification
Dialysis concentrate for hemodialysis (liquid)

safety and effectiveness information
1|KPO 2 3 4 :
510 (k} summary attached
5 6 7 8 1510 (x) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name F Manufacturer
K810925 Fresenius Naturalyte Liquid Acid Fresenius Medical Care North America
1 1| Concentrate (3000 Series) !
K823115 Fresenius Naturalyte Liquid Acid Fresenius Medical Care North America
2 2| Concentrate (4000 Series)
K852310 Fresenius Naturalyte Liquid Acid Fresenius Medical Care North America
3 3| Concentrate (6000) 3
4 4 4
5 5 5
4] [ 6

ORMATION - APPLICATION TO ALL APP

Trade or Proprietary or Model Name for This Device

Model Number

- M

Fresenius Naturalyte Liquid Acid Concentrate

9000 Series

-

2 | Fresenius Naturalyte Liquid Acid Concentrate

21 6000 Series

3 | Fresenius Naturalyte Liquid Acid Concentrate

34000 Series

4 4
5 5
FDA document numbers of all prior related submissions (regardiess of oulcoma)
1 2 3 4 5 5]
7 8 9 10 11 12
Data included in Submission
Laboratory Testing [ Animal Trials [Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Coda C.F.R. Section {if applicable) Devica Class
KPO 876.5820

Ciassification Panel

LKN Gastroenteroiogy/Urology

[ciasst
] class

Class Il

[ unclassitied

Indications (from labeling)

Liquid Acid Concentrate for Bicarbonate Dialysis

|

FORM FDA 3514 (6/05)
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or 2891a Device Establishment Aegistration form.

SECTIONH

Criginal
D Adad [:] Delete

FDA Establishment Registration Number

1651896

Note: Submission of this information does not affect the need to submit a 2891

MANUFACTURING / PACKAGING / ST

FDA Document Number {if known)

RILIZATION SITES RELATING TO A SUBMISSION

Manufactucer D Contract Sterilizer
D Contract Manufacturer D Repackager / Relabeler

Company / Institution Name

Fresenius Medical Care North America

Establishment Registration Number

1651896

Division Name (if applicable}

Phone Number (including area code)

( 972 )929-7291

Street Address

5201 Regent Bivd

FAX Number (including area code)

( 972 )915-6032

Original
D Add D Delete

3005162618

City State / Province ZIP/Postat Code Couniry
Irving, TX 75063 USA
Confact Name Contact Title Contact E-mail Address
Timothy Poquette Quality Manager

FDA Establishment Registration Number
g Manutacturer ] contract Sterilizer

D Contract Manufacturer D Repackager / Relabeler

Company / Institution Name

Fresenius Medical Care North America

Establishment Registration Number

3005162618

Division Name (if applicable)

Phone Number (including area code}

( 419 ) 698-7031

Sireel Address

750 North Lallendorf Rd.

FAX Number (including area code)

{ 419 )698-7302

City State / Province ZIP/Postal Code Country
Oregon OH 43616
Contact E-mail Address

Contact Name

John Leppelmeier

D Original
Cladd  []oelete

Contact Title

Plant Manager

FDA Establishment Registration Number

D Contract Sterilizer
D Repackager / Relabeler

B Manufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

( )

Street Address

FAX Number (including area code)

( )

City

State / Province ZIP/Postal Code

Country

Contact Name

FORM FDA 3514 (6/05)

FOI - Page 25 of 191

Contact Title

Contact E-mail Address

PAGE 4 OF 5 PAGES

i



SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Decfaration of Conformity fo a Recognized Standard”
statement.
Standards No. Standards Standards Title Version Date
Organization
1
Standards No. Standards Standards Title Version Date
Crganization
2 | 13485:1996 50 Quality Systems - Medical Devices 2nd edition 07/15/2003
Standards No. Standards Standards Title Version Date
Organization
3 |14971:2001 ISO/EN Medical Devices - Application of Risk Management 1st edition 1211572000
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, scarching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimale or any other aspect of this collection of information, including suggestions for reducing this burden to:
Food and Drug Administration
CDRH (HFZ-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)
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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 510(k) submission as {Check the appropriate

box):

@/Special 510(k) -

[ ] Abbreviated 510(k) -

|} Traditional 510(k) or no identification provided -

Do Sections 1 and 2

Do Sections 1, 3and 4

Do Sections 1 and 4

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

including diagrams, engineering drawings, photographs or

service manuals.

Present or | Missing or | Location
Adequate | Inadequate
Cover letter, containing the elements listed on page 3-2 of the Present
Premarket Notification [510)] Manual.
Table of Contents. Present
Truthful and Accurate Statement. Present
Device’s Trade Name, Device's Classification Name and Section |
Establishment Registration Number.
Device Classification Regulation Number and Regulatory Section |
IStatus (Class |, Class 1], Ciass 11l or Unclassified).
Proposed Labeling including the material listed on page 3-4 of Appendix ¢
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 |l
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. Appendix 1
Description of the device (or modification of the device) F\';action i,

FOI - Page 27 of 191
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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 |
Compliance with performance standards. * [See Section 514 of Section |
the Act and 21 CFR 807.87 (d).]

Class lll Certification and Summary. ** IN/A
Financial Certification or Disclosure Statement for 510(k) (N/A
notifications 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.
e - 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.

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

Present

Inadequate
or Missing

Location

Name and 510(k} number of the submitter’s own, unmodified
predicate device.

ISection |

1A description of the modified device and a comparison to the
sponsor’s predicate device.

Section 1

A statement that the intended use(s) and indications of the
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
impact of the modification on the device and its components,
and the results of the analysis.

Appendix 3

Section VI,
Appendix 6

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.

Section VI

FOI - Page 28 of 191
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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
includes the following statements:

Appendix 8

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.

Appendix 8

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.

Appendix 8

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
icontrol(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

FOI - Page 29 of 191
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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.

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.

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 -
certification of identical material/formulation:

b} Sterilization and expiration dating information:

i) sterilization process

i) validation method of sterilization process

i) SAL

iv) packaging

v)  specify pyrogen free

vi) ETO residues

vii) radiation dose

viii) Traditional Method or Non-Traditional Method

c) Software Documentation:

items with checks in the “Present or Adequate” column do not require additional
information from the sponsor. ltems 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) Premarket Notification

PREMARKET NOTIFICATION TRUTHFUL AND ACCURATE STATEMENT.

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

has been omitted.

/u.ﬁ., C_/ (éﬂwl //4 - \/M - 0’7
Jdnet C, Kay Date
nager Reguiatory Affdirs
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Table of Contents

Section Page Number
Section It General Device SUMIMIAIY 1
Section II: Substantial Equivalence e 3
Section lll: Description of Liquid Acid Reformulaton . 5
Section IV: Description Manufacturing Process 10
Section V: Comparison of Unmodified Device to Modified Device.__ 25
Section Vi: Summary of Design Control Activities._ 27
Section VIl Labeling and Packaging ..o 28
Appendices

Appendix 1: Summary of Safety and Effectiveness_______ ... ... 29
Appendix 2: Indications for Use Statement 32

Appendix 3: Statement intended use of modified device same as unmodified device 33

Appendix 4: Dry Acid Reformulation Procedure 34
Appendix 5: Adjustment Procedures (Manufacturing) Procedure 45
Appendix 8: Risk Analysis. ... e, 71
Appendix 7: Validation Plan (Equipment) 89
Appendix 8: Design Control Certification Statements_______ 97
Appendix 9: Labeling e 98

Fresenius Dry Acid Reprocessing 510(k) Submission
1/16/2007
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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 Il 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
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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 Granuflo® 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

o  #K810925 (4/23/1981) — 9000 series
o  #K823115 (12/3/1982) — 4000 series
s #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.

FOI - Page 34 of 191



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 19786, 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:

o #K810925 (4/23/1981) — 9000 series
e #KB823115 (12/3/1982) — 4000 series
o #KB852310 (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

FOI - Page 35 of 191



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

Section Il: Statement of Substantial Equivalence

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

FOI - Page 36 of 191
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section lll: Description of Liquid Acid Reformulation

(b) (4)

FOI - Page 37 of 191
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section lll: Description of Liquid Acid Reformulation

(b) (4)

FOI - Page 38 of 191
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section lll: Description of Liquid Acid Reformulation

(b) (4)

FOI - Page 39 of 191
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification '

Section lll: Description of Liquid Acid Reformulation

(b) (4)

(b)(4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section lll: Description of Liquid Acid Reformulation

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section IV: Description of Manufacturing Process

(b) (4)

FOI - Page 42 of 191
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section IV: Description of Manufacturing Process

(b)(4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section IV: Description of Manufacturing Process

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section IV: Description of Manufacturing Process

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section IV: Description of Manufacturing Process

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section IV: Description of Manufacturing Process

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section IV: Description of Manufacturing Process

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k} Premarket Notification

Section IV: Description of Manufacturing Process

(b) (4)

FOI - Page 50 of 191

(b)(4)

€1

18



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

Section IV: Description of Manufacturing Process

(b) (4)
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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

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section IV: Description of Manufacturing Process

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section IV: Description of Manufacturing Process

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section 1V: Description of Manufacturing Process
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section V: Comparison of Unmodified Device to Modified Device

(b) (4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“Special” 510(k) Premarket Notification

Section V: Comparison of Unmodified Device to Modified Device

(b) (4)

(b)(4)
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Fresenius Naturalyte® Liquid Acid Concentrates
“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

All verification activities to demonstrate (P) (%) (b))
(o) (%) (b)(4)
(b) (4) (b)(4) 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
unmedified devices.

FOI - Page 60 of 191
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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:

Address:

Phone:
Fax:
Coniact Person:

Date of Preparation:

B. Device Name:

Trade Name:

Common/Usual Name:

Classification Name:

FOI - Page 61 of 191

Fresenius Medical Care North America

920 Winter Street
Waltham, MA 02451

(781)-699-4475

(781) 699-9635

Janet C. Kay, Manager Regulatory Affairs
16 January, 2007

Naturalyte Liquid Acid Concentrate
Dialysate Concentrate for Hemodialysis (liquid)

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 medified version of the
Fresenius Naturalyte Liquid Acid Concentrate1996):

o  #K810925 (4/23/1981) — 9000 series
o  #K823115 (12/3/1982) — 4000 series
o #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] (nh).

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

kY
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, materiais, and intended use to the commercially available
Fresenius Naturalyte Liquid Acid Concenfrates. 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.

A
31
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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 AND/OR 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)

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 2

32
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Fresenius Medical Care

Statement that the intended usefindication 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.

FOI - Page 65 of 191
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01/16/2007 08:30 FaX FRESENIUS @oo2/002

A=A

v
Fresenius Medical Care

Verification Activities

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

V/Q{//Z-«-u(,j/ /,/ /¢ /o 7~

Date

Name

InfhR_tLcaoce.
Tita

Manufacturing Facility
The manufacturing facility;

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

e J /3 47
Narne Date
A

BUOATE (DB LTy 5SS 73 il oo 7E Y
Yieor Title

AR

7

FOI - Page 129 of 191



(" baio ‘arétezs wST B P

‘gzoopEL

0

8BIS-ETE-008"1 ‘uesiyd
sm_m__wh “_MN__,HM € JO I2pu0 8y uo Jo Aq e_wm. 0] 291A8p

e1e7) [esipeyy snjuesesy 81U} siousa: (YSn) met 1849pad :NCILNVD
1Ag poOIMIBINUER "asn ul

10U usym pasoo Apubn isuenios dasy

‘gsn aojaq AuBnosowyy x(N -peBeuwiep aie seuUIBlUCD JO S[BIS JI 28N 10U 0() “Buizeal)

wosj 1e10id pue JREY SAISSEIXE PIOAY :9BRIOIG pepuBWIWICoaY "BB193IR sk Afub asn
‘peppe s) UoHN|os ey YYee pue Jusuneal Bunrers siojeq pinyg BuizAep jo

Hd pue (1einjoenuewul Wolj 8|qE(IBAR Si UOIBLUGCIUL) AIASNPUOD 084D "[BNUBW S o1RIedo
suyoew sisAjeip aul ul papacid esn 1oy suonoesp suy) o) 1g)aY "spiepuels Ajjenb Jsiem

~ sieAjeipowsy INY/ISNY JUALND SPOJDXe JO 188U JBL) Jatem poyund asn uopn(g 1dosd

NOLLNYD

‘pebueyoun upwe)l susNsSUCD BYIo JIY b3w g

s1eUoqIENq jeu pue h3w 5501 epuouo Fy/bgw £ wmpos is| wolsodieoD suol
feul} eu) Usiem syied gg zk PUE (S1BUOMQUBDII] $81I8S 000V B TRINIEN) 81BUSOUDD 8seq
sued 2271 yum paxiw 1 ejeljuesuon pive Led | usyp suoiisoduo? syesABIQ |eultuoN

ON 107

OINIDOHAD "NON
a@@-ﬂm gou__._uu o@“.h N_omm
Bpg*p)l HodHD  EBLr'g i
fygy  ofw  Bgrpey oM

{1/W6) sjenuanuoy play uolsodiuey je3jways

Ll 174 3504.1X30
GLS0L  JOMOTHI

0y ESLIENL)
S0 WNISINIVW
0°¢ NRITVY
02 NNISSYL0d
LR} NNgos

{¥:) vonnyg (eupuoy)
BIEIJUEIHEY TITY 10 HONNTINDTY NUG|

=

98

"3 TYHILNIUY4 HOJ 10N "uresp o Aunfup juajied asned Apw ajeiusIuDa 8jEUDIEIY Paje|I0SSe R0Y|IM 10 juawdinba 18440 Yiim 9sn 431EM
pue pseq ejeuoqreal] sped ¢y 0} pjae ped | uonodosd o) pereagiies usym sueishs Giruoipod

o - - . - B 4 g Sl
w,... :

FOI - Page 130 of 191



(" Bird .eavits VEN U PG

O N Y | ON "ON 101
| €<600P-¢ Lo o2

O

OINIDOHAD-NON
BRI15-£ZE-008-1 ‘ueosfyd . e Grpr;

cuﬁawﬁpﬁﬁﬁ ® JO Jepio ayy uo Jo Aq 9jes o) asIASp Bo0'g6 O°HO 6¥F’L 108D

o1e0) feolpey snjuesely - SIUy s1apsel {YSn) me| [£19pad INOLLNVYD 50801 Iwowufo fgg'g I

:Ag peImoRnUEy 88N U 8191 08w Bpggz i

JoU UaYM pPIsSold Apubny ssuieiuoo doay (jywi) elenueouc) play usiysodwos Eawoy?)
‘asn e10}3q AlgBnodoy) Xip ‘pebeuien sir Jeupiucd o $iees JI asn jou og "Bujzesy

wouj Josiond pue 1By aA[sseaxe pioay ebrio)g PepusWIIOIaY ‘PP se Ajuo as( witw gog I50H1X30

‘peppe S UCHNIOS aluy yoes pue Juswieal Buliels sioeq pinj BuizAlEp jo Y01 ANHOMHID

Hd pue (JeimoejnusLl W0} S|qe|IBAR St UOHRULIOMUL) AANDNPUOS o8y s "[enuBuw sJojelado 0y EILEEH]

surew sIsAlep sy ul pepiacid asn 10) SUCNISID BY} 01 4818 'Spiepurls Aijjenb 1oiem ¢l'0 WNISINOYW
sisA[RIpawey INVY/ISNY Eotzo SPORIXA JO S198W Jeyl je1em payund esn .coss__c sedoiy .

‘peBueyoUn UIBLIB) SHUBNJISUD JBYIO (1Y .:Um_E ge 0t RNISSV10d

ejeuoqUeD|q JoU pue MAbTw g2 0L epuoys /bW LE1 wnipos S| uojisediuod diuo| vhaw gL Waans

feuly ey 1e1em sued gz gh puB {sjeucqIes|q $81ag 000 SHARINEN) SIBIIUSIUGD SSEY {by: | vonn|iq feusuoN)

sped z2°1 Yum pexiut ¢ aiRIUSsUoD pioe Med | usyps iosodulon ayesAelig FeUIWICN BIENUAZID] PIOY JO UONRGINUOY MUYy

3180 TYHILNIUYd :c.._ 10N “yseep 1o r.__:_ Em_za asnes %E 33___3._3 ajeucqIeI ] um.m.uomwm oYM 20 EuEns__u ::_E ___.3 am: Ema m
pue eseq o_ncoﬁ_zs sued yp o) ploe ped | ===._E_E__ 0 pRjRIGIES UayM »Eo_w% Bupsoipodoad wieoss-sang upm zS asn 104 SONINHYM

99

\50

FOI - Page 131 of 191



-

]
H

v

PRI

B0 002t WS 1 PAlUPY

| mrmoo¢lm F .OZM..?,O zo_p«.mm__m__.mm

O 0 R

BRI ETE-008 T ‘ueinsAud
YN ‘umnBy

o«..mwﬁé apis _._HEQ B JO 19010 31} U0 10 Af 9[BS 0] adnap
eles) (es|pe sniuesely S 1940881 (vSN) Mej [RISPaL INOLLNYD

&g pampownuey ‘asn u

jou Laym pasos ApyBn Jeuuos dasy

"esn arojeq Atybinosoy) xjiy ‘peBrwep el JeujEiod 1o S|ess Ji asN Jou o ‘Buszeey

wioyy 198101d PLUe 1Y HAISEEOXD PIOAY :eBRI0IS papuatuuIoday "PBI2aNP SB AlUO Bsq)
‘PEPPE 81 UCNNJOS sun) yaes pue Jusuwyesn Buglels sioeq piny Buizdepe jo

Hd pue (J2inoBiNUBLU WO S[QBIEAR S] UCIIELLLIOIN) ARAIONDUOS %2947 [BNUBW SJofelado
sutysew sisAEIp oyl U] pepiacid esn Joj SUDDBNR BY) 0} 18)9Y ‘Spiepurls Aenb tejem
SISA[EIpOWIaY |INYY/ASNY USLND SPesoxXe Jo siest jey) salem payund esn :uonmiq sadold

‘NOILNYD

"OUres alj) ulewnl SJUSMIISU0D 19Ujo iy “1/b3w ¢

8jeuoqIenIq J9U PUB /bW G601 Opuoyd bW 21 wrpos 8 vomsodiuos oo}
[eul sy) uejem sied g2 2y pue (sleuUOqIEDIY SBBS QU0 LSIATRINIEN) 91RUS0UDD asBq
sHed 22°1 yiim peXIl 81 81BUeoL00-proe Jed | usyp uomsodiog 9i8sAje|g [euILoN

(suoj(en g) 1637 2'902

GOOVE

"ON 10T

DINTOOUA-NON
B cm—.am @onfmo B Q‘.N N_u.mo
Bog-gL WOty fgppl oo

Blosp  ofw  Epiggg 1oeN

(Vwh) sjenuasuo) p1ay vonisodwo) reanweys

AU pog ERLIRE L
SL90%  JAIHOTHI

0y VLIV
S0 NMSINDYW
0¢ WMITYI
0t WNISSYi0d
b3t gt Waos

(vt7) uonnpG rensuion)
BIERUAILS] PIIY JO DORRGUIITD JUC)

‘38N TYHIINIHYL HOA LON "Wiesp 10 Ainfuy ._;._“2,_ u,u_:z Aem m_i_.:.uuzg ‘B,ma__.ﬂ:&_a pajeio0sse E._E,__.s ._..a Em:.a_a._u

pu® 982y ejeuoqIea)q sued vy 0} proe Bid | uoyodosd

- ’ ~ \ I e, 3 S F FE N Shy
; - B . . 1

veren ~n YIS T R

layo 53 .u.m_._ Jgem
0 pejeagles usim sweysAs Bwmuasodosd weasns-sary) yim Ajuo asn Jog ONINDYM

T

5

100

FOI - Page 132 of 191



+

Ve

$0/50 207642904 wEN U patlny

Ol \da LNl ] Iva ‘ON 101
.“ro. F O.VIm P ONIYO NOLYEIIXS

I OO A

uBrosAyd FINADOHAANON
02HZD s HrBarey A ® 40 JBPID B} UO 40 AQ BB O} 3oIABD §00'06 ‘o*HWD  fpzrg R0
INTIAY UapAm g6 — e n .
Bles) jeo|peyy snjuasely A Si} s1oMIsal (YSN) mel fRIORa4 INOLLOYD Bpg 0L HOSHD b9 104
: N “8sh uy Big*p  ofm  BQiggy 1oeN

. 0U uaym pasolo Apubn Jeuejuoos desay (1/wh) ajenueavoq pioy uosodioy je3usy)
ou:u..o_un>.:m=20£x_=.uomuEmvoE._a:_Scoohow,_uummum:.ocon.mc_~mm.c

woy j10810.d pue jeey eajgneaxe pPlOAY :06Ri0)1g papuawiosay "pajoanp se Ajuo as( oW 0 350U1X30

‘POPPE S| UCHNOS BUI YoBS puE Justwieas Buies aiojq piny BuizAEp jo G2'S0L  JAHOIN

Hd pue (JeanloBjnuEwW WOL; 8|gBlIRAR §1 UCRBWLIONI) ANANIONPUDS YDey) "|BnuBw sJojesado 0’y EIM )

suyoew sisAeip ey U pepiaoid mm_.... Jo} suonosllp ayl o} 18y “sprepurls Ajjenb sejem S0 E-:mm.zw«E
SIsABIPoOWSY |WYY/ISNY IUOUND Spoesxs 1o siool Jel} Joyem peyund esp) :uopnng Jadoid

. INOLLOYD Gz WARTYI

"gureS ay) UIBWIa) SIUSNIASUOD 1840 Jly “I/bIw g g2 NNISSYL0d

ajeuoqieoiqg 1eu pue (b3 §2°601 eppome Fybgw gL wMpos 181 uoisoduwlos S0 RILERN | 1] WMaos

Teuy st Jojem sued @22y pue {s1RUOQIBIIG SOUIBS (DY LOMTRINEN) a1BlUSUOD BsBY. (b1 uoIniQ (RuuteN)

sped 2271 yim pexiu S| ejeljuesuos pioe Led | uspa :uogisodiuen ajesAlpi] jeupwon BJRNUINY PIY |0 UOLNMIUGY SJID|

R (su0ie co) sienr

“380 TYHILNIVYL BO4 LON "yieep 1o Anfug jueyed ssned Aels 32_528 2@55‘8_._“ au_m_%w.% :_2___; 1 Eupa.:_i a.__:c.,._.zi_ 3.: ..Lm__,_a
Pue oxeq gjeucyiedly sued py o) pioe pred 1 uopindosd of payerqiies voym swraishs Bujuorodoid weaxs-aang; wim Ajuo asn 104 SHNINYYM

- 3 L . e

- - K . - 1 =i

P,

152

101

FOI - Page 133 of 191



(" son0 00EIZFHL e U P )

e o Y ‘ON" alva 'ON 101
L-€LOP-E Lo

00

. ‘ustorsAyd OINIDOUAd-NON
sy ejoseproeyuoo Aqees oyeamep  BOO'DE OHD  BRGTEL 0
animay TapAvLi 66 g . | . o )
. emRY[BOIPEI SNIUBSBIY SIYL 81012l (YSN) Me [819pad INOLLNVD 61g°01 Hooo e o
“Ag peimoenuEgy “ast Ul figprg 0w GQUpoz eN

10U uaym pasc|o Aybn Jaueluoo deay  {wh) ejenuooucy may UonisodN0] [EINYE]
‘a8n a10j0q Ajyfinoioy xiy ‘peBuwiep e 1euBlioo o s{uas j asn jou og "Bujzaas

wiou} 1903014 pue Jeey eAlEseaXe plony :8BRIONG PAPUSWILIOISY “PASALIP SB AjUC as() LAl 174 3504.1X30

. ‘poeppe 8] UONN|OS B} Yoee pus Jusuesl Bunrels slojeq piny BuzAeip jo G290l JAIHOTHIY

Hd pue {(lesnjoejpus WCK) 8igeliBAR St UORRLLLIOILY ANARONPUOD Y98ys [enuew s olerado (188 4 3I¥139Y

eUlyoew sisAelp ey} uj pepiaoid esn Ioj suopaeilp ou) o} Jejey “sprepuels Ayjenb serem G0 WIISINDYW
sISABIPOWSY IWYY/ISNV IS4G spoedxe jo siosul jey) 1erem peignd esp :uennjiq Jedoid "

‘peburysun urewe: syUsISUGS JeYo |y /bW g . 02 INAISSYL0d

®leUOqreslq Jeu pue /b3w §2'g0L eplojyo Iybaw Let wnipos is| uopysodiiod o] b3 gL wWnaos

[euy) ey} Ye1em sued gz gy pue (eJeuoqIesiq sa1es 000b wtATRINEN) B)EliUSouUsD BsBq : {#¥:1 vonnpQ yRULWD)

sHed Z2°| Yyum pexiL Si 8lznussucsipioe Led | usyp tuolisodwo?) siesAgeig [BUlLION JRIUIILGT PITY JO UDFRG|4UO] JIU0]

s Ft i gt i L g s’

1T0SSE JROYYM 10 Eassnmm..h.%_._.m yuM mw_._. ..Hs_aa
pue eseq o)euoieq sped ¢ of proe ped | vepptodosd o pejeaq)jea ueym swiejeks finnuo|podosd weens-aviy) um AjUo aen Jod IDNINYYM

K - KNS 7O Y M ; FONTETS IR MEAAS IR e

102

53

FOI - Page 134 of 191



1
]
H
1
t
i
i

Vs

+

H

s

0 0

BT £OvSEEAL SN U pEiv , . N

.

<G [-OY45-C | onid 347 ON 107
: Flm Fovlm P. Ozm._.,qo . NOLLYHIdX3

v

DINADOUAL-NON
. SRS L6001 ‘uejotsfud 2 e o ztes - tng

@YW e B JO 18PI0 al) uo 1o Aq 2jeS O} 29Nap 00'06 07HD yo'g W

aseD JEOIPSK SNIUOSEIY Lmm S|l $101I521 (WSN) MB| [RISPE. INOLLNYD Bog gL oMy Ggpp oM
Ag pommoBme i) *asn uj B9 atw Sgggg 1oew

. 10U usym pasofd Ayby ssueuoo daay  {ywb) eesuacucy may vorsodwgy [BIjAY)
.ow:8£3>_:m=o._o£x_=.u¢mu£%Efm:_ﬂzouhom_umm:am:_o:oo.m:mumm:

w0y 199j01d pUe 1Bl 0A|S900XS PIOAY :eBrIo1g pepuswooay "pe1sap sk Ajuo s w0 Q0T 38041X30

'PEpPE S} Uonjos swy yoee pue Jeunees Buniels sioleq pinjs BuizAep jo CUY0L  INMOTHI

Hd pUB (12InjaenuBIl Wty BIGB[IRAR SI UORRULIDN) ALAIONBLDD joey) 'jenuew sJojelado oy 11¥139Y

aujyoBL SISATRID eU) L1 PEPIAGIY @3N 10} SUDIIDBMP BUJ 0) JBjoY ‘SpIepuUR|S Aenb 1a1em 8170 E—:wmzwdﬁ
sisffeipoway |WVY/ISNY JUSLIND SPeooxe 10 Sjeew 1BY) Jojem payund asn onnyg Jadoig .

_ “ZO_FD<U n.u- N E:—Q.ﬁqw

'BWIBS SUY WIBLLBI SIUSMISUOD 18Y)0 ||y /b g oL WNISSY10d

ejeuoqiesiq leu pue /b3w gz yo) apuoys /b3W e 1L wpos =1 sopisodwos ool 3w gpL nNaos

{euly eu) lerem sired gg°2y puB (21RUOGIROIY SBLISS DOOY LAMATBINIEN) SJBNUSOUOD BSE| (p¥:| GopANG [eDY)

sued 241 UM pexiui 81 sjeljueouco pioe Jed | usyp suonisodiog ajesAie|d |euIWON BIENUBIL0G PI3Y 5O LDIRG)TEY JuY

A - '

g 59) 19111 2°902 J

.wm: _.Emm h_zmms“_ Hid .Sz‘.___uc__ 48 Aanjuy _w._e:mn agnes %E, 2.2,:.3:3 m_.mcanhma_a uwwm_.u,_.aww. .,._i.:.“_i. Mc ?u_._a?a.m ...
pue aseq ejeuoniealy sped yy o) pae Led | uolpndosd o} pajesnies uaym swaisks Bujuojpodosd weaNs-aa.u yum AjB0 aSN J04 ONINUYM

RN R i

\S%

103

FOI - Page 135 of 191



(" boo Lo LtEF L WRT npawd

s - .....e.x: . i . a
N B Nl Ao 0) i H ik

[0 0 A

BR1S-C2E-008-1 ‘ueoishyd
OLPZD VI ‘vaiduixa] B JO Jepio auy) uo 1o Ag ajes ¢} aoiaap

snueAY UIpARH $6

a1en) {eoipe Sniuesel 8iy) s1oMIsal (YSN) Me| [BIOPSd INOILNVD

AQ pRINoRMUEYY "2sn uf

jou uaLim pasojo Apybiy Jauieuos daay

-asn alojaq AjyBnoioy) xip ‘paSewen aim JsuURIVOD A0 S[BaS §| SN Jou ofl “Buizeay

wouj 19ej01d pue JeaY aAlsseIXe PloAY :8Briolg pepualLwesy PYdaLp sk AU asn)
‘POPPE §1 UOPMOS s YoBe pue juswieal) Bullieis aiojeq ping BuizAEp jo

Hd pue (;pamognuell WO BIQR[IBAR S1 UCHRWLICHUL) AADNPUOD ¥osuD) "|Bnuew SJoeledo
auyoBwW sisABIp sy} ti pepiacad BSN 10} SUCLOBNR BYY 0] 18)oY "splepurls Alenb 1ajem

: gISAfRIPOWBY [WYYASNY RUeLND Spesoxa 10 sjeew ey} 1e1em peyund esny :uouniia Jedoid

'NOLLNYD

. "BWRS U] UIRLIS) SIUBNISUOD 18410 ||V i/bIw B

sjeuoqieslq jsu pue Mbaw §2'e0l apuolo Mb3w g1 WhIpos 8 uolisodwad ouol
|Buily 8y} erem sped g2 Z pue (ayeuccirolq SB19S OO0 -S1ATRINiEN) 8jRIUSIL0D B5Eq
sped 2271 Uim Dax|w 81 eleHuedund:poe Led | usyp suopisoduion sjesAjelq (BUIUON

ON O

DINTDOHAD-NON

oo ‘o°Wo  Fpgg W

5 0B'0L H09'Ha 6 1] 10%
6pg7p 00w BQggz o
{Ywb} ajenuasuog play uoiisoduisy |2 uaLy
LY 174 35041Xad
SZ°e0lL  IMYOHI

o'y VLY
GL0  WNSINIYW
g MY

0 WnIssviod
103w OB wniaoss

(¥¥:1 vopniQ [eujoN)
BIEAUAUDD DIAY 10 HOINLALEY IMOY

” i bk Kt

..._.. I8N TYHASNIUY 404 LON .5.«.% ._a kanju) ____2_.& m‘wunu Aew Em.__:.o..um.au_ Bmca__i.u_n a,m?,__uamwu .:E_za hm..cu.rr_auu ,;___.c. £_Bom=
pue eseq ajeuogies)q syed ¢4 6) piae ped | uojucdosd of peleagiied vaym swa)sAs Bujnoiodosd wesns-sayl yum Ajuo ase 104 ONINHYM

bt R ]

RS LA SIS AN IS
1 [l i -
. :

L

TFITRLIAL

‘Tajem

OhH

104

FOI - Page 136 of 191



\

BO/M0 L0°G84Z-1 WRTI Ul PAIUId

Nlh No.vqlm F. ON: VO zo_b.mm__n.__.mm on et

WA
BRIS-ECE-008-1 ‘uenisAyd

A wuﬂmﬂ.ﬁ 8 Jo Jopio ay) uo Jo Ag 2)BS 0) 901A9p Egpras ‘ot Epzg ow

aleD [esipe|y snuasely S|ui 810881 (YSN) me| [R1epod INOLLAYD Spg oL Woo'Ho  Brgtgp 1M

AR paimoenUE @S U B1g°) fofiyy G egz 10N

100 uaym pesop Anuby Jeueiuod dasy
a8n alojeq AjyBnosow xi ‘pefiswep air 1auURIUOD 40 siras J1 asn jou og ‘Buzesy

(1wh) 31enuazuog ploy vorksodwos jeI;i WaKY

we) 1etoud pue 1BaY 8AISSB0XS NIOAY @BRI0lg pPepuswILLIOIeY “palYaNp sk Ajuo esp PO 0T 38041 X30

"peppe ¢ uoNies swi Uowe pue Juswiesl) Bupes s:0p9q piny Buizdjep Jo G2'90L A0IH0THI

Hd pue (IsinoRnUBWL W0 S|0R|IEAB SI LOHBWLOJUL) ANAISNPUOD 32640 “fenuew s oeiedo 0t ETLVIEH )

sulyoBW sisAlelp sul Ul papirosd BN 10} SUCHDAIIP S} 0) ajaY SPIBPURIS Alllent 151em ¢/ 0 WNISINDYIN
sisA[BIPOWSY {WYY/ISNY US1IND SPesoXE 10 5180 jey) Jotem payund esn suonpnyi Jedoid B

"BLIES 8L} UiBLUSS S)USNISU0I 19YI0 1Y "/b3W £ 0t WMSSY10d

ejpuogeaq jou pue Nbh3w gz o0l epuod Fybgw 2g1 wripos s) voiisodwos oo; I gL waloos

feuy sy Jsies sied g2z pue (91eUogiBoIg 818G Q00F «LIARINIEN) S1RIILBOUDD aseq
sped Z/°| JiIM paXiu 8] 8jENUasuod Pige Led | Usyp luopjsodwios a1esA|Blg JBUIUON

. N o - e

6g) s1e)y N..m.au

{¥¥:1 uopnQ [eupwoN)
IBNUBIUTTY PIOY |0 VO|INGINUDT 2|08

\56

105

I8N TYHILNIUYC HOJ 10N “Girsp 10 fanfup juayed rsnes Aew 2.9____3:8 2.!5%83 ﬂsm_uaww.m .E:éz h.c ?&:.&:.cm a;:.., ,ﬁ.z__f .@.m.: ,.aﬁs_ mﬁ
pue sseq ejevoqseatq sued ¢ 0] p1oe ped ¢ uojuedosd e pajeIGIIED BaYM S M AIUO 98 404 ONINHYM B

P T ». 5

3 A TIIG iyd T e : = TP

FOI - Page 137 of 191



j\. 20110 DU'GIEHL VST UL oL

2-2E0V-E 1o

0 R

mwa.msmoaﬁ ‘uensiyd

D YW vojBurcay

4 ARG BN # JO 18pi0 s} uo 10 Aq u_u«.” ©} aothep

8ie) (BOIPOI SNIUSSHLY 3. s1y) s1oHsel (YS) met [e12pay INOILNYD
:Ag painipgnusy " ash W

1ou uaym pasola Ajufi Jauimuoo dsay
o8n aJ10jeq AlyBnoloy) x “peBeilep 1w 1aulEu0D fo s{Ras Y asn jou of] ‘Buizeal)

wioyj Joetord pue 1asY aneBe0Xa PIONY 'eliriolg papusLIWcISY “PaYaIp S8 Ajuo as()
‘POpPPE 81 UONNjos e} Yoes pue justuiesl) Suikels elojeq piny BuzAep jo

Hd pue {reinmoBINUEL Lo) B{gB]IBAR 8] UONELIION) ANAIORPLUGD ¥oaYD ‘lenuew s Jojeledo
sulyoBW SISARIP 8Y) Ui pepiroad 88N I0j SUNDeNp By} O} 198y ‘spiepuels Aljenb Jarem
sisAlzipowtey [WYY/ISNY JUS.ND Speeaxa 10 S1e8Ll jey; lafem peyund esn wonniq tedorg

'NOLLOYD

pebueyoun UELWA] SIUSNISUOD JeUIo |1y " /bW ge

8leuoquesiq 18U pue bIur G2 ¥0L SPHOMD (/b3W 261 WnIpos 1s| uosodwod ofuol
[eUi eyl iejem sued g2'2y pue (eleucqlesiq Es1Ues Q00F Eﬂ?ﬁ;&mzv SlRIILSIUOD 8seq
sued 2471 Yt pexi S| ejeljuesund:pioe 1ed | Usyp suoisodwio) spesijeq jeuiwop

ON 101

JINADOHAL-NON
iporgs ‘o'W Bggg ‘e
Bigop Hoo'o  Bpl'e 1M
bgp's bW 6PrEOT LRM

(ywh} sjenuaayoy ploy uesedwon feausly

L7/ 15041X30
SLY0L A0HOTHY

By EIVIER L]
S0 IWMSINOYI
0z WNIATYD
07 WNIsSyL0d

W3 (g WNIaos

{pp:1 vonn)iq feuwwoy)
BIBHUBILDY MY Jo UDIINGUI0? dlla

\5 %

106

LaERP L i LY ot g S St S gl | g L) :

.mm.: ._qmm._zmnqa_ HO4 10N .s_m% 10 r.:._.__ Ea.__ﬂ_ asnea Ae oL, ==mu§,u 2«:35...:. E_n_gwmn oYM 10 EQE._E_E Be M mw: ::m;

NN

——

pue 32. Rjeuoduraly syed ¢y o) plae Ea } woipodosd o) pajeint|ra usyMm Suialsis E__SE%EQ weqs-aay) Yim Ao asn Jod SONINUYM

FOI - Page 138 of 191



(" bono orAtEs-Le wEN 1 peig

e

ml N@O.vlm _.. ON;I¥D 3w ON 101
Ty B *, k NOLUYHIAXS

V0 000

OINIDOUAL NON
BBIS-£TE-00B ‘ugpysiyd s :

Oy c_.uﬂm..__mﬂ € JO I13pI0 3Y) UD JO AQ ajes O} 99inap Bpp"ps ‘07HY  Rpprr Uoed

W . alen [eolpejy sniuasa.l S1u} s1011881 (YY) Me| [B18PBd NOLLNYD S18°01 Iéfu Bir'g

A7 paImaEhUEN - *asn uy Bep'e 00w Egrpoz 10w

| jou usym pasoz Apyb sauimuoo dasy

{1/wB} ejenueauos pray uomisodweg eaway)

'a8n 810499 Aubnoioy) xmy ‘pebawep eir Jeupeiuoo 1o sjeas J1 esn jou oQg ‘Buizaaly —
i Wwouy 19104d pue jeey eAjsseaxs pioAy :ebzio1g pepuswoday "pajaalp SE Ao asny nee 35041X30
‘Peppe s uonnjos swn yoes pue Jusiuteel Buiels alojaq piny BuzAEp jo 0o cot JOIHOTHI

Hd pue (Jamjoejnuewr wWol eiqe|eAR S| uonewtoul) Alanonpuos Yooy renueil s Jojesedo

| 0y 31V
! suyoew sishjep auy) ut pepiacid SN 10} SUCIOBAN BY) O] Jejey "SpIEpUE]S Aypenb sojem ¢/'0 WNISINOYIW
m sisAfeipoltey [IWVV/ISNY JUQNND SPesoXe 10 S1esll JBY| Jotem paiund asp) :uonnyg 1adorg N

ﬂ ‘pebuzyoun weure: sueniISUOD 15U Iy “1/bw gp 02 WNISSY10d
! BleUOQIENI] 18U pue bIW 00'G0L BPHOIYS bW /B L Wnipos 81 UoISOtWoD Juot WhIw Ol Wnogs
| feu} sy} Ieyem sired g7 Zr PUE (BIBUOYIEDIG SBLSS QOO w, O1ATRINIEN) BIRILBOIUCD aseq {¢¥:1 voynyg revyuoy)
! sped 2271 UM pexiu 81 sfeajuesuod pioe Jed | usym ‘uogisodwion Smm_a_m_a {BunuoN 8)e4uaTHOT PISY [0 VONGUIID] Stun]

18N TYYIINIHYd BO4 JON ._=_u8 s.r___s_ jueyed exnes Aew m_mi__sug.a EVHT T AT E_E
pue 8seq sjeuoqiend sued yp 0] prav ped | uojpadord o) peteriies uaym sta)sAs fuuo

e A I . PRy

AT \ TR TY

J0sse jneypm Ja juawrdinba saypo ypm asn usiem §
ONINBYM

5

ek

r .».iww
PR I T Ty AWty a3t

107

\D%

FOI - Page 139 of 191



o

B0 DO'SIZFLL wED U péig

MCRR AR

r@sn aiojeq AjyBnoloyy i ‘peBewep sie JsuiBiuo 10 $jeas j| asn Jou oQ

E (sunirep cg) silf] 2002 §

- .. “I8N TYYIINIHYd HO4 LON "WEsp 10 Aanju} jusyed mu.._ﬁ_ Aew w__uh___eunmu a_ﬂnrcnrau_n pe
. pue aseq ayevoqieaq sped ¢b 0} proe ped

G890 p-E Lo

2LvC

8815-£2E 008 1 ‘ugsiyd
OTF20 YW “vorfETva]

anisty uepRer] o6 wm M_o “M_w._% mﬁv:o o Aq M_mm. 0} a3)Asp

180 [EDIPeA SnILsseld . 814t 51014 ¥SN) mej [elaped INQLLNYD

g painpeynuepy "ash u

10U uFYM paso)s Apybn Jaueuoo dasy

Suizoay
woyy 1oajoud pus Jeel eA|g8e0xe PIoAY (66RI0IS PapUsItLIOoaY pajdesp Se Aluo asn
‘PEPPE SI LORNIOS Bwiy yore pue Juswiean Bunieis aiojeq piny BuizAleIp 10

Hd pue (lemioBjnUeLY WO)J SIGBIBAB St UOIIRULIOJU|} ARANONPUOD ¥J2Y ) ‘[enuew slopeiedo
sulyoet ssAjeln syl ur papinctd esn Joj suolivellp SU) 0} 18)ey 'SPIEPUBLS Alfenb ajem
sisAleipowey INYY/ISNY JUS.UND Spesaxe Jo Sjeew Jey) Jejem payund esn :uonnyg Jedoid
: : *NOILLNYD

"pebuBLOUN WRIWS) SlusTNSUED 18410 Iy ~I/bIw gg

B1EUOQIED|] J8U Pue "D oo'FOL epuoYD “bIw 261 WNipos 81 uoPIsodiueg g

[Bul) oU) Jerem s)ed g2 2y pue (9)eU0GIEoIg S3118S 000Y W A TRINIBN) 2181USIUDD Bseq
sued 271 yum pexiul st ejeluesioo pioe Jed | usyp uomisode) atesAlelq [eulwon

-

‘'O 107

DINIDOHAJI-NON
BOB°06 ‘OUWo  Pgbr  Goe0
BigpL HooHs  Bggp
feye 0y B0 ggz 10N

{1/wmbB} ayesuacuoy pioy doNsodwosg 1o wans)

WO 07 FSOMIXIN
00°%0L  3AIYOTHI
0y 3V

S0 AMSINDYI
Ge'e NNV
0’1 WMSSYL0d
LR )] HNos

{ri1 usgnyQ [eunuoN)
SIENUBINTD PITY 10 VOUNGERUTY 10}

JB1903SE JHounm J0 wausdinba Jauio ypm u»:‘.a_ma

\SA

108

FOI - Page 140 of 191



-

bono ooBizriz e W peiviiy

.m mewovﬁm F.Dzm..._&o NOYE G TN L7
————_—_— E—==— —— ——_E ; ‘HERIL OINOOASNON
BRI ETeous 1 ueoiefyd
0TYT0 YN “Hoilixag ® JO J3pI0 Ay uo Jo Aq ajes 0} 891AaD § ccdw 09HY mvv.h 4980
FnasAsy uapkey g6 FAL 1

. 8le) [eolpapy sniuesaly A=
‘Ag pasmanueyy

8iU) syoptsas {y5n) Mme] 12)9pad INOLLNVD

1801 HoTHY  BggrgL v
'asn uy fgp'e  OWw  BQrggz weN

10U uaym pasojo AnyBn Jeueyuos dasy (ywi) 119D DI1YY HOjISOALI0N feaway)
‘@sn auojaq AjyBnosoy xiy ‘pebewiep sie JeuiR1U0D Jo0 SRS 1 @8n jou o(] ‘Buizaay

wouy 193104d PUR JBOY BAISSAOXY PIOAY :efe1015 pepustwosay ‘payosp se Ajug asn /oW 00¢ 3S041X3a

"POPpE §| Lonnjos ewy yore pue jusuness Bullers siojeq piny Buizdjelp jo 00901 JAMHOTHI

Hd pue (Jeumjoejnuew wosj eiqe|ee st uoneuLoju) AAONPUOD 328YD ‘fenuBwW s Joelado 0t I TER ]

suyoBw sisAleIp aut w peplaoid 8sh 1o} SuoHIeNp oY) O) 19jay ‘spiepuels Ajenb 1sem - . SL'D WNISINDYIN
sisAfeipowsy |IWYY/ISNY JUBLIND Spasoxe o sjeaw 1BW teiem peyund osr ruonnpg 1adolg .

, NOLLNYS 62' WAIITY)

‘pefiueyaun ufewes sjuanisuod JsyYjo |1y “bIW g 0t WRISSVL0d

sjeuoquedlq Jeu pue /b3w 06°go1 epLoyo FbIw 6| Wpos ‘st uopisodwoo oot W gL ETHTHLS

[euy eu) Jeie sied 522 pue (sjeuoqreniq seies OUo w@TRINIBN) B1RHLDOLIOD a5Bq
sued 221 YuM pexili 8| e1euesuos pioe ped | usypA ;uchitsodwos aesAjRIq (etwoN

T

{vp:t uonopa feupuoy)
B]RUEIUD] PITY IO UDLHNEUDY 2400|

.u«.: Aqmmpzmmﬁ_ Ho4 ,Ez “yieap 10 Amjuj jueyied ssnes _s_E B]RAUBIN0D JEUDRIEIN
pue azeq sjeutgredtq sued yy 0} pioe ped | uoyundosd o] peyeigiea uaym swoysAs bujuotpodosd weans-aa.in yyim Ajue ase 2o Ny

R F B

T T g

__m_.m_ucmmm Inoylm 10 tuatdinba Jauls yim asp ajem
NYYM

\oo

109

FOI - Page 141 of 191



4 EO/S0 L0°ERLLLL CWUSTTIU pBlUNG

2-1099-€ 1> oSS

AR TR

%E.mmmw.wwh ‘uspysiuyd

oa«m_wh& Em%_._ mm W 8 JO 180 ay) uo Jo AQ efes o) adep

alen) |ealpaN SNIUasSal- P siyi s1ouisal {yg) Me} [Biepad :NOLLIWD
AQ nm.__.__.umS:m_z ‘aen Ui

1ou usym pasod Ayt Jeupmuoo deey

-asn aiojaq Alybnoioy) xuy ‘paBewep ale Jauaiod 10 s{gas )| #sn Jou og "Bujzeay

woly 1ejosd pue (Bay aA(SSa0Xa ploay :abel0ls papuswieday "pejdal|p se Aiuo as|)
‘peppe S| uoiNios sl yora pue Juswieal) buiels aloedq ping Buzdep jo

RHd pue (lsinjorinuet WOy sqeieA S1 UOBULIORN) AJAISNPUOD XoBy) fenuBw siolelado
suiyoeL SISA[EIP auy Ul papincid asn o) SUCNJIaAIR 8y} 0} Jejst "sprepug]s Ayjenb siem
SISAJRIPOWSY [INYY/ISNY JUSUNS SPesoxa 10 S)aew |By) ajem peyund es() iuopnyjq sadaug
‘NOLNYD

‘pebusyoun uiBWAaL SUBNISUOD 180 [ty /b3w gg

sleUOqIEM( 18U puB /bW § 601 SPUCHYD bIW 851 WINPOS 15t UoRISedwnD slual

jeusj auy ‘Jayem sped 67 /'2E pue (S1euogienq salias 00039 LINTBINEBN} 818ALSIUDD BSB(
sied GZg"L Yith pexiw S| 8}esuanuod piok Led | UaUM :Lonisodwog aesAis|q (BujluoN

5 i

ON 107

SINADOHADNON
gL fotH u&uw )
Bpgg HOOHD  BgZre 1M
6oL 0w BopEg oo

(V) BieueauDy PoY UOJSOdID] (S

i g0 38041X30

G601 ACIHOTHI
0t ETLTES)
0L WNISINGYN
g's NAIITYI
07 WAISSVIDd

Vb3 gy Witioos

(ve:1 vogajiq [RwwoR)

BIETUISQLN]) Py J0 UDfIILUKY] Hun]

:oﬁmo_m ‘_on_ mﬁ.::mocoo _u_o<

38N TYUILNIUYA 404 LON “Wieap io ra_s En__u__ asnes AW Ble/U83U0D JRUCTIEILN POLBI20SSE MOYLM J0 Jwawdinbe 18410 yiM os]) .2!.
_==.. aseq mﬁ:aﬁmu_a wtnn vn 0} pioe tn._ { voyuedosd o) __m_m,:___uu E:.; nEBR» u..__.s_:ane._ HIRB.S-80.Y] Yl M AND 935 104 SDNINHYM

Sapas coow

S

110

FOI - Page 142 of 191



é S0 LOERLL-LL VSN U PRI

0-2099-C L™

B R

8315-£2€-008"1 .rw_&mmbzn
AT e, € JO JBPI0 3} U0 40 AQ B{ES O B3jASP
SIU1 s)0HIs34 (VSN) MBY [219ped INOLLNVD

aleD [epapy sniuasaly
1AQ PEINREBNUERY B ‘esn c_
10U uaym pascp ARGy tsulauoca dasy
asn aloyaq AjyBnodiou; x| ‘pebewep aje JaulejuoD lo s(Bas Jf asn jou og "Bursely
i wioy 1291040 PUE 183y aAISSaIXa ploAY :afiBiog papuswiwogay “peldellp se Ajuo asn
‘pOppR SI UONNI0S aiul Yoea pue jusutiear) Buyies alojeq piny SuzAep jo
+d pue (JainoBjnuBil WO} 2|BJIBAR S1 UOHEULICIUI) ANAISNPUOD }o8yy) {enuBw slojeiado
auUOEW SISARID aU) Ul papiacid 98N 10} SuCioaUp oY) 0} J3jaY splepuels Ajijenb layem
sISA[BIPOLLBY WVYY/ISNY WWSLIND SPasoxa 10 sjasus (By) 1ajem paylnd asf) uognyig sedord
‘NOUANYJ
‘pabBueyoun uewal SJUSRYISUGS Jayio |y baw zg
sjpUCqQIEdL lau pue “baw 6011 epuor o (/b3wW e Wnpos :si uopsodwod Juoy
feuy auy 4atem sped g/ /7 2 pue (91BUOGIRIIG S2LRS 0000 JIARINGEN) B)8NUADUOT aseq
sped G622 1L Yim paxiw si ejenjuaoucs pioe Jed | usyps suojisodwog ajesAfe)q |BUpUON

mﬁ:@&mu_m. ._,ow_m&.::wu:oo p1oy e

TN Lxdy e St 3

ON 107

JINZDOUHAJNON
BgopL ‘ot &pgrg om0
01gg Hoo'wo Bggr 1M
ah@._. Y98 b h.QPN 198N

{uih) eiequssung pray vorsaduLeY) (B9)WSYD

Ll 4 23041x30

QoL JAIHOTHY
0e TUTER
ol WRISINSYN
R WHITD
0t NNISSYI0d
WL gg4 Wnaos
(¥E:| uOpDjQ [RujuION)
S1RLUSIUDY PI% |0 LOYNGID) JuD|

saag 0009

‘380 TVHILNIUYA HO4 LON "uieap 10 Anju) uajjed 3gnea Aew ajeiUsou0a BjzUBGIEII] PEJRII0SSE JNGYNHM 10 Jewidjnba s8I0 Y1jM BSN “10}8M
pue 85eq 81Eu0n4ea}q sped yg o) poe yed | uoipodod o) pajesgires uaym swojsks Bujuoiodosd weans-aaiyl yiim LU asn 10d 'SNINHYM

\62

111

FOI - Page 143 of 191



EO/SG  L0'9FLy-bL WS Ul paluld

6-L099-€1> oS oen

FO AR O L

N e e ek

N ) fud JINFOOUAJINON
YD VIR oty ; or eouran Bgpgl ot Bgglg Yo
INUIAY :u?hu—.& N \P B JO J8pJlo ey} uo 4o 3 e{us 0} a9ep
a4B]) [BOIPI SniUSsSal] w SIL} S121M1531 (VSN) ME| {B1epe ] SNOLLIWD ig'g HOYHO  Bgzg (o
:Ag paimpgnueR ‘agn 1| B hm. —. 490N B w.'—.N 106N

10U uaLm pasoo Agutip JBUEILOD deed  (Vwh) syzyueaus: piay UoRsoduas |RWID
*asn ajojaq AjyBnoioy) xiy ‘pabewep aJe Jauejuos 10 sjeas J esn Jou ag ‘Buiresl)

o} 108104d PUB 1B SAJS530XS ploAY :afiviols papusunuosay “paoalp s8 Auo asn v 092 3S041X30

‘pappe S| uoinjos ewy yoee pue Jusuiess Bulsels aigyag piny BuzAep jo L mﬂ_g.__._u

Hd pue (181noBAUEBWL WOI) 9|gB|IRAR SI UGHELLOUL) ANARONPLOS %08YD) “[BnuBWw SJoiesada 0¢ JIvi30Y

suiLoRW SISAfRIP BYY-Uy paplaoid 85N I0) SUOKOBIIP BU} O 18)8Y "SpJepue)s Ayenb sojem 0l E———umlﬂc!
s[SAlRIpPOWaY [WYV/ISNY IUaLND SpasoxXe J0 Sjesl By Jalem paijiind s :uopnyq Jadoid .

NOLLAVD 0t WRIOTYS

-pafiueyoun uEWS) sjusnisLo Jayio v “baw ze | ) 4 ;_maﬁbn_

aleuoqiestq 18U pue /b3w ||| aplojus /b3w Qp ) wWnipos (st uopsodwod oue) Vb3 gl Nngos

[Buy} 8y} “eem sled G/ /4 ¢E pUB (e1BUOGIEDIG S8LBS 009 491 1BINJEN) S)BUSOUDD BSEq tre:1 uopnnQ pwjway)

sjied GZz' | Yim PexIW S| 3Je1ueduod pioe Jed | usypa :uoiysodulon agusAle|q [BUJWON S14U8AU0Y PV JO LIPNQLGUOY HUD]

wmw.w.,ﬂm__._..m‘n..@ | mo:oo U_ud o

ppresiast e s . . C .. sauas 009 |

RTINS LTI RETTIV . PR T . N

*4SN WHILNIUYL HO4 10N “Weep 1o Anfu) jwuaned asnea Aew 2)21ju9Iund plRUSHIRIIG PAIRIIDSSE INOWYM 10 Juetdinbs 104)0 yym osn "1BjEM
pue aseq aleuogses|y sied $¢ o] ploe Yed | vogdodoad oy pajeigiiea ualm swolshs Bujuorotdosd weesis-aalyl yyim Ajuo 9sn JoJ SDNINHYM

ol AP S it e e R, . il . AR

\(:_‘_s |

112

FOI - Page 144 of 191



p e e e et e e

EO/QO  LO'Q¥EE-LL VSN U palg | j

hl m O @ @ I.m” _1 ‘ON 1¥D v ON 101
: NOLLYH X3

AW REER AR T

. DINAODOHADNON
cwwmo%ww, mw‘uﬁ%ﬂ__ | uajateiud 8 nae 92l 9 tooe - °
Sty WPRH §6 A\ B JO 13p10 34} U0 10 Aq a{es 0} a0jAsp 80°0L OUHD ag'y - ‘08D
847y [BOIPAN SNILSSAIS w siu} siopsad (VSN) M8| [219p34 :NOLLAVD 61g'g Ww00wD Bl@T N
A pRInBRH ‘38N u| 8 191 408 L] h.DFN 138N

10U Uslm pasod ARUBH sUIBILcD deey (Vi) sexueusy Moy uojisadwog (s
‘asn a10)aq AlyBnoioy) x “paiewep aie Jauejuod 10 ses §f asn ou og "Buzeay

: Wwod) 198102d pUB |2 SAISSa2XE ploAY tabel0)g papudwwosay "paoaip 5 Ajuo asn bu gog ELILTRE ]

‘PeppRE S} UoHNIoS auwl) Yors pus Juawieal) Bues elojeq piny BuizApep jo G'L01 mm_zs_‘u

Hd pug (Jeimdegjnuell wosy s|GelEAR St UOIBWIOJ) AJASNPUOO 3387 "[BRUBLU SJolelado e N E ]

auloel sisARIp au) Ul pepiaold B8N 10} SUOIISIR By 0f Jajey "spIepuRS Alenb Jajem oL ia—wwlwdi
siSAlEIPOWIaL {AVV/ISNY JUSLND SPBsoXa Jo §1ealll Jay} Jojem paigind asn wopnpg sadouy .

iNOLLIWD &2 WAV

‘pafueyoun ufBwal SILANISLO0D JByjo iy “bgw Zg 0’} g_mm.ﬂ._bm

8jeuoqgieo|q eu pue ybIw ¢ /01 SpUOIYD I/bIW BEL WINIPOS 151 LOWISOALLOD BiuCt hIW enl »nlaos

| [euly auy) ‘ajem siied g7/ 2¢ pue {8jeuoqiesiq seusas 0009 SlAeinteN) ajenuaoues aseq {rest vonnyg sexqwon)

m sped 22| Yim paxiw §) sjeljuaouod piok ped | usypa uonsodiiog ajesAei [aujWoN QIRNUBO] MY 10 LOUNgLILUL) Jua)

*ISN WHILINIUYY HOd LON "yieap Jo __:._S Em:un asnea »nE BjRJUBINDI c_ucaeuo_a PajeJI08SE LNOLRM SO EeE._E_E ABIO i (] JajEM.
ucw aseq aleuonleaq sued pe o} proe Ued | E_EQ_E_. E E_mz__ﬂ_ uaym swajzhs Bujuojpodosd weess-aely) yim Ajuo 8sn o4 :gNINHYM BB

S ST ol ..ch..rnm..:w.ﬁo&,, i

ST W
54 ﬂmJ

113

S

FOI - Page 145 of 191



-

EQ/S0 ha.mmam.: ST W papug

‘ON 1vOD 3va ON LOY
—.l —. P@@Im —v NOLIWHLIXS

AL

—— OINZBOHAINON

BIS-CZE-008- 1 wepsAld :

O e wapet o4 A\ Bj0lapo sy uoio Aqems orsopep  BBOTOL ‘oUW fggy  wm

81O |BoIpSpy SNILSSAI- /\ SIUL S10p1sa1 (YSN) Me] 181801 NOILNVD B1gg HoOHO Bz I
. :AQL paInEnUEY @8N Uy i hm.—. by b 8yiZ 1%

. 10U UByM pasoR ARYBH Jeupeuoo deay  (uwh) ejeyuesiog gy unsadinng (e3jey)
-asn a10jaq AluBnalowy xiw ‘pabewep a1e Jeujeluos 1o sives y esn Jou oQ ‘Buyzoauy

. waoyy 1asjoud pue JBay sA1SSa0Xa piony :aBeIolS pepuswwosay ‘paloallp sr Ajuo asn T/ 60z _ J80u1X30

. "Pappe S| uoHN|os el yoes pue JusLueal) Buiiels eojeq pinyg Buyzdlep jo GoL JOIHOTHI

Hd pue (1ainjovjnueLL WoJ} SiqE]IBAE S| UGHBLUICIUI) ANAIONPUQD ¥oayn lenusw s tojeredo (L) V133

auysew siIsAfelp sy Ui papiacid asn Joj SUONOBLD Y 0] 18}8Y ‘SPIEPUE)S Ayjenb Jejem 0L !Emm:.wc—‘
sisAleipoway IWVY/ISNY 1US1N2 Spasoxs 10 sjesuwl jey) 1ajem peyund asny wophia ledosd . ,

NOLLIVO 82 WRIITYI

‘pebueioun uiews) swBNRSLOD 160 |y T)/bIW 2 0z :Ewwg_.em

BJEUOGIBVI] 18U pUR /bJw 5L ) spuUoYD “/b3w oL wWnIpos s) uolisedwon o1Uo4 3w ColL WiR0os

feul} ay) ‘tolem sued G2 228 pue (sjeuoqIenq 81185 0009 LOIATeIMEN) 81BIIUSIUCD Bskq (re:1 uopoyg eswon)

Sired G22°| UuM paxiw st 91 ijueauoa pioe Led | usyp wonisoduog ajusAjela (supmon SIRHUAIC] BIN JO LOKSILG]) |U0]

9 58) siain 280z fig LT , uog pRY -
= s . sauag 0pov - -

s ket e N " e

i . ‘380 TYHILNIHYd Hod LON "uiesp s0 Anjui juaijed asnes Aeu 8)e|auna 8)euoqiea)y JalRjI0SEE oYM 40 Juaurdjnbe ._e__c_ yiim ag) rejem
S pue aseq 2jeuoqJedaiq sued e of pj3e ped | uojpodoad o) pajesqes uaym swalsAs Bujun)odeld Wweens-saiy; yum Ajuo agn 104 :BNINUYM

ey

AT UL ol Ee T AT b S 0 ke 3 15, [ .

H
t

65

114

FOI - Page 146 of 191



E0/SC LO'EEBE-LL VST u paulyg

G-7199-E o

- R A0

om f e e

_ ) OINJOOUAGSNON
omvm..“w__.m mw__mﬁw_w_d A\ g .:u_w_nfn Bon: ity Bag't = 40E)
i uspiefs 06 £0 28010 &) U0 IO Al 6]86 O] S0jABp 00°gL H 't
el1en) [B0Ipay SNIUSSaI| W s} s10ws {vSn) Me| [1spad NQLLNYD 6ig'g Hoomy B 19
‘A PRINRENLEY ‘asn uy N9 o A vz 102N

10U Uaym pagad ARYBN JeupBuoo dea)  (yub) ajenusaue) pioy uaiysoduiug (Ryway)
*asn asojeq Ajybinoloy; iy ‘pabeuiep sie Jauleluoo 1o sjees ) asn Jou og ‘Bugzaayy

Wwouj 10810.d pue JBal 3Aissaaxa ploAy :abelo)g pepuawwosay "pajoalp sk Ajuo asf el 14 mwe__._.an

"PEPRB S| UGIN{OS SuM YoRS pue Juewyeal) buleis alojag piny Buizdelp jo G801 JOIH0THI

Hd pue (JemjoBUeBLY WOJ) S[qelBAR S| LUOHBULICIUL) ABARONUGD ¥O8YD ‘lenuswW sJo)eiedo 8t FAviIN

suIyoBIL SISALRIP SU) Ul PapiAid BSN 10 SUOKOBIN Al)) O 1ajay ‘spiepuels Alenb iopem 01 EEmwz.ws‘
sisAjeipolal [INYV/ISNY UeLnd Spesnxe 1o sjeew Jey) 1e1em peyund es() WoJn|a Jadouy .

INOLLNYO 57 WYY

‘paBueyoun ueuss) sjusNysUoo Jaulo ||V “YbIw Z¢ 0 nNIsSsyiond

8j2L0qIeaIq J3U pUB Mb3w G801 OPLOIY3 M/DIW Opt WNIPOS St UOISOAWID LD ybaw GOt Wnigos

feuy ey Uerem sped G/ °Ze pue (sjleuoqiediq sauas 0009 e eineN) 21ejueoucs asedq (VE[ UOpIalG [RRiHnN)

SMBd GZ2'} YIM PaxIW S| ejeluadus pioe ed | usyp uojsoduon ajusi|B)Qg [BUILION QJR1JUBIUDY PV O uBnGLDT JU0|

e 5

1 (suojleg gg) s18117 2°802

£ N

Ry

‘380N WHILINIHY Y04 LON “yreap 1o Ainfu) Juajied asnea Avilt a|2Iuasund ajeuoIBI|] PEJRIT0SSR INOYYM J0 juarudinbe J9Y)o ylm as() "J8jEM
pue aseq ajeunqied(q sued yg of p1ae Led § uoipodoid oy patelqyes uaym swajsks Dujuoipodosd wiesys-aaly) ym Aluc esn 164 :DNINUYM

P AL R L

£ - '

115

\66

FOI - Page 147 of 191



-

EO/S0  [0'ES6E 1L VST W pajug

LTI

0ZFZO VN "Uciduns
anuday Uapiey] ¢6

alen [EoIpayy SNIUSSaL %sp

(Ag painBnuBy

e jo BEo o4} ue lo Aq ajes o} oojAap

S|y s1ousal (Vsn) MB| 1840094 iINOLLNVD
‘agn uj

10U uaym peania Apybp Jeujeiuona deey
*asn alojaq AlyBnosoyy xy ‘pabewep aie 1aujEILOD 10 SjESS I @an Jou o ‘Burzaesy

WO} 1oajod pue jeay aAlSsacxa ploay :abeiolg papualWinicsay) “paoal|p se Kjuo asn
"PSPRE SIUOINCS Bl yoes pue juswiess) Suites atojsq ping BuizArep 1o

Hd pue (Jaimoejnuew WOo1) S(gejieA’ SI LONBULIOII) ANAIONPUOS Yoayn) ‘fenuew sJojeiedo
suiyoew SISAIBIP ay) Ul papiacid asn 10} SUCLOBNP 1)) 0} J8j8l4 'spiBpue)s Aenb Jojem
sisA{eIpOWaY NYY/ISNY juaiind spaadxa 4o stealu ey Jajem payund asn uoepniq sedoid
' . NOLWNVD
‘pefiueyoun ulewas $UANYISLIOS 28410 |y ybaw 2g

ajeucqies)q jau pue ybguw gL | epuolyd ybJuw op | Wnpos (st UoRIsadwiod o1uo)

jeu} ay) selem sied G2 /28 pue (BIRLOQUEDI SBPES 0009 LA RINIEN) 8jeNuacusd aseq
sped GZg | Ui pexiw S| 8jeljusouoo pioe Jed | ueyp iuoiiisedwor) 3usA|Blg [BULION

Sy L

ON LN

OINHDOUAd-NON

BgpQr ‘oPWo  Bgg'y fm
Bg'g HOOHO  fegrr I
ah..c..w ~\EE._.._ uodw_& |9eN

{VwB) ejesusato) may uojussduso) (Eway)

whegez  390MIX3E

SLil J0140THY

0's VLN

0L NASIHNOVN

6T NI

- 0’6 WNISSvi0d
h3n Gg| Wnidos
(VE:) LOpAIQ (Ruywan)

BJROUSIUDT PIY JO UCINGLINOY 3jita}

I8N TYHIINIUYJ Ho4 LON ‘uieep 40 t__?_ waped asnes Aew 8]enua3UC) BIRUOGIEIY PBJEIDOSER MOL|A 10 eutdinba Jaii0 i 9s[) 1018M
EE 83 223&85 sued e 0) ppae ped ¢ E_:E_En s golelq)jea uaym sws|sis a___E.:._E_E__ Hwee.)s- ou._ﬁ T >_§ asn Joj wz.zcss

V!

116

FOI - Page 148 of 191



€0/60 OO'EViP-LyL “W'STI Ul paIld

7-6199-gL

A A LR e

8815 ETE-008- 1 ‘ueRsAyd

oﬂﬁﬂ_mﬁ ==u,wm_~.wm A B {0 19p40 81} UO 4O AY B{BS 0} 33ABP

3187y [ROIpAY SNIUSSIY TIT]W S|l sioLisal (VSN) MB| (BIapad INCILLNVD
Ag pamnoenueyy "38N W

10U UaLim pasopd Ay} seupjucs dooy

‘asn a10jaq AlyBnosoly xiy ‘pefiewep aie jaueuod 1o sjBas §f 8sn jou o ‘Buizesyy
wol} 103)0id puE 183Y aAISSBdXa pioAy :abel0lg papuawioday |pajosu|p sB Ajuc asq)
"PAPRE SI UOKNOS awy Yyoea pue Jusueal Hunlels aiopeq ping BuizAjep jo

Hd pue (12iMIBNURLL L0 SiJR|IBAR S| LOJRULICMUL} AIAESNPUOD ¥38Ys) “[BNUBW S lojessdo
sUILOBW S1SAjBIp 8U) Ul papiaosd 95N 10} SUCNOBNP BU) O} Jajey 'Spiepuels Ayenb lejem
SISA[BIPOWSY IWYY/ISNY IUSLND SPasoxa 10 S18awl 18y 18]BM peyund esy :uopn|q Jadodyd
*NOLLIVD

‘pafueyoun ulgwat siueMNsUos Isyia jiy ~1/b3w 2g

8JeUOGIBILG JBU pue "hIW 91| apuo|y2 /I O | Wipos S[ UoSOdE0o J1U0I

feuy ay) yeiem sued G/ 2 ZE pue (S1BUOqIBIg SBUSS 0009 LLMTRINEN) 8jRIUBIUD BSEY
shed G221 UM PBXILU $1 8jeNuanuas poe Jed | usyp iHoISodwos) ajusAlelg (BUJWON

380 TWHALNIHY S HOJ LON “yieap 10 Aanlug yuaged asneds AW aJeiuaanos ﬁm__cp..uuz pajejo0sse noy)m 10 Juewdinba Jeyo yim
puE anﬁ_ SNEESE mtmn vm 2 Eum ved | uoitodosd o) pajelglied uaym swajsds Buuojpodosd weaxs- mEE y}m Ao asn oy

Ehostggs -.Emh..—.(...rk.; b SRk

ON LO1

OINADOHAD'NON

BopraL MWD Begty A
Big'g HOHI  Bige M
] 18t {1ty __m.!_.u, 19BN
{Vws) meueduey Piay uoiseduog je3iweyg
W 00Z 180U1X3d
0Lk JAIHOTHY

0t 3133y

1l WNAISINIVN

5 WM

gt WRAISSYL0d

LAERR 1] Wilaos
(VE'] UOPI|Q [RULION)

G1ENUBIU0T DY 10 USKNGHIIAY 0|

08 “181EM
“ONINHYM

\6 3

117

FOI - Page 149 of 191



n L L1

J LA P S

Q%0 1i0eEEE L Wi Peilivy

.. ..;. X bl " T . v n
: : @I—r m“lm F ON“1¥D NOLLYHIZXD

0

P——r"4

i,
. wmﬁ.mnmoom..._ ‘umosAyd
260 .
A S 4\ B JO Jepi0 3y} U0 40 Aq 8|eS 0) 32iA3p

. eles [BOIPaN SNILeSelY 81t} sjoLisel (YSN) me) |21apad INOLLNYD
Ag peinpeiivey T — ‘ash ui

10U uaym pesold ApySi Jeurejuoa daay

-asn a10jeq Alybnoiot xiy ‘pebewep sie JBUIRILOD IO §|EaS jI aSn Jou oq ‘Buzasly

woud} yoejosd puB JBBY BA|SSaaXe PIOAY :9BRIDIS pepuswWioley 'PeoaNp SE AjUD as)
‘PEpPPE S| UOPNOS Jw Yoee pue juewlieelt Buniems alojag piny Buizdrep jo

Hel pue (JesnjoeinuEwl WO SiQBjIEAR S| UofiBLIOIN) ABAIONPUOD %28y fenuew sJojesado
euyoew sISA[RID BU) Ul pepianad Bsn Joj SUoHoBIIP BUL 0} 18)9Y “spiepuels Ajjenb Jarem
sisAle|potusy IINYV/ASNY lueuno speeoxe Jo sjeew ey} Jejem peyund esn uenniq Jedold

NOILNYO

‘pebueysun wewsl SIUSNRISUOD JOUIO Iy

"1/b3wW g eeucarenq jau pue Mybguw 8ol epuoud S/bIw gE | WNPOS St uoysoduc
o[U0] [2Ul Y} ‘181EM sped pE pue (S1BUOQIRDIq SBUSS DDOB «SIATRINEN) SIRIUSIUOD aseq
sied gg'L Uim Daxiul S 8jBnusouoS poe Wed | usyps iwomsodwos slESAIRIQ JPUNLON

*380N TYHIINIHYL HOJ LON “uieep Jo Ainfug yueyed sznes EE@.EE&__EW_ ajeuogieg E_n_u_ﬁ.ww_.. :.a;:a E.

pue azeq gjeuaqienq sypied £9'ce o) piae

yed 1 upjpodord o)

peleiqiies vaym swashs Buuoiodard weans-gany) yim Ajuo asn 104 \9NINHY

355 rELe 3,

ON IOT

OINFDOHAG"NON
BgggL ‘oMo BgLy om

fag'g HoHD  fgpg M
bgg'z W BpegLp e
{ywh} ejequazuey pray Lonsadieey jenwoyy
L 114 35041X3d

98 J0IH0THY

0y VI

gl NNISINDYI

6t ATV

. 02 WRISSVI0d

103w G wniaps

(£8'5E°1 uonnyQ |eunuoy)
SIEAUINIDY MY J0 LOHagLLes I)ug)

B i g s puih e

__.2__.&:_5 __us_a uslm aas. )

jem

V64

118

FOI - Page 150 of 191



(" fvsd SrowEiL VBT U Pee

T 1:8006C1L™ el

0O A

YIS~ £TE-008-1
O e 8 JO J5PIO0 BYL UO 10 AQ 9[BS 0) 33|ASp

8180 [BD|DAW SMUeSel4 81ty 81olses (YSn) Mme) _Eom.a"_ ‘NOLLNYD
+ kg parmoyoen ’ ‘asn |

10U uvaym pasojo AjlyBi reuisiucs daoy

*a8t atoyeq AjuBnasoyy Xy “peBrwiep om Jewnuos Jo sipes Ji esn Jour og ‘Buzesl)

woi} joejoid pue a8y sAjeseaxXe PlOAY :efri0)g pepusuiosay ‘PIIoEND St Ajuo asn

. peppR 21 UONMOS ewin Yove pur Jusunesel Buniels siojeg ping BuizAep jo

Hd pue {Jeimoenuetu WOl eiqeliear S| uoBLIoM) AAIIONPUOD ¥osyD “|enuew sJofeledo
eulyoRul SISARIP 6y} W pepinoid ean 10) suolicenp ey} o} Jejsy ‘spiepuss Aipenb oEem
g19AreIpoweY |NYVASNY USLIND Speeoxs 0 sjeal jey) Jejem pajund esn uonnyq sodoig

NOILAYD

‘paBueyoun upwe) siLeNSUOD Jayio \'4
“Th3w gg eyeucqiusiq 18U pue FbI3w 201 opuoys YbIw 68| Wnpos st uoNsodoD
o(uo] [euy ou lates sied-+e pue (BTBUOQIEDNT SSUOS 00U LOIATRINEN) SjBlUSIUGD aseq

‘Uepshyd

sued £8°' YIM pexiul 8| syasuasUoa poe bed | usypa duonisodiwios s1esA[ByT [RLHLION

ON 107

OINTDOUHALNON
8g0°76 ‘o'W Bgp'g  fow
Sgg'g HoOWD  Bgzg 1M
LT S ¥ & /1 WL

(VwB) sjenuelucy ploy uoinsodwog tea|ursysy

i 0Gg 3S0HLX30

19 JAIYOTHI
o'y 3IV13V
0’} WNHISINGVIN
0'e NI
pe WNISSV10d
b3w og Wnlgos

{eg' 6L vonnf|q jRUDK)
BIRIWBIUO] P13V jO UOINYINUO: 3juB|

- I871 TVUSINIUYS MO 10N “pieep-so Linfupwepped eznes Aew 2_3—_.&..3 s_sai__a.z __a_.,ﬁs_:m. “_a_m_s. 10 ,.,,_u.sm__imhw___q ____;_mu: _u_ss
. puR gveq o(eUOTNNG syiwd £9'Se of pjowped | usipodard of pejeigyies uaym __,Eu_aqu___.a:.__aen weasjs-aaiy) ypm-Ajue asn o4 'DNINUYM:

PR it

\lo

119

FOI - Page 151 of 191



/S0 20°LMLE-12 VET Urpeling

. 6ZL0BEL -

TR0y

71

L

BAIS-ETE-008-1 uemsiyd
R St ® JO JOpI0 Ay} o 10 Aq 5|ES D) 8oIAOP

,  eIeg [eojpejy snjueseld A= 811 s19Lse (YSN) Me] |eseped (NOLLNYD
:Ag paumoepiey T 98N v}

10U Uaym pesold Apyby Jeuieuod daay’
‘asn alajeq AyBnosoys x|p ‘pabewsep ele Jeumuos fo siees J asn Jou og “Buzesyy
woy) petoud pue WY BA|8920X6 PloAY :eBelois pepuswwnIay "paoalp st Ajuo asn

"PODPE 8 UOINIOS B Yore pue Jueuneal) Buiels algjeq ping BuizAep jo

Hd pue {(JaimoejnuEBLL WO BICBIIBAR §1 UORBWIOHIL} ANARGNPLUIOD 3oaYY) fenuew s ojeiedo
suiyoew stsAlep oy Ul pepiacid @8N Joj SuoRoeNp S O] 188 ‘spiepuE]s Ayfenb Jstem
s|sAfeipowsy INYY/ISNY 1UBLNO Speedxe 10 sieel Jey) Jejem peyund esn suopniq Jodold

, INOLLNYD
"pefitreyoun UewWe! SUSTINSUOD J8Y)0 |y

b3t G eyeuoqreniq 16U pue Iyb3w §'G01L eprojye Fb3w sE L wnipos :s) vomsodwoa
2iuo) 1euy 8 19em slied $¢ pue (ejeuogrenlq SBleS DOOS #9IARINIEN) 01BUSIU0D Bseq

© sired £°1 Yum pexiul S) e1enuecuod pe bed | usyp uopsodwon ajeskjelq 1BUWON:

e

ON 101

JINZFDOHAd"NON
gg'gs o9 BgL'L %
bgg'g Hoo'Hy Bglz M
Bgr'y W  BggLr N

(w6} srenuasuoy pioy uoisoduios {eanwey)

WOUGZ  3SOHIXIN
'S8 JEMOD
0 V130V
'L WRISINDYI
gt WHITYI
0’} WMSSYIOd
3w g WNIoos

{£8°0¢1 BOyINTEO [BWIWON)
BJRNUAILNOD PIY {0 ORNLID) 9uD)

T P TIRO

s rous

*3SN TYHIININYA HO LON “meep o Amfug jusied esnes Az ayeajueuos ui__a._.hmo_n rm_m_uanu hoym :_ .p._,m___a_:au ._w___a, ,____.; asn ..h.m_a._.___
pue asuq ejevoqredlq sped £9°G¢ 0) piae ped | ucjpodord &) pejer|ied uaym swajsks Bulbiucdosd wesns-asay) yix Ajvo ase 104 :DNINHYM

D 1 : 5 I

re T v R

FOI - Page 152 of 191



. A i .
(" tomo 20204z wenupimg - )

. L*€1L06-E L™ R

0 G

DINTOOHAL-NON
8815-67€-008"1 "uejorsiyd vy InZE .y oz

. O el 20 JapJC 3y} Uo 10 AG 3|ES 0] 3diAap bgg'gr 0WO  Rgyp A0

., 8IBD.{BOIPOW SNIUSSBI: . 81yl s104180) (VSN) MB| |18Pa INOILIWVD fggg Wwoowd Bgp'g

. 'AQ pIOBUIN 85N Ul Bgrry  ofw BgigLy 1oeN

10U uaym pasojo Apubp Jeureuos daay (Yl aenusIUey oy uentsadusoy (earBy)
o : “*ash aaageqg AjuBnoiowyy x|y ‘peBeurep BB JeujRIUCS JO S1BOT §) @8N You 0 "Bujzesy

: wo; joej01d pue JBOY GARSEOXS DIOAY :efrI0)s pepuswiiosey ‘peoelp e Ajue esn oiow em« 35041X30

. ‘PeppE SI UORN|OS el Yore puk Jueween Bullels alojeq ping BuizAep jo ge8 wn_ze.._:u.

. Hd pue (saimoejnuBU WO SKIB|IEAB S| UOIIBLLIOJ)) ARAIONPUOD 30B8YD ‘|ENURW sJo0elado 0d AIv139Y

sujyoews siekjep ey Ul pepiacad esn Joj sUORDaJIR Y} 0] Jejey “spiepuels Aenb sajem N oL - WMSINIYW
i . sisApeipowsy |NYVY/ISNY IU8LND SPeacsxe I0 S19etl jey) sajem peyand s :uopniqg 1edoid e

pelueyosun urewWS! SIUSMASUOD 1910 |V 0'¢ WAISSYi0d

“/b3w e ereuoqredlq 1ou pue IAIw 6e0L 8pUoYd DI §E 1 WNIPoS 18} uopsodiued vh3w gg Wniaos

J{uol jeuy) eyl Jeiem sued £ pue (sjeucqiedly Ss1es 0006 214 1RIMEN) sleuasuoD eseq {£g sE:1 vonn)|g eviwoN)

sired £g'L Uim pexiul g1 ejenuesuas pioe Led | usyp 'uopisodwoD ajesh|8)g |eujwoN BIRIUBN0Y PIOY 1O UONNGINLDT MDY

T

*38N TYUIINIUYA YO LON "heep E. Kanfuj juoped esnes !E. o_.EE.S__.S 3«:2:8_._ _;_.&uoun.u ?E:; .s. .u,._,um.__,._wu :E_m L::._.mnw.: ....2.&3.
PR B3Rq PlRUDRILIY syed £g ap 0} p1ae yed | uojuodosd o) pejelqiies vonm SweIshs Bujnonsodosd weans-asay) gitm AjUc asn JoJ DNINHYM

! . L b |~) Saia ¥ g rd

V1%

121

FOI - Page 153 of 191



R

+

\.

moBo L0BLIZ'EL WS Y PalUNg

H

v

P

T A

9-8L06-E ™ ol

[0

SBIS-CZE-008F ‘uersiud

Ay whwuwﬂ A\ ® J0 18P0 213 U0 IO Aq 2jes O} 83IAep

BJED [BOIPOY SNjUBSBI] L sIy] s19118e) (YSN) ME| [BIFPDL INOLLNYD
Ag paunyrejnuByy ‘88N Uy

10U uaym pesola Anybi Jauieuoo daoy

88n aJojaq Ajybnoloy; xiyy ‘pefewap a1 Jeuleluod io S)eas J| esn Jou o ‘Buizeay
woy ejoad pun JeeY aA1SseoXs ploay :ebriolg pepuswiosey ‘paloalp se Ajuo asq)
"PePpE S} UOIMOS ewl yoes pue Juewneer; Buniels e1ojag piny BuizAjep jo

Hd pue (1eamoejnuewl WO 3GR|IBAR S1 LO[IEULIojUl} AJAIDNPUOD %082 JenuBw s oleiado
eulyorw sIsA[RIp eyl Ul pepiacid asn joj suoioelp Bl 0 Iejey ‘spiepuris Aljenb 1sem
sISATR|POWSY JWVV/ISNY JUSHND SPeeoxs J0 Siesl ey Jeiem payund os( ruonnig Jedold
‘NOLLNVD

‘paBuguoun UIBWSI SIUSNINSULD 18410 ||y

- /hAw ge sleUCqIETIY 18U PUR [/bIW gt eplolys /baw g} WNIPOS 18! LORISOGWoD
D10 [eL} ey} Jerem sed pe pue (eTeuoqIeDlq S8NSS Q006 B TrINIEN) ajeljues0D Bseq
sHed £8'| Ui paxiw 8] 61e1jUs0UoD pioe Lied | ueyp :uoiysodwon ayesAieig |BUILON

ON 107

OINADOBAL-NON

Sggrog owo  BLpg Ao
bggg Hosus  Bgprg 1%
fgg'g  Gobw  BQUgLL o

(1/1u6) ajesueduog pioy uciusodwey (Eauray)

whu oGl 35041X3d

8 J0IOTHD
0y VAV
SF HAISINOVIR
Ge WOV

0 WNISSYLDd
Wi gL wmaos

{£8°GE: | UOANI] (EURVON)
81eNUBALTY PITY |0 UDRNTIUDS 91uD]

39N TYHAINIUYL HOJ LON “wleep 1o a_:_E Juaped _.2_8 ?E a_E_ccuE_u 222:85 usm_ugmm noyym Jo EmEa_:am :EE _=§ umz ;.Es ﬁ
E_m osey aleuogearg sed pg e 0] prae :2_ I _a_t.:_a:_ 0 __SEE_S uaym nssgm ?__EESE__ weans- uEE yiim Ajuo 9sn Jod (DN INHYM E

3

122

FOI - Page 154 of 191



mg.mo B.h:w.mh ¥'gn U] paud

L

-6 106-E 1>

00 0

8RS 26008 ‘ueporsiyd
0470 VIN ‘st
snceAy ke o5 € JO 19PJO oy} uo 1o Ag 9jes 0) adlAap

Emo [eoIpayy snjuesaid 81yl 81011821 (YSN) Me| |B1epa- NOILNYD
A pamTeUEN ‘asn u

10U uaum pasod Apubi Jauuos doeay

e8n aiojeq AlyBnoloy) xivg .uomsEmu a1r 19UIRIU0D 10 §jBaS I aSN 10U od ‘Bujzaay
wol} 308701d pue JBOY B8A|8S89Xe ploay eR10ig PEPULILIOISY PaIJRIP SE AJUO as()
‘pApPE St UOIIN[OS el Yoeo pue Jueusneel; Bunles aojeq piny BuzAEIp Jo

# Hd pue (Jemnoeinuety WOl ejgqeEAR $) uoHRWIIoH)) ALATONPUOD Yoaus) jenuew s oelado
suiyoe SIsARIP a1l Wy PepPIADId BSN 10} SUCHTBMP B4} O} 15i5H ‘SPIBPURLS AljenD iaiem
1SAIRIPOWBY INYV/ISNY UOUND Speeoxe Jo siseul Jey) jerem payund 2sn tuoung Jadoig

*NOLLNYD

‘pebueyoun wewal SJUSRINSUOD IS0 1Y

_ ~/b3w gg eleLOQEDI] 18U BUR SbI3W 2'g0 | epLoyD S/bgw oyt wmpos 81 uonisodwos
dluo] euy oY) 1ejem sled pE pue (e18u0giediq SeneS 0006 1A T18INEN) ajBliueduc aseq
wtmn_ "L YiM pex|wi 91 s1eiiuasuocd pIok Led | uaupy (uolisodwios ajesA(I(] fEULION

TN 10T

JNINTDOHAINON
Bgg"gL ‘OUHD  BLL'g meD
Bgg'g Wooo  Sgrg .

Bgz's 00w Betpr) o
{1/wb} sjesiuesucy pray uolsodwo?y ([eT|LEsYs
WOU gz ISOHANIC

eS8 A0I40TH

0y VLIV

L' WNISINIYIN

Y4 WYY

oL WAISSYL0d

103w 18 WRaos

{E9°CE: 1 uonnyiQ |emuwon)
glenuaniog pray 1o vonngLRlcs slo)

mwz TYHs hzm:f 404 LON 53__ A1)} .c______ ._.o_.a_ agnes _:E_ 33.._3:3 2«5585 usmsc&m :.E.i 10 _E_Ea_a_m FEIT)] Ei aw: _29_,..
_Em ageq pjevonieay sped £8°5¢E 0} pioe Ea L nsra%a o __w_m.z___ma vagm sutyshs fuwoodold weass-asag yim Ajvo asn iog ONINYYM

|

123

FOI - Page 155 of 191



i
i
i
|

.
4

e A e et e e e

£0/90 | L0EELELL WE W PAYY

Tmmommmfg 19 o

{0 0

#91S°€2€ 0081 ‘uesiud
OTFT0 VIR ‘umBupay
anEaRy HIDATH §6 ® JO 19pto ay) uo o Ag 9|es o) aginap

8|U) s)o1isal {YSN) Me| [Rtapad INOLLNVYD
‘@8N uj

jou veym paso Alyin Jeujeuoo deay
-asn auojeq AlyBnoloy: xiy “pebewep ai2 Jeueiuos 10 s[EaS ji asn Jou o ‘Bujzeayy
woy} 136104d pue 1peY aAISSeIXe ploAY :8BrIo)g pepuswiloley "pajdalp Sse Auo asn

‘pPEpRPE $1 UONNIOS 9Ll yose pue ueles)) Bullels siojeq ping BuizApelp jo
Hd pue (ainjoenuewl Woly BIGRHRAR §1 UOHBILLIO)) AJAIRNPUGS Y2347 ‘lenuew s ojeedo
~ euyoew sisArelp eyl ul pepinoad asn 1o suohoaip ayl o ojoy ‘sprepue)s Awenb 1sjem
SISATRIPOLWDY IWYV/ISNV UBLIND SPesoxe 10 S1@sw By ielem payund esn suonn|ig sedoid
. ‘NOILNVYD

‘pefukloun ueWal SUANINSUDD Jeylo ||y

“Ih3w B eleuaqiedy 1au pue Iyb3w §'e0) epuoa S/bIw sE1 Wwnpos s uoysodwco
ool few) 8y etem sped $§ pue (918U0QIR0IG SELIBS D00 LOIATRINEN) 31BUSSUCD BS5E]
shed £g' [ UIM pexiul 8} sjeRuesLCS-plIoe Led 1 usym suomisodwod ayesAjelg feulwon

Ble) [BDIDON sniuosel
:Ag pamoentren

u mm.m.h mow_ImQ
Sgp'g HOOHD

ON 101

OINIDOUAL-NON
GLr'g e
LY W

Sglp  Gobm Bgrzr) e
(1/wB} sjesrasuog pray uonisediuog eanay)
oW gog IS0H1X3d

LR JAHOTHI

oy EIVIER)

01 WMSINIYIN

LA WAV

0 WISSYL0d

103w og waaos

{ER"SE:L UDAIM)IE {eujwoN)

BENUAIVO] PIOY D UOHRQLINDD Hu|

“I8N TYHILNIUYL HD4 1ON .___me_,u Jo Ay jusyed _._2_8 Aery _32_:&:8 ajzuogquesy .,uzm_&wmm :_
pue eseq eleuoqiediq sued gg-cp o} proe yred § uoipodoad o} pejeagied weym swajshs Buuopodold WEB1ES-3N) Ypim Aluo ash o4 IONINHYM

aun

M 10 Jewmdinba Jaylo yym asn e

MR

15

124

FOI - Page 156 of 191



s

EO/S0 20'9822:1L WS U palMY ~

hl NNO mlm —. MO . zoﬂ(zm_mmm ON10?

{0 N NNl

§815-£0E-008-1 uzosAud - . .
0THT0 VI ot T ® JO 18140 U} UO 10 AQ 8|8E O} BOIAID Bgg'gs 0Wo  BLpg Ao

8120 [eOIpely SMuesesd s\L) S191sel (YSN) Me) [RI9PO. INOLLNYD Beg'g Hodhd  Bgpg 1oy
:Ag peamoejnuepy 38N Uy B gl Hoby ] E'VIL [0BN

10U uaUM pasold Apybn Jaureyuoo dooy (Ywl) sienueauey piay vomsedwe) eIwey)

‘asn ajojaq AlyBrosoy) xii ‘pebewep elr Jeurs|loo Ja Sjeaes J) esn jou og ‘Bujzealy

JINZIODOHAL NON

i

woyj 19aj01d puE 1esl an1s8eoXe PIOAY :BBRIOIS pepusLGIeY "pRIdap B AjUo Bs) EY 002 3504130
‘PEPPE 8] UOKN|OS AN YDBE PUR JuSULEan Buijeis aiojeq pinyy Buizdjelp jo §°98 - QIHOTHI
Hd pue (Jeimopjnuew WOl SYBEAR S1 UDHBWLDHUL ARAIIONPUGS ¥28UD ‘[BNUBL S Joyeiado : 0y VLAY
euyoew sisA[eIp 8t} U] PAPIACIA BSN JOf SUCNDSIID BU) 0} 1ejeY Spiepuels Ajenb tejem 0L WAISINYW

sisAfelpowsy |WYY/ISNY IUeuno spesoxe Jo sjaew Jey] Jetem panund asny :uonmiq sadoid .
oS 62 WNIYTYY
"pabueyoun uewar slusNSUCD 1Yo 1y 02 WNISSY10d
/bW gg steuoqIROlg J6U pue Iyb3w §'901 epLoND bW oy ) wWNPOS st uolsodwod vbaw | p Wniaos

Siuo| feuy sy ‘181em sped $ pue (9jBUCQIBIIY S9LBS 0006 -S1ATRINEN) 21B1IUSDUOD 3SB(

(£8°SE:} UONMIG [euioy)
sued £8°L yim pexi S ejeduasuoo pioe Ued 1 usup suonisoduio) alesAjeig jeuoN

SIRIUBIHO) PIAY |C UOLAGLNO?) 160]

i o

19410 Y um.: 181Em f

IS TVHALNIUYA HOJ LON "Wieep o Anfu; juoned esnea Aew oyequeiuos 3_"3.__;"____. uu_m_umnwm _M_a_c,:_s :._.Em__a,_:i

125

V36

", o o penn

Pue aseq sjewoqenq sued gg°cg Of pjoe wed | usipodod o) pejeiqy e uaym swe)sAs fuuoijiodosd Weals-23Iy) Yim Ajuo SN 104 ONINLYM

ey Y e

FOI - Page 157 of 191



v1 7

.~

¢oKio IO ISR Ve v penig

 0-GE06-E}> -

00O A

geTS £2E 008 1 ‘ueosAyd
e}
Svmq__u,_uﬁ ,_M?WH 8 JO 18PI0 8} UO Jo A 3]2S O} 3s|Aep

Bien) [eOIPSN SNIULSALy sty s1onses (ysn) Mme| (RIapad *NOLLNYD
tAg pasnjoeInUey : SN W

: 10U uaym pasoo Apubig JauRiuon doay

-gsn suojeq ApyBnoioy) xiiy ‘peBeurep e:r Jaguos 1o sjeas ) asn jou of) ‘Bupzeay

wioy 10e704d PuB J82Y BAISSBIXG PioAY (eBrio)g pepueuntosey "peloellp S8 Ajuo 9s()
"peppe S1 UoNoS ewy Yors pue uswieal Builels sioeq piny Buizdep Jo

Hd pue (tempenuewl WO BIqE[IEAR S UDIELLIO ARMNONPLOD ¥oays) ‘[enuBw sJlojelsdo
auyoeur SIsARIP ey UL pepiaosd esn 10} suoladIp auy) o) 1ejay ‘spispue)s Alenb Jetem
sisAjgipoweu TNYY/ISNY JUeLNnD spasoxs 10 sjesw eyl Jetem pajund 8sn wwonnjig Jedoay
‘NOLLNYD

'pebueyoun upwal SJUSNPISUOD 18410 )y

3w gg ejeuogredg 18U PUB M/bIW J0L 8pHOYD YDIW Oy | WNPOS 1$) uoyisodiod
aluol ey Sy eiem suBd pE pue (sjBUCGIENG SBUBT NOOS LBTRINIEN) B]RIIUSIU0D BSE]
surd £R°) Yim pexiw § SjRIUSIU0N Dok Yed | usyp :uomscdwos ajesAie|Q eujwoN

1

‘ON 101
DINIDOHADNON
Bgg'gL ‘o"Ko  BgLg 0 w
Bogrg WodHo  DgpG o i
Bgirp 00w Bgtpl) 10eN
(VAub} ejeAueIu0y pioy voipisodirey (eaiay)
LEECE 1174 3S041X30
8 JUHOTHI
0y EILIER]
0L WNISINIVN
0'e AMITV)
0e WAISSY.L0d
k3w 18 WNM0S
(ER"SESL UDING [RUIEION)
BIENUGINCT B2V [0 UDNNGLGUDD DfUD)

e

IS0 TYHILNINYS HO4 LON “yieep a0 Linjuy yweljed asnes Aew 8)esuaouo 3)eU0GILI|H PAIRIDOSSE INOUNM 10 Juewdinba JTYI0 URM asT) “191em
pie 9seq 8)Ru0GIRq sued g ae 0) I

4, o

FOI - Page 158 of 191



bome 400906+1L V'S U pln

’
i

i

8=LY06-E L

0L A

BBTS-€ZE-008- : . ‘uesiyd
oﬂﬁhﬂ hﬂmﬁﬂ @ JO 8PIO 2y} Lo 10 Aq 3|BS O] 321ASD

81en) {edpep sniussel iy} :10M18a1 (YSN) Me| |elepad INOILNYD
‘Ag paimgoRnUEY Tesn uy

. 10U UBYM Peso2 >_Em= Jsuigjuos dasy

‘asn as0)8q AlyBnoioy) xiyy “pebrwep 88 Jeuleuod 10 sjBes 1 35N JOu o “Buizaay

wos) vajoad pue jeey A18sE0Xe PloAy [abBiolg papusuiwooay ‘paoanp se Ajuo asn
‘PepPE S] UOPN|OS aiuy yoee pue Juswiesn Buiiels eiogeq piny BwzAep jo

Hd pus (Jeinoepnuewl WO} S|qR{IEAR S| UOJJBWII) ALANSNPUDS 398y jenuell s olelado
suysew sisAelp syl L1 pepiacid asn o} SUCRORIP BUI 01 15)9Y 'SpIBpUEIS Aljenb 1ajem
sisAleIpoLuey IWYY/ISNY WUSLND speaaxa 10 §)80t JeY) 1o1em paylind asn iuopmig Jadold

INOLLOYD

"pefiuByoun ulRwWe SJUSMIHSUDD 180 Iy

“Ib3w g¢ eypUOGBING JeU pue “/b3w 9ol epuopS FybIW oL WNIPOS 18] uolsodwod
Djuol [BUl a1} 4ejem sued pg pue (a1eUoGIEN] SBU8S D006 2IATEINEN] BIRIUDOUCD 85Bq
gued £5°1 Yim pexjut §) 81BHUBSUCD PO LEd | USUpA tuolisodwio) slesAieiqg ferjwonN

A
A
FN

m _

poce S ol NP

‘ON 101

OINFDOHAL'NON
B wm.mh mOﬂImO B mﬂnv m_OmQ
BEggg WO Bgp'g 1M
Sgrr1 wiw Bgtplp o

{7/wh) ejeuuanucy piay uoiisodwoy peairayy

W g 3S0H1X30

98 MU0 THIY
oy VLAY
'L WNISINDYIY
0c WATYI
0’2 WMSSYL0d
b3 |8 WRInoS

(£8°GE: 1 uopmRiD |eupwoN)
SRR PIOY 10 UO[INNLIURS DIUD)|

I8N TYHILNANYS B0 10N “wieap 10 Asnlw ___2_8 3:5 EE 8)BAUIIDD Eu__:enu:_ %E_S»wm =§==s a Emsnsg \::__q £_3 om: ::Es E
pue aun__ BlenogIey ucs__ g8’ mm 0} proe yed | _EEE_E__ 2 usms__mo uaym swisisis u__:_o__saa:_ Emﬂa 2:5 Him 3_5 asn 104 mz_zms,___, :

173

127

FOI - Page 159 of 191



M

£0/50 SO OMELL VI Ul peY

“ t-2906-¢ L | oS

{0 0 T

8RIS-£TE-008-1 -ueioisAud
sﬁcﬁwﬁuﬁ ® JO 12p10 3y} uo 1o Aq ayes 0} AANSp
8B [EOIPSYY SNIUSSB) sIyl s1o11sa2 (YSN) M| (RI19PSY INOILOYD

:AQ pRmoRjhitrey "osn Cm

Jou uaym pasajs Apylyy Jsuieiuos daay|

*asn aJojeq AyBnosoy xiw ‘peBewep a1u jeueuoo Jo sjess j asn jou og “Buszassy

woyy 12er01d pue jesy saissaoxs ploay :eBBIOIS papusuiucday "pe1asIIp SE AlUo as(}
‘Peppe 8) UolNios alun yoes pue Wsuyesy; Bullels eiojeq piny SuzAen jo

Hd pue (JeumorjnueLs WO SIYBIIRAR S| UCKEWLIONN) AIANSRPUOD A28y “enuewl s tojelado
sulyorW S1ISAleIp Syl E,uau_.)oa 83N 10} sualvenp sy} O} Jejey ‘sprepuels Ajjenb lejem
siIsAjEpowey |NYY/ISNY WUBLND SPesoxs JO SIgol 1By I31em peyund a5 tuonniig Jedoay

NOLLNYD

‘pefiueyoun ueLa) SIUSMIISUOS J8U10 |1y

“"b3w ge eeUCAIRO O pue NAZW 52201 epUojYD “ybIw Qv WNPos S| uomsodwoo
diuol [eul sy Jeyem sued pE PUR (81BUOGIEDIY SOLSS DDDEG 2NATEINEN) S1BHUEIUCD FSEq
sped g7 yim pexiw S 81e1uBduso pIoe Lad | Uy Uoiusodwosn s1esA|eig [eutioN

e

ON LN

U_ZWQOE_?&-ZOZ

B QQ-Vh @ON_IQU fi F-m HMUMU
figg HodHo B7g 193
gt e  Bgry 10eN
{17) e1enusouDg poy soinsodiug:) jeanugiE)
iAW 00 L IR

G L8 JUHOTHY

0y V1Y
S0 WNISINIVH
4 RNV
0’ NMSSY1L0d
o3 1§ WNINos

(£8'GEL UDHNRG IRUUON)

BIRIJHAILOY MAY [T UO[INGINHGT AUD)

7 EY

I8N TYHIINIHYS HOd LON "uiesp 1o Aunfuy jraned asnes Aew 32___35..“. ajeungiesy _.m«u_ucmwm.
pue aseq sjeuoqreaiq sped g9 ge o) prae ped | uojtodosd o) pejeine usym siwasAs fumospodosd WESNS-3I} YIM

- e e oe ad 1.

Hisd oroETer LR B TN E

[royitm Jo Juawdinbg Ja

I

ey
Aluo ast 103 SONINHYM [BEa

Y

79

128

FOI - Page 160 of 191



[

(" Eomo oozris wsrvpey

- £-1906-E€L>™ -

T 0 00

RAIS-ETE-008) ‘ueisAud
AR .wwwﬁﬁ ® JO 45PI0 2y} uo Jo AG JIeS 0] AP

218D [edIpsi snIuaseld iUl 8101821 (YSN) MB| [eIepe :NOLLAYD
Agr poIMoBnLY /N u

10u vaym pasop Apybn Jeueiuoo deay
‘@sn suogeq AlyBnosoys xiy ‘pafiBwiep el JeulEuOD JO S{B3S J} asn Jou og ‘Bujzas.;
wioyy 19810ad pue 1BEY BAISS00XS RIOAY :afelo)g pepuaLnoIgy ‘pItaLp St Ajuo a5N

“Pappe S} UOHN|OS aWR Yoee pue Jusunesy Buels aioeg piny BuizAlemp jo
Hd pue (1einoenUBW WO SjgEjiPAR S| UCIIEWLIoUN ARANSNPUOS %0aYQ) fBNURW SJ0telado
euiyoew sisAein ey} Ul pepiacid BsN 10 SUCHSBIIP By} 0) Jajey ‘spiepue)s Apenb 1a1em
SISAIBINOWSY |NYVY/ISNY 1UBLINS Spaoaxe Jo sleew 181 Jejem payund asn :uonnpq tadoid

‘NQLLNYD

‘palusyoun ulewsl SJUBNIISUOD 1BUI0 Y
“b3w SE ejeUCqIRD] Jeu pue ‘bW §Z°901 SpUOKD S1b3w oFL whnipos :si uoliseduioD
Jquof [euy ey} teiem slied pE pue (e12UOGIRSI SAUSS BOOE ~SIATEINIEN) B1RIUSDU0D BsRg
sped £9°| Yim pexilw 8 g1Rijueouos pioe ped | usyps ruomsodwosy stesAfelg [BUIWON

.

DN 10N

OINADOHALNON
B mm-m&. .uOm.Iu.D ﬁ cm-‘ «“Umo
Egg'g HodHY Bgpe
Bgrrp 0w Bgtpry 1oeN

(/wihi} ejehuazuog poy uojsodwog jeolwey)

WY G0z 3508.1X30
LT FAUOTHY

0y A1V

'L WNISINDYIN

A 4 WMV

| 4 WIssYi0d

3w g WRI00S

{E9°CE:L UONNNHE eUIEON}
FIBAULIN0Y PIIY JO UDHNGLIEG] JUD|

i 2 & o iR el b il ac o P Chl b

OIS TYHILNIHYL HOd LON “Wesp Jo __5____ __5:_:_ psNes %E SEEQHES sm_seg_._ E:m_ucmmm moyym s jramdinda o ypm 3: E.E ﬁ.
pue 83eq S1RUCGIRI)G skied pg°ge 0} pioe ped | uoruodosd o pejeriies vaym swe)sAs Auueiodold weass-aan) 5_3 Ayuo 9sn 104 (ONINHYM %«a %

o

129

FOI - Page 161 of 191



e e e e

.

YON0 O ELLL YE T U Pl

[ AR AR A

8RS £TE-008"1

onzo v “.hwwmwﬂ B J0 Jepio auyy uo Jo Ag ajes o) agmep

ale)) [eoipeiy shiuessiy B[} sjoMISaI (VSN Me| [R18pa4 INOILNVYD
A painioenvey ?Isn uy

joU usym pasole AlyBn saureo daay

*asn arojaq AyBnosoyl xipg ‘pebawep afe seurmuos 1o s)Ees ) s8N Jou og "BuEesy

woyy Josyoud pUE (BeY aalsseoxe ploAY eBRIOIS pepuURLIWOIaY “paI2alp sk Aluo asn
‘pPeppe S1 uojnjos awg yore pue jueuness Buiels aloleq piny BurzAep jo

Hd pue (1eunisenirew wioly sjqe|BAR S| UCBULICIN) ABAIDNPUOS Y58Y7) ‘|enuew s Jojeiado
suiyorw sishelp aul u) papinoad asn 1o} SuUOROGHD Byl 0) 18jeY sprepue)s Aljenb Jojem
sisA[eIpoLUsY NY/ISNY JUBLIND SpaadXs 10 S1esw 1BY] 1ejem payund s suonn(iq fadosg
‘NOLLNYD

, ‘pefiueyoun uEWS SJUSNEISUOD 19410 ||y

“/b3w g sreuoqieniq Jeu pue Fyb3w 5Z'g0 1L eproyo bIw o ¢ Wpos St uoscdwon
210} feU) o) ‘“e1em sued pE pue (BlBUOGIEDI] S3USS DOOS -PIATEINRYN) 81E1LBILOD 08B
suBd £8°1 UM pPoxXiu §| 81Bjuscucs pior Led | usyp suotisoduwon ajesABIg [BUILICN

‘uepisAyd

9 8§

L

OINIDOUAL-NON
fgggl ‘oW Bggp im0
Gggg HOYH)  Bgrrz IO
Bgay  todw Sgrpl) loew

{/wi) sjeauasuey poy vomsodwor) (earway?

/o g 3S0uLX30
LT A0IHOTHI
0y VLY

871 WAISINDYW
LT A WAITYY
D'k WNISSYL0d
Vhw | g NNaos

(E9°GE:1 nopnyg (Busnuty)
8RAUAIU0T PLIY JO UDHNAMILDY N0}

*ISN TYHILNIUYL HO4 LON “tyeep 10 Lanfu] juened ssnes Aew 9)RIUaIuU03 S1RVOGIRIL] PajRII0SSE JNOY 2
§ pue sseq ejewoqed)q syed £g ge 0} p1oe ped i unjpodosd o) payelqijes uays suis)shs fujuojpodold wesns-aany) qim Ajuo 350 fod JONINHYM :

- B . N »

s < =

& et

1M 2o wawdinha Esa.s_a um: “191em

ANy

1307

FOI - Page 162 of 191



FOM0 00'BHLLL W W pery . . - — J
26906
J ‘ J P NOLIVHIIXI

F 0 O

881<-E76-002-1

02¥Z0 VI ‘uofumog

Intaay UapAvh 66

gleg) JedpaN sniuasely

:Ag peImoBnUEN

DINFDOHAd-NON
‘ustorsAyd

2 JO JApI0 U} UD 10 Ag 9jES O} 921N Bgg'gs ‘0"Wo  Bggp w0
)1 819111891 (YSN) MB| [RI9pad INOLLNYD 5gg'g WooHo Bpzg  Iod
-aan u 8grrp Yobw Bgtpsl ioen

. 1ou uaym pasojo Apybn Jeujeyuos daay  (w8) sienuerucy pray watsodwey peaiwayy
28N aiojaq Alyfinozoy: x) ‘peBewep a1v Jsujwiuos 1o s[eas )i asn you oq-'Buyzesy;

w04 1osj01d pue 1BeYy BAI8S9XS PIOAY :aBRICIS pepuswwosel "Pa0Bi|p se Aluo asn it pgz A5044X3d
"POpPPE ] UOIN|OS p youe pue juswiess Guplels swopeq piny BuizAeip Jo 62 N..m JAH0THD
Hd pue (Jarmoejnuew woly sge|ieAs s uonewoju ARARONPUOS YIBYY fenuBW sJojerado 0y V139

auyoew sisAeip sy} ut pepIold B8N 10} SUCLDBIP BY) 01 JejeY 'spiepuEls Alenb Jejem
sigAlEIpoLay NYY/ISNY JUSLIND SPOasxe 10 S19ew ey} Jejem payund esn :uonng Jedoid

0'F  WRISINDYIN

'NOLLNYD 5¢°C WAIOWI
"pabueyoun UIBLIGL SIUSNIISUOD JBYID (I 0e Wnissy1od
“Y/b3u GE 8jeUOqIBYIq 18U PUE b3 5 L0k SPLOMD IYbIW Op} wnjpos st uoysodwioo vhau g WnIaos

oluol jeuy ay} Yejem suied pE pue (Bleuogqiediq Se1eS QU0E «WTRINIEN) 81B1UOU0D asEq
sued £8'1 UNM Pexiw 8t sjejuacuos pioe Led | usyp, suonisodwon ajesielg feUWoN

(£8°SE: L vonAyg |2upnDN)
GIRNUAIN0Y HIY |6 LONRGLALUCY 23U

" = . H v - " . r - — ,|1... k- .,.-\‘..‘:..4.....1-.‘ L0 e b o Kiak it il DGk T Rt £
.ww:._.mcu._.zmzq._ccu:az.su%.sr.__:::u_.mnuu:mim:_m_.m::auaau225__‘.83__s.m_uammmEE“_BEEM_EE%@5595_3mu:.s.mam

PuE B2E( 8)BU0qIRILY Sped £2°ge 0} P1oe )ied | uoiuodosd o) pejeigjea uaym swelsks Buwarpodoad tuesns-aanf) yitm Ajuo asn 204 SONINYYM %ﬂg

| L

131

HEE 2 ATad] ; c LAy

T -~ b

FOI - Page 163 of 191



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.
CDRH/ODE/DRARD/GRDB

Comments:  Letter for KO70177.

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 document to the addressee, you

are hereby notified that any review, disclosure, dissemnination, copying or other action based on the content of this communication 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."

$&3
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DEPARTMENT OF HEALTH & HUMAN SERVICES. Public Hea[th,Scrv-ice_. -

- Food'and Drug Administration

J Memorandum
From: | Revrewer(s) Na.me(s) . ‘H’?"& )«- (/Dew Do
Subject: 5:10(k) 'Number | k 0 70/ 7 / / J\ /
T.o:z Tho Record It 1$ my recomrnendatron that the subject 5 IO(k) Notrﬁcatlon o
DRcfuscd to accept T : .
E]Reqmres additional mformatmn (other than refuse to accept)
S (s substannally cqurva[ent to marketed devices,
' : ' D NOT substantrally equivalent to marketed devrces _
RS DO_ther_ (e. B exempt by reguIatron, not adevrce duphczit'e -'ei;c')
.‘Is this devnce sub_]ect to Sectlon 522 Postmarket Surverllance'? o DYES . E ‘NO -
Fs this device sub_]ect to'the Trackmg Regulation? .- S DYES . E NO"
‘Was clinical data nccessary to support the review ofthis 5 IO(I()’? , - [lyes E NO
s thls a prescription device? . S BvES D NO
‘Was this 510(k) reviewed by a Thrrd Party? . ' S DYES- - : ENO '
SR Special S10(ky?. - o - - O Kyes  Owo
: . Abbreviated SIO(k)? Pleasc fillout formn on;H Drwe S10K/boilsfs E[YESA B m NO

‘:Truthful and Accuratc Statemcnt DRequestf:d & Encloscd

KA 510k summary OR [JA SIO(k) statement L
/f// a The required certlﬁcatlon and. summary for class [II devrccs

m The mdrcatron for use form S

Combmatwn Product Category (Piease see. algonthm on H dnve 5 lOk/BorIers) /1/
Ammal TlSSllC Source D YES E NO Materral of Blologlcal Ongrn ves /E] NO |

The submltter requests under 21 CFR 807 95 (doesn tap Iy for SEs) ; -
D No Conﬁdcntlalrty D Conﬁdentlahty for 90 days Contmucd Conﬁdentlahty exceedmg 90 days

: Ptcdrcate Product Code with class | Addttlonal Product Code(s) with panel (optlonal)

Kﬁob O,/&-U\ :ﬂl/ C\vP. 8’760 :-,x::oo -
(Juajg»m \4 I\\QLJ&J R 3 /0’23/07

Review: _ :
(Branch Chte.f) } L ( lanch Code) (Date) R
FmaI.Rewew:_;@:/%,-“ : - ) "?/27

(Division Director) ' (Datey ./ 4

Revised:4/2/03
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 Internal Administra tive Form

~ Did the ﬁrm féqhe
Didwe grant expe

' purposes’?

14. i, not, has POS been notlﬁed‘?_

Is the producta device?

. Ade you aware that this. d

: dectston’?
g. fyes, does this new 510
: erformance data)?

mvestigatton‘? o

revsew’l’ (Blue Boo
_September 10, 11991 '

st expedited rewew?
- dited review? . _
3. Haveyau verdfied that the Document is: ]abeled' Class fil for GMP

| 7. s the dewce subiect to review by ) _
e\nce has been the sub;ect of & prevrous NSE

1 10.Are youw aware of the- submttter bemg the's

CDRH?

4

5.

6. s the device exempt from 51(3(1() by regulation or pol:cy’? :
7

8

(k) address the NSE |ssue(s) (e. g

ubject of an 1ntegnty |

11:1f, yes, consult the ODE lntegrlty Ofﬁcer :
12.Has the ODE integnty Officer: given permlssu)n to prooeed with the
k Memo #l91-2 and Federai Regtster 90N0332




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: KO070177

Common Name: Liquid acid concentrate dialysate

Regulation/Classification: The device is in 21 CFR § 876.5820, Hemodialysis system and accessories,
Product Code 78KPO - 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. 1S PRODUCT A DEVICE? o _ IF NO STOP
2. DEVICE SUBJECT TO 510(K}? v IF NO STOP
3. SAME INDICATION STATEMENT? v IFYESGOTOS
4. DO DIFFERENCES ALTER THE EFFECT IF YES STOP — NE
OR RAISE NEW ISSUES OF SAFETY
OR EFFECTIVENESS?
5 SAME TECHNOLOGICAL CHARACTERISTICS? v IFYES GO TO7
6. COULD THE NEW CHARACTERISTICS
AFFECT SAFETY OR EFFECTIVENESS? IFYESGOTOS8
7. DESCRIPTIVE CHARACTERISTICS PRECISE IF YES STOP — SE
ENOUGH? A IFNO GO TQ 10
8. NEW TYPES OF SAFETY OR EFFECTIVENESS
QUESTIONS? _ IF YES STCP — NE
9. ACCEPTED SCIENTIFIC METHODS EXIST? IF NO STOP — NE

10. PERFORMANCE DATA AVAILABLE?

11. DATA DEMONSTRATE EQUIVALENCE?

IF NO REQUEST DATA

IF YES STOP — SE

*

yes" responses to 4, 6, 8, and 11, 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.

¢ Ned
Page 2 — Special - Substantial Equivalence Decision-Making Documentation 3’” IO 7
K070177/S1 — Fresenius — Naturalyte Liquid Acid Concentrate
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SPECIAL 510(k): Device Modification
ODE Review Memorandum

To: THEFILE  RE: KO70177- Fresenius — Naturalyte Liquid Acid Concentrate
(b) (5)

(b)(5)
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(b) (5)

(b)(5)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service - _
Food and Drug Administration
Memorandum

From:  Reviewer(s) - Name(s) (:3—51)4}5)/ agff P —— |
Subject:  516(k) Number KO 70 f 77

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

CRefused to accept.

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

CINOT 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? [1YEs LI no
Is this device subject to the Tracking Regulation? OvEs ] NO
Was clinical data necessary to support the review of this 510(k)? [IYES LIno
Is this a prescription device? OIyEs O ~No
Was this 510(k) reviewed by a Third Party? Oyes [ wNo
Special 510(k)? | CIYES 1 No
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers LIYEs 1 No

Truthful and Accurate Statement DRequested L] Enclosed
[JA 510(k) summary OR [JA 510(k) statement
[1 The required certification and summary for class III devices

[ The indication for use form

Combination Product Category (Please see algorithm on H drive 5 10k/B0ilers;)

Animal Tissue Source L1 YES [INO Material of Biological Origin [1 vES O NO

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[J No Confidentiality [] Confidentiality for 90 days [] Continued Confidentiality exceeding 90 days

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

Review: /0/—5 é‘Lb& : 2zlalsy

(Branch Chleﬁ {Branch Code) (Date)

Final Review:
(Division Director) (Date)

Revised:4/2/03

24
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Inter_nal Administrative Form

YES

N —

Did the firm request expedited review?
Did we grant expedited review?

ad

Have you verified that the Document is labeled Class Il for GMP
purposes?
If, not, has POS been notified?

Is the product a device?
Is the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CDRH?

PN O O

9.

Are you aware that this device has been the subject of a previous NSE
decision?

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?

11.1f, yes, consult the ODE integrity Officer.
12.Has the ODE Integrity Officer given permission to proceed with the

review? (Biue Book Memo #{91-2 and Federal Register 90N0332,
September 10, 1991, :
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To: THE FILE
(b) (5)

FOI - Page 173 of 191

SPECIAL 510(k): Device Modification
ODE Review Memorandum

RE: K070177~ Fresenius — Naturalyte Liquid Acid Concentrate

(b)(5)

3



(b) (5)

(b)(5)

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 510(k) submission as {Check the appropriate box):

v Special 510(k) - Do Sections 1 and 2
0 Abbreviated 510(k) - Do Sections 1, 3and 4
0 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 v
Premarket Notification [510)] Manual.

Table of Contents.

v
Truthful and Accurate Statement. v
Device's Trade Name, Device's Classification Name and v
Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status v
(Class |, Class |l, Class |l or Unclassified).

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

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

Substantial Equivalence Comparison, including comparisons of the v

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 v
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 lll Certification and Summary. ** n/a
Financial Certification or Disclosure Statement for 510(k) notifications nia

with a clinical study. * [See 21 CFR 807.87 (i)]

510(k) Kit Certification *** h/a

* - May not be appilicable for Special 510(k)s.

x* - Required for Class 1l devices, only.

b - 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 v
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 v

technology of the sponsor’s predicate device.

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

a. ldentification of Risk Analysis method(s) used to assess the impact
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 staterment
i5 signed by the individual responsible for those particuiar
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
KO070177 — Fresenius Naturalyte
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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 @ manufacturer elects to use an
alternate approach to address a particular risk, sufficient detail should
be provided to justify that appreach.)

For a submission, which reiies 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 {o 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 