EXTRANEAL- icodextrin, sodium chloride, sodium lactate, calcium chloride,
magnesium chloride injection, solution
Baxter Healthcare Corporation

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

EXTRANEAL

Health Care Provider Letter



IMPORTANT PRESCRIBING INFORMATION

DATE: October 22, 2024

Baxter

Subject: Temporary importation of EXTRANEAL 7.5% (icodextrin) (2500 mL) Peritoneal Dialysis Solution
from Canada for use in Automated Peritoneal Dialysis (APD) to address drug shortages

Dear Healthcare Professional,

Due to the cumrent critical shortage of EXTRANEAL (icodexirin) Peritoneal Dialysis Solution in the United States (US)
market, Baxter Healthcare Corporation (Baxter) is coordinating with the U.S Food and Drug Administration (FDA) to
temporarily import EXTRANEAL 7.5% (icodextrin) Peritoneal Dialysis Sclution (2500 mL) from Baxter's
manufacturing facility in Alliston, Canada. FDA has not approved this product manufactured by Baxter's Alliston,

Canada facility.

You may be provided with additional letters for other imported peritoneal dialysis solutions you receive. Please read
each letter in its entirety because each letter may contain different, product-specific information.

Baxter has initiated temporary importation of EXTRANEAL 7.5% wiv |codextrin Peritoneal Dialysis Solution for
use in Automated Pertoneal Dialysis (AFD) therapy as described in the table below. This product is
manufactured by Baxter's manufacturing facility in Alliston, Canada and is marketed in Canada. At this time,
importation or distribution of this EXTRANEAL 7.5% wiv lcodextrin Peritoneal Dialysis Solution in the United
States by any entity other than Baxter or its authorized distributor(s) is considered a violation of the Federal

Food, Drug and Cosmetic Act and is subject to enforcement by the FDA

Effective immediately, and during this temporary pericd, Baxter will offer the following imported products from

Baxter's facility in Alliston, Canada:

Product Name and Description APD Product Coda Bags per NDC Code

Fill Volume Carton
EXTRANEAL 7.5% wiv lcodextrin NDC 08941-0708-01 (Bag)
Peritoneal Dialysis Solution 2500 ml_ JB2G231 4 bags NDC 094 1-0709-05 (Carton)

It is important to note the following:

+ There are no clinically relevant differences in the EXTRANEAL drug composition between the
Canadian-manufactured and U_5.-manufactured APD product (see Table 1). As such, clinical
practice for usage, administration, and dosage for Extraneal with 7.5% icodextrin (manufactured in
Canada) product is the same as with the Extraneal with 7.5% icodextrin (manufactured in US).
Please refer to the FDA-approved EXTRANEAL (icodextrin) Peritoneal Dialysis Solution Prescribing

Information for reference.

+ EXTRANEAL 7.5% wiv lcodexdirin Peritoneal Dialysis Solution imported from Canada will only be available in
2500 mL fill volume for APD, so there will be a need to adapt the PD prescription for some patients.

# Electrolyte concentrations are identical in EXTRANEAL manufactured in the Canada and US but appear
different as they are expressed in mmol/L (Canada) and in mEg/L (US).



Baxter

# The Luer-lock connector on the Canada imported product functions the same and is fully compatible with
peritoneal dialysis sets marketed in the United States. Additionally, the Canada imported product has the
same purple pull ring cap as the US-manufactured product. See Table 1 for more details of product
differences.

* EXTRANEAL 7.5% wiv lcodextrin Peritoneal Dialysis Solution imported product soluion container and carton
labeling include barcodes; however, the barcodes may not register accurately in the US scanning systems.
Alternative procedures should be followed to assure that the correct drug product is being used in all systems and
processes and administered fo individual patients. For example, institutions should manually input the product into
their systems to confirm that barcode systems do not provide incomect information when the product is scanned.

* EXTRANEAL 7.5% |codextrin Pentoneal Dialysis Solufion is available only by prescription in the U.S. However,
the imported product does not have the statement "Rx only™ on the labeling.

Before prescribing, healthcare providers should be aware of some key differences in the container packaging and
labeling between the EXTRANEAL 7.5% w/v lcodexirin Peritoneal Dialysis Solution products (manufactured in
Canada) and EXTRANEAL (icodextrin) Peritoneal Dialysis Sclution (manufactured in US).

Key differences are highlighted in the following Product Comparison Tables:

¢ Table 1: Key differences of EXTRAMEAL for APD therapy
# Table 2: Label images of EXTRANEAL for 2500 mL APD product presentations

Reporting Adverse Events

To report adverse events associated with the imported product, please call Baxter at 1-866-888-2472, or fax: 1-
800-758-1801. Adverse events or quality problems expernienced with the use of the imported product may also
be reported to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by fax:

+« Complete and submit the report Online: www fda gow/medwatch/report. him

= Regular mail or Fax: Download form www fda.goviMedWatch/getforms . htm or call 1-800-332-1088 to
request a reporting form, then complete and return to the address on the pre-addressed form, or submit
by fax to 1-800-FDA-0178 (1-800-332-0178).

To report product quality issues, please report to:
Baxter - Product Feedback Portal (https /i productfeedback. baxter.com/).

Please refer to the FDA approved full prescribing information for EXTRANEAL (icodextrin) Peritoneal Dialysis
Solution at DailyMed (nih.gov).

If you have any guestions about the information contained in this letter or the use of imported EXTRANEAL 7_5% wiv
|codextrin Peritoneal Dialysis Solution, please contact Baxter's Medical Information Service at 1-888-736-2543.

To place an order, please contact Baxter's Center for Home Care Services by calling 1-800-284-4060.
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Sincerely,
Eiectronically si .
Ee m-eﬂa:yway
SOV g
Gevvata E*“‘g%.-mzz 2024 2014

Geovana Basso, M.D.

Director of Americas Medical Affairs
Baxter Healthcare Corporation

One Baxter Parkway

Deerfield, lllincis 60015

Baxter, Ambu-Flex and EXTRANEAL are registered trademarks of Baxter International Inc.



Table 1. Key differences of EXTRANEAL for APD therapy

Baxter

Imported Product from Canada US FDA Approved Product
Product EXTRAMEAL T.5% wiv lcodextrin Peritoneal Dialysis EXTRAMEAL (icodextrin) Pentonaal Dialysis Solution
name Solution
Labeled 2500 mL 2000 mL
Fill ¥ olume 2500 mL
Container ‘iaflex PVC Container Ambu-Flex Container (PWC)
Type
Bags per 5 bags 2000 mL: & bags
ERron 2500 mL: 5 bags
Indications | EXTRAMNEAL {icodexinin, sodium chioride, sodium EXTRAMEAL (icodextrin) is indicated for a single daily exchange
|ectate, calcium chloride, magnesium chloride) is for the long (8- to 16- hour) dwell during continuous ambulatony
indicated for use as &n osmotic agent for long dwell, peritoneal dialysis (CAPD) or automated peritoneal dishysis (AFPD)
up to 12 hours, in continuous ambulatory peritoneal for the management of kidney failure in patients requining long-
dialysis (CAPD) or automated peritoneal dialysis term kidney replacement therapy. EXTRAMEAL is also indicated to
(APD), whera it can be used for 14 and up to 16 improwve {compared to 4 25% dextrose) kong-dwell uitrafiltration
hoars. and clearance of creatinine and urea nitrsgen in patients with high
average or greater transport characteristics, as defined using the
peritoneal equilibration test (FET)
Active 75 giL lcodexdrin (7.5 g/100 mlL) 7-5 g/ 00 mL lcodexirin
Ingredients | 5.35 giL Sodium Chioride (535 mg100 mL) 535 mg/100 mL Sodium Chionide, USSP
4.48 gL Sodium Lactate (448 mg/100 mL) 448 mg100mL Sodium Laciste*
0,257 giL Calcium Chiloride (25.7 mg100 mL) 28 7 mg/100mL Calcium Chionide, UISP*
0.051 gL Magnesium Chloride (5.1 mg/100 mL}) 508 mg'100 mL Magnesium Chionide, USSP
* considened axcipiants in US drug registration
Electrolyte | Sodium 132 mmol/L (equivalent o 132 mEg'L) Sodium 132 mEgiL
Content Calcium 175 mmol/L {equivalent to 3.5 mEqg/L) Calcium 3.5 mEg/L
per Liter Magnesium 0.25 mmol'L (eguivakent to 0.5 mEg/L) Magnasium 0.5 mEgiL
Chioride 96 mmol/L (equivalent to 896 mEgL) Chioride 06 mEgL
Lactate 40 mmol/L {equivalent to 40 mEqgL) Lactate 40 mEgL
pH pH 5.2 pH 5.0-6.0
HC1/{ NaOH may hawe been used to adjust pH HC1 ! NaOH may have been used to adjust pH
Additional | Osmolarity 284 mOsmiL Osmolarity (Calc) 282 — 286 mOsmol/L
Information
mﬂrﬂgﬂ Store at 15-25"C. Do not freeze Store at 20-25°C (68-TT°F).
Conditions Excursions parmitted to 15-30°C (S9-86"F)
[See USP Controlled Room Temperature).
Protect from freezing.
Expiration | 12 months 18 months
Dating
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Container
Clasure

System

Container

Oni blue frangible at luer-lock conmector
Purple pull ring cap dosure

One blue frangible at luer-lock connector
Purple pull ring cap chosure
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Table 2. Comparison of EXTRANEAL (icodextrin) PD Solution Container Labels
Imported Product from Canada US FDA approved Product
JB9923L 2500 mL omoces | | 5R49T6 2@ @  2500..

Extraneal 7.5% lcodextrin Peritoneal
Dialysis Solution

FOR IWTRAPERITOMEAL ADMINESTRATION

KNPEECON 30wl EECESS | ENCES APPRON DE 20 mi

MONSYROGERIC /| STERILE / AFYRCHGENE
P AT O APRTR phi 5 0

mi
ICOCEXTRIN / ICODEXTRINE - 75 g
SO0 CRHLOAIDE ¢ CHLOAURE DE BODAUM USF - 838 g
SODILW LACTATE / LACTATE DE SOUCSLI - 4 88
(AL CIUM CHLORIDE De-MYDRATE | DIHYIDRATE DE CHLORUAE DE CALCILIW USP -
257 mg
MAGHE S1UM CHLORIDE HEXAMYORATE / HEXAHYDRATE DE CHUORLIRE DE
MAGHESIUM ISP « 51 mg
IN WWTER FOR IRIECTIONS | DANE DE LEAL POUR BUECTION LISP
THECAETICAL QSMOLARITY 24 sOsmoll
CSMOLARTE THEDRIOUE 284 mOamaoll
APPRCN mmobl. Ma- T2 Ca - LTH Mg-025 O3 LACTATE - &80
NOT T BE USED FOR IMTRAVERCLS INFLISION
FOR DOSAGE ADGMINESTRATION ANDY DETARLED (MRECTIONS FOR USE SEE
PRCKAGE INSEAT / PRODUCT BONOGAAPH AMALABLE UPON REGUEST /
DO NOT USE UMLESS SOLLITION B CLEAR AND CONTAINER 15 USDAMAGED
¢ ISCARD UNUSED PORTION / STORE AT 15°C TO25°C / DO ROT FREEZE
KEEP OUT OF REACH OF CHILDREN

Extraneal Solution d'lcodextrine & 7,5 % pour
Dialyse Péritonéale

POUR ADMINISTRATION PAR YOIE INTRAFPERITONEALE

NE PAS ADMINSTRER PAR PERFUSa0N INTRAVENEUSE 1 OOMSULTER LA
HOTICE [FEMBALLAGE POUR CONMMTRE LES RENSENGMEMENTE SUR LA
POSOLOGIE L'ADMINEETRATION ET LE MODE DIEMPLOS MONOGRAPHE DL
PRODUIT DESPOMIBLE SUR DEMAMDE | NE PAS EMPLOYER B LA BOLUTION
EET TROUEBLE U Bl LE EAC EST ENDOMMAGE / JETER TOUTE PORTION
INUTILISEE /GARDER ENTRE 1§ 50 ET 26 0/ PROTEGER DU GEL / GARDER
HORS DE LA PORTEE DES ENFANTS

PG COMTASMER | CONTERANT [ PYC

BANTER AAD: ENTRAMEAL AFE TRALEMARSE 8 BANTER WTEFMATIONAL BaC

EANTER ET ENTRAME L SONT DES MARDLUTS O OOWMMTRCE O DA KT ER NTERMATICRA. (hC

.'E.'-E'xm

Missiseauga Ok LEH (02 @ BE-TO-20-172

500 500
250

(APPROX o0 WL EXCESS)

Extraneal (icodextrin)
Peritoneal Dialysis Solution

BACH 100 ML CONTANS T3 g ICODEXTRN
53 ng SODLUM CHLORIDE UERP LB g BO0AIM
LECTATE 38.7 mg CALCIUM CHLORIDE PP
5.8 mg MAGRESIUM CHLORIDE USF  'WATER FOR

TRJECTION LISF

mEgL SODAM 133 CALCUN 38
MAGNESRM 0F CHLORIDE @ LACTATE &0
P G060  pld MAY MAVE DEEM ADJUSTED WITH
HYDRGEHLOEIE ACID OF SODIUM HY DROXDE
ENTRAMEAL SOLUTICH CONTAING NO
BACTERICESTATIC OF ANTRECAODIAL AQENTE
OSMILARITY (CALL) 282 - 288 mDsmodl
STEALE  NOMPYROGEMIC

IW‘I’!—.UH‘H.DH‘“ TO BE ADDED OMLY UNDES THE I
Y

‘BEE PACHAGE INSERT FOR D08 AQE INFORMATION
USE A5 MRECTED BY PHYSICIAR
FOR MTRAPERITOMELL ADSIMISTRATION ONLY

CAUTIONS  SOUEEZE AND INSFECT INMER BAG
THAAT MLARTARE PRODUCT STERLITY DiSCARD F LEAKS ARD

PD-2 7.5% icodextrin

1590°C [GE-8"F) UBP CONTROLLED RCOM TEMPERATURE]
PROTECT FRcH F
Ambu-Flex Il conramen PL 146 PLASTIC

BANTER EXTRAMEAL AMBU-FLEX I AND PL 188 ARE
TRADELARKS OF BAXTER il TERRA TIORNAL Bd
BAXTER HEAL THCARE CORPORATION
[FEERFIELD IL $0015 LISA

MADE N LISA

US PAT HOE ATHET SETE BOTTIOE  EMETIE BN

PACKAGE/LABEL PRINCIPAL DISPLAY PANEL




JB9923L 2500 mL DIN 02240806

* Extraneal 7.5% lcodextrin Peritoneal
Dialysis Solution

FOR INTRAPERITONEAL ADMINISTRATION

APPROX 00 mL EXCESS / EXCES APPROX DE 90 mil
NONPYROGENIC [ STERILE / APYROGENE
(H)000B5121609E & ppROX pH 5.2

PETUPAT 1000 ML

ICODEXTRIM / ICODEXTRINE - 75 g

SODIUM CHLORIDE / CHLORURE DE 50DIUM USP -5.35 g

SODIUM LACTATE / LACTATE DE SODIUM - 4.48 g

CALCIUM CHLORIDE DIHYDRATE / DIHYDRATE DE CHLORURE DE CALCIUM USP -
25T mg

MAGHNESIUM CHLORIDE HEXAHYDRATE / HEXAHYDRATE DE CHLORURE DE
MAGNESIUM USP - 51 mq

IN WATER FOR INJECTIONS / DANS DE LEAU POUR INJECTION USP
THEORETICAL OSMOLARITY 284 mOsmolL /

OSMOLARITE THEORIQUE 284 mOsmolL

APPROXY mmoll MNa-132 Ca-1.75 Mg-025 Cl-96 LACTATE - 40

NOT TO BE USED FOR INTRAVENOUS INFUSION

FOR DOSAGE ADMINISTRATION AND DETAILED DIRECTIONS FOR UISE SEE
PACKAGE INSERT / PRODUCT MONOGRAPH AVAILABLE UPON REQUEST /
DO NOT USE UNLESS SOLUTION IS CLEAR AND CONTAINER 15 UNDAMAGED
! DISCARD UNUSED PORTION / STORE AT 15°C TO 25°C / DO NOT FREEZE /
KEEP OUT OF REACH OF CHILDREN

Extraneal Solution d’lcodextrine a 7,5 % pour

Dialyse Péritonéale

POUR ADMINISTRATION PAR VOIE INTRAPERITONEALE

NE PAS ADMIMISTRER PAR PERFUSION INTRAVEINEUSE / CONSULTER LA
NOTICE D'EMBALLAGE POUR CONMNAITHE LES RENSEIGNEMENTS SUR LA
POSOLOGIE UADMINISTRATION ET LE MODE D'EMPLOI MONOGRAPHIE DU
PRODUIT DISPONIBLE SUR DEMANDE / NE PAS EMPLOYER SI LA SOLUTION
EST TROUBLE OU 51 LE SAC EST ENDOMMAGE / JETER TOUTE PORTION
INUTILISEE / GARDER ENTRE 15 °C ET 25 "C / PROTEGER DU GEL / GARDER
HORS DE LA PORTEE DES ENFANTS

PVC CONTAINER / CONTENANT DE PVC
BANTER AND EXTRANEAL ARE TRADEMARKS OF BAXTER INTERMATIONAL INC
BANTER ET EXTRANEAL SONT DES MARCUES DE COMMERCE DE BAXTER INTERMATIONAL INC

Baxter

Baxter Corporation @ 88-70-20-372
Mississauga ON LSN 0C2

500 200
250 250

JB9923L 2500 mL DIN 02240806

2D barcode
(01)00085412150116

Extraneal 7.5% lcodextrin Peritoneal
Dialysis Solution

FOR INTRAPERITONEAL ADMINISTRATION
APPROX 90 mL EXCESS / EXCES APPROX DE 90 mL



NONPYROGENIC / STERILE / APYROGENE
APPROX pH 5.2

PER/PAR 1000 mL

ICODEXTRIN / ICODEXTRINE - 75 g

SODIUM CHLORIDE / CHLORURE DE SODIUM USP - 5.35 g

SODIUM LACTATE / LACTATE DE SODIUM - 4.48 g

CALCIUM CHLORIDE DIHYDRATE / DIHYRATE DE CHLORURE DE CALCIUM USP -
257 mg

MAGNESIUM CHLORIDE HEXAHYDRATE / HEXAHYDRATE DE CHLORURE DE
MAGNESIUM USP - 51 mg

IN WATER FOR INJECTIONS / DANS DE L'EAU POUR INJECTION USP
THEORETICAL OSMOLARITY 284 mOsmol/L /

OSMOLARITE THEORIQUE 284 mOsmol/L

APPROX mmol/L Na - 132 Ca - 1.75 Mg - 0.25 Cl - 96 LACTATE - 40

NOT TO BE USED FOR INTRAVENOUS INFUSION

FOR DOSAGE ADMINISTRATION AND DETAILED DIRECTIONS FOR USE SEE
PACKAGE INSERT / PRODUCT MONOGRAPH AVAILABLE UPON REQUEST /
DO NOT USE UNLESS SOLUTION IS CLEAR AND CONTAINER IS UNDAMAGED
/ DISCARD UNUSED PORTION / STORE AT 15°C TO 25°C /DO NOT FREEZE /
KEEP OUT OF REACH OF CHILDREN

Extraneal Solution d’lcodextrine a 7,5 % pour
Dialyse Péritonéale

POUR ADMINISTRATION PAR VOIE INTRAPERITONEALE

NE PAS ADMINSTRER PAR PERFUSION INTRAEINEUSE / CONSULTER LA
NOTICE D’EMBALLAGE POUR CONNAITRE LES RENSEIGNEMENTS SUR LA
POSOLOGIE L’ADMINISTRATION ET LE MODE D’'EMPLOI MONOGRAPHIE DU
PRODUIT DISPONIBLE SUR DEMANDE / NE PAS EMPLOYER SI LA SOLUTION
EST TROUBLE OU SI LE SAC EST ENDOMMAGE / JETER TOUTE PORTION
INUTILISEE / GARDER ENTRE 15 °C / PROTEGER DU GEL / GARDER

HORS DE LA PORTEE DES ENFANTS

PVC CONTAINER / CONTENANT DE PVC

BAXTER AND EXTRANEAL ARE TRADEMARKS OF BAXTER INTERNATIONAL INC
BAXTER ET EXTRANEAL SONT DES MARQUES DE COMMERCE DE BAXTER
INTERNATIONAL INC

BaxterLogo
Baxter Corporation
Mississauga ON L5N 0C2

Non Latex Symbol
88-70-20-372

500 500
250 250



Store at/Garder entre 15° C to/et 25° C
5-2500 mL IN/DANS 3000 mL

JB-99-23L Prcopsxmrmn 7.5% iconexmine
- EXTRANEAL™ PD SOLUTION
SOLUTION POUR DP
Lo WWWWWWWWW exp: 2099 99

ﬁ’g
{01)50085412150111

Store at/Garder entre 15° C to/et 25° C
5-2500 mL IN/DANS 3000 mL

JB-99-23LP ICODEXTRIN 7.5% ICODEXTRINE

EXTRANEAL™ PD SOLUTION
SOLUTION POR DP

LOT: WWWWWWWWW EXP: 2099 99

2d Barcode
(01)50085412150111

EXTRANEAL

icodextrin, sodium chloride, sodium lactate, calcium chloride, magnesium chloride injection,
solution

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0941-0709
Route of Administration INTRAPERITONEAL

Active Ingredient/Active Moiety




Ingredient Name

ICODEXTRIN (UNII: 2NX48Z 0A9G) (ICODEXTRIN - UNII:2NX48Z 0A9G)

SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37,
CHLORIDE ION - UNII:Q32ZN48698)

SODIUM LACTATE (UNIl: TU7HWOWOQT) (SODIUM CATION - UNII:LYRAMONH37, LACTIC
ACID, UNSPECIFIED FORM - UNII:33X04XA5AT)

CALCIUM CHLORIDE (UNII: M410D6VV5M) (CALCIUM CATION - UNII:2M83C4R6ZB,
CHLORIDE ION - UNII:Q32ZN48698)

MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNII:T6V3LHY838,

CHLORIDE ION - UNII:Q32ZN48698)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Rem Code Package Description Marketing Start
Date
1 g?c:0941-0709- 5 in 1 CARTON 11/10/2024
1 NDC:0941-0709- 2500 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

anEeinpiCateoeny Monograph Citation

Unapproved drug for use in drug
shortage

Labeler - Baxter Healthcare Corporation (005083209)

11/10/2024

DASIS OT

Strength S
75 g9
ICODEXTRIN in 1000 mL
SODIUM 5.35¢
CHLORIDE in 1000 mL
SODIUM 4.48 g
LACTATE in 1000 mL
CALCIUM 257 mg
CHLORIDE in 1000 mL
MAGNESIUM 51 mg
CHLORIDE in 1000 mL
Strength

Marketing End

Date

Marketing Start Marketing End
Date

Date

Establishment
Name Address ID/FEI Business Operations
Baxter 205087968 analysis(0941-0709) , label(0941-0709) , manufacture(0941-0709) ,

Corporation sterilize(0941-0709) , pack(0941-0709)

Revised: 11/2024

Baxter Healthcare Corporation
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