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Extraction of Medical Plastics
This standard is issued under the fixed designation F 619; the number immediately following the designation indicates the year of
original adoption or, in the case of revision, the year of last revision. A number in parentheses indicates the year of last reapproval. A
superscript epsilonef indicates an editorial change since the last revision or reapproval.
1. Scope USP NF 24 or current editién

1.1 This practice covers methods of extraction of medicab
plastics and may be applicable to other materials. This practice’ ; ) o . , i
identifies a method for obtaining “extract liquid” for use in 3.1 extraction y_eh|cle—a !quId specmed for use in testing
determining the biological response in preclinical testing.the plastic. Specific extraction vehlcle§ are to_be deS|gnate_d by
Further testing of the “extract liquid” is specified in other the AS_TM standard that refe_rences_thls practice (see Section 7
ASTM standards. The extract may undergo chemical analysit9" & list of standard extraction vehicles). ,
as part of the preclinical evaluation of the biological response, 3-2 extract liquid—that liquid which, after extraction of the
and the material after extraction may also be examined. ~ SP€CImen, IS used in tests. _ ,

1.2 This practice may be used for, but is not limited to the 3-3 Specimen portioa-the unit or units of plastic placed
following areas: partial evaluation of raw materials, auditing!nto the extraction vehicle. _ o _
materials within the manufacturing process, and testing final 3-4 blank—the extraction vehicle not containing the speci-
products. This practice may also be used as a referee methe" under test which is used for comparison with the extract
for the measurement of extractables in plastics used in medicifiuid-

Terminology Definitions

devices. :
. . 4. Summary of Practice
1.3 The values stated in Sl units are to be regarded as the y . ) . .
standard. 4.1 Standard-size specimens of the plastic, which may

1.4 This standard does not purport to address all of the€l0Sely simulate the intended device depending upon the use,
safety concerns, if any, associated with its use. It is thé® immersed in defined volumes of selected liquids (extraction
responsibility of the user of this standard to establish appro-vehicles) for the time and temperature specified. :
priate safety and health practices and determine the applica- 4-2 Achoice is made, based on the end use, of the extraction

bility of regulatory limitations prior to use. vehicles (see Section 7) and one of the combinations of time
and temperature for the test (see Section 12).

2. Referenced Documents 4.3 The resultant test liquids (extract liquids) are kept in
2.1 ASTM Standards: glass containers until used for testing. The test liquids shall be
D 543 Practices for Evaluating the Resistance of Plastics t§toreéd tightly stoppered at normal room temperature. Test
Chemical Reagerts liquids for biological testing are kept in sterile glass containers.
D 570 Test Method for Water Absorption of Plasfics Consideration should be given as to whether the extraction
D 1193 Specification for Reagent Water should be done under aseptic conditions. The test liquids for

D 1239 Test Method for Resistance of Plastic Films toPiclogical testing should be used within 24 h.
Extraction by Chemicafs

D 1898 Practice for Sampling of Plastfcs ) L

F 748 Practice for Selecting Generic Biological Test Meth- -1 These extraction procedures are the initial part of
ods for Materials and Devicés several test procedures used in the biocompatibility screening

2 2 Other Documents: of plastics used in medical devices.

5.2 The limitations of the results obtained from this practice
should be recognized. The choice of extraction vehicle, dura-
tion of immersion, and temperature of the test is necessarily

1 This practice is under the jurisdiction of ASTM Committee FO4 on Medical and &rbitrary. The specification of these conditions provides a basis
Surgical Materials and Devices and is the direct responsibility of Subcommittefor standardization and serves as a guide to investigators

F04.160n Biocompatibility Test Methods. ichi H ; P P
Current edition approved Apr. 10, 2002. Published June 2002. OriginaIIyWIShlng to com_pare the relative resistance of various pIaStICS to
published as F 619 — 79. Last previous edition F 619 — 79 (£897) extraction vehicles.
2 Annual Book of ASTM Standardggl 08.01.
3 Annual Book of ASTM Standardggl 11.01. o ) . .
4 Annual Book of ASTM Standardgol 13.01. D %gge;ble from U.S. Pharmacopeia (USP), 12601 Twinbrook Pkwy., Rockuville,

5. Significance and Use
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