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Polycast® Medical Grade PMMA

(formerly Glasflex)

IMPLANTABLES CAST ACRYLIC SHEET, RODS & TUBES

- Biocompatible* - PMMA products for medical applications and devices
- Proven lot traceability - Acrylic suitable for high precision machining**

- Polycast® provides clarity for better placement of implant APPLICATIONS

» Custom manufacturing - Custom Orthotics (POLYDORY)

- FDA masterfile on all medical materials - Reservoirs for medical devices and imaging machines

APPLICATIONS - Fluidic manifolds used for diagnostics and

- Orthopedic implants analytical instruments

- Craniomaxillofacial (CMF) implants POLYCAST FDA GRADE ACRYLIC SHEET

- Distal Centralizers

. Implantable sensors for CGM (continuous - For use in manufacturing food and beverage
glucose monitor) dispensing equipment

Intraocular lens implants - Certified colors: Clear, White, Green, Red, Blue***

POLYCAST

©

INTRAOCULAR
LENS IMPLANT

Call 800-677-4338 or email marketing@spartech.com to order these products.
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Summary of Typical Properties of PMMA Sheet & Rod

I

SHEET
PROPERTY TEST POLYCAST
METHODS FDA GRADE UVA 400 UVA 400-NCL
NSF Certified

Monomer Content Gas B No Greater No Greater

Chromatography Than 0.8% Than 0.8%
Refractive Index ASTM D542 149 149 149
Specific Gravity ASTM D792 119 119 119
Rockwell Hardness ASTM D785 M-98 M-94 M-94
Tensile Strength (Rupture) ASTM D638 11,250 PSI 9,000 PSI 9,000 PSI
Flexural Strength (Rupture) ASTM D790 15,000 PSI 15,000 PSI 15,000 PSI
Compression
Strength (Yield) ASTM D695 18,000 PSI 18,000 PSI 18,000 PSI
Impact Strength
(lzod Unnotched — ft. Ibs./in.) ASTM D256 0375 42 42
Haze ASTM D1003 Less Than 0.5% Less Than 0.5% | Less Than 0.5%

- Less Than 10%
(o) )
UV Transmission 0% @ 320 nm 10% @ 370 nm @ 400 nm
Visible Light Transmission ASTM D1003 92% 92% 92%
’ - Greater Than
Molecular Weight - 2 Million 2 Million
Weight gain
Solvent Resistance in acetone - 2% 170%
(24 hours/22°)

Water Absorption ASTM D570 0.35% 0.35% 0.35%

Spartech Polycast manufactures medical grade PMMA cast acrylic
products for the medical device community using Good Manufacturing
Practice (GMP). Intended applications include implantable intraocular
lenses and cement spacers for orthopedic prostheses.

Biocompatibility studies were performed by an independent laboratory
using Good Laboratory Practice (GLP) regulations. This information is
supported by certified results of extensive clinical scientific date. All
information is included in our FDA Master File # MAF-300, which is held
under the custodianship of the FDA and authorization can be granted
upon request.

The following clinical tests were performed to establish the
biocompatibility of these materials, as outlined by the FDA.

Hemolysis test by Extraction Method

Hemolysis test by Direct Contact

Salmonella/Mammalian Mutagenicity Test

Cytotoxicity test using the Agarose Overland Method

Guinea Pig Maximization test of Biomaterial Extracts (Magnusson
and Kligman) with added positive controls

USP Systemic Toxicity Study in Mice

USP Intracutaneous Toxicity test in the Rabbit
Inhibition of Cell Growth, 9 Point Assay
Accelerated Extractables

Physicochemical - USP tests

Residual Monomer GC

Infrared Analysis

Ultraviolet and UV Visible Spectra

Gel Permeation HPLC (Molecular Dispersion)

TEST

1. Cytocompatibility Study

a. Extract

b. Direct Contact

Saline-blood Mixture

c. Cell Attachment

2. Mutagenicity

3. Systemic Toxicity
Extract in Mouse

4. Rabbit Intradermal
Injection of Extract

5. Sensitization

6. Implantation Test
a. Intramuscular
b. Implantation Test
4-Week

7. Equivalence Evaluation
and Toxicological Risk

Assessment

PMMA PMMA
DAoL MEDICAL ROD #2 = MEDICAL ROD #3
No Greater No Greater No Greater
Than 0.8% Than 0.8% Than 0.8%
1.49 1.49 1.49
119 119 119
M-94 M-94 M-94
9,000 PSI 9,000 PSI 9,000 PSI
15,000 PSI 15,000 PSI 15,000 PSI
18,000 PSI 18,000 PSI 18,200 PSI
4.2 4.2 4.2
Less Than 0.5% Less Than 0.5% Less Than 0.5%
Less Than 10% o o
@ 400 nm 10% @ 370 nm 85% @ 370 nm
92% 92% 92%
Infinite Infinite 2 Million
19% 2% 170%
0.35% 0.35% 0.35%
METHOD RESULT
(MEM) (L-929) / 72 Hrs. No Lysis or
(SC) (AS) + (cso) / 24Hrs. Cytotoxicity
(SC) (AS) (CSOO0 + extracts | Effect
for Acute systemic toxicity = No Cell Lysis
No Toxicity
Direct Contact with Lysis No Blood Cell
L-929 Non Toxic

AMES (Vitro)
USP-TUO12-500

Erythmea
Edema

By DNCB

USP Class VI and
ISO 10993 Guidelines

Polycast” sheet products are ISO 9001 certified.

11650 Lakeside Crossing Ct. « Maryland Heights, MO 63146 . 800-677-4338 . www.spartech.com

Not Mutagenic

No Considerable
Toxicity

None

None

Good Sensitization

No Reaction

Demonstrated
chemical and
toxicological
equivalence among
all UVA 400 materials
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Copyright ©2024, Spartech, LLC. Spartech makes no representations, guarantees, or warranties of any kind with respect to the information contained in this document about its accuracy, suitability for particular
applications, or the results obtained or obtainable using the information. Some of the information arises from laboratory work with small-scale equipment which may not provide a reliable indication of performance or
properties obtained or obtainable on larger-scale equipment. Values reported as “typical” or stated without a range do not state minimum or maximum properties; consult your sales representative for property ranges

and min/max specifications. Processing conditions can cause material properties to shift from the values stated in the information. Spartech makes no warranties or guarantees respecting suitability of either Spartech’s
products or the information for your process or end-use application. You have the responsibility to conduct full-scale end-product performance testing to determine suitability in your application, and you assume all
risk and liability arising from your use of the information and/or use or handling of any product. SPARTECH MAKES NO WARRANTIES, EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, IMPLIED WARRANTIES
OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE, either with respect to the information or product reflected by the information. This literature shall NOT operate as permission, recommendation,
or inducement to practice any patented invention without permission of the patent owner.
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