= Wuki AppTec

Complete all sections of this form and include it with your test article shipment. Ship to:
WuXi AppTec ¢ 2540 Executive Drive ¢ St. Paul, MN 55120

FAx 651.675.2008
For tips when completing electronically, hover your mouse over the fields/sections.

(1) 651.

675.2000 ToLLFReE 888.794.0077

Biocompatibility

TEST REQUEST FORM

[ ] Non-GLP

Biocompatibility testing to be conducted:

[ leLP

This form may be used for GLP test orders only
when a master copy of the GLP protocol is on file.

NOTE:
Chemistry testing ordered on this form
will be conducted non-GLP.

UPON TEST COMPLETION: [CHECK ONE]
[] DISCARD all test articles
Provide courier company and account # ($25 fee applies if not provided):

RETURN ($50 fee applies): []1 Al test articles []

Unused only

CLIENT INFORMATION

P.O. #

ACCOUNT NUMBER/CLIENT CODE:

COMPANY NAME CONTACT NAME / TITLE
ADDRESS PHONE FAX
CITY / STATE / ZIP EMAIL

TEST ARTICLE INFORMATION

TEST ARTICLE IDENTIFICATION [As to be described on the final report]

PHYSICAL DESCRIPTION [For Test Article Prep section of the final report]

LOT #

EXPIRATION DATE

QTY. SUBMITTED

INTENDED USE / APPLICATION

tested:

SURFACE AREA MEASUREMENT
Total surface area of component(s) being

cm? [ ] NA.

PHYSICAL STATE
|:| Insoluble

] Liquid

] soluble

] other (Specify):

|:| None/Unknown

SAFETY PRECAUTIONS

(Use standard precautions)

] MSDS Enclosed

|:| Flammable

|:| Room temperature

] Ultracold (<-60°C)

CONTROLLED STORAGE CONDITIONS

[] Refrigerated (2°C to 8°C)

] other (specify):

] Frozen (-10°C to -60°C)

will be cut into sizes
needed for testing

If necessary, test article

unless box is checked.

Specify components/materials to be excluded:

SUBMITTED STERILIZATION METHOD WUXI APPTEC TO EXPOSE TO: D NA.
STERILE? D N.A
|:| EO (55°C for 1 hour with 12 hour aeration)
|:| Yes |:| EO |:| Radiation
D No D Steam D Other (Specify): |:| Steam (Autoclave) Parameters:
NOTE: Additional fees apply for this service.
I:l Do NOT cut I:l Do NOT test entire article. FOR HEMOCOMPATIBILITY TESTS
. . i i ) (incl. Hemolysis, PTT, P&L Counts, IVT Hemo and Complement Activation)
test article. Entire article will be tested unless box is checked.

|:| Test blood-contacting portions ONLY (per ISO 10993-4)

Entire article will be tested unless box is checked.
Specify blood-contacting components/materials to be tested:

COMPARISION / CONTROL ARTICLE

COMPARISON / CONTROL ARTICLE IDENTIFICATION

Complete this section if Sponsor is supplying a comparison/control article.

[ N.A.

PHYSICAL DESCRIPTION OF CONTROL ARTICLE

LOT #

EXPIRATION DATE

QTY SUBMITTED

ALS-8000-1J

See Page 2 of this form to provide testing information and signed authorization.

10f2

Effective Date: 9/30/11




TEST ARTICLE ID COMPANY / CLIENT

REQUESTED TESTING

TEST CODE PROJECT #
(Required) TEST NAME (LAB USE ONLY)
If applicable and as indlicated, extraction information must be provided below by Sponsor.

‘ EXTRACTION PARAMETERS For assistance, contact WuXi AppTec — St. Paul Client Relations at 888-794-0077, Ext. 2030. L1 NOT APPLICABLE
NS = Normal Saline  CSO = Cottonseed Oil  AS = Alcohol Saline  PEG = Polyethylene Glycol =~ MEM = Mammalian Cell Culture Media  PBS = Phosphate Buffered Saline = DMSO = Dimethyl Sulfoxide
TYPE OF EXTRACT (Specify) RATIOS (Specify) EXTRACTION CONDITIONS (Specify)

For Sensitization, Irritation, Acute Systemic For all extraction tests except as listed below: Extraction cond{tions are b@sed onan exaggeration Qf product use.
Toxicity, and/or Mouse Micronucleus: [ > 0.5mm thick: 60cm? / 20mL Insoluble materials: use highest temp without material degradation.
[0 NS and CSO [ < 0.5mm thick: 120cm? / 20mL For all extraction tests except Cytotoxicity
O NS, CSO, AS and PEG [ = 0.5mm thick: 60cm? / 20mL (ISO and USP) and Hemolysis-Direct Contact:
[Class 6 USP plastics only] ) [150°C / 72 hours
O = 0.5mm thick: 120cm? / 20mL (ASTM)
O other [ 70°C / 24 hours

[ 4g / 20mL (irregularly shaped)

O Not Applicable O 37°C/ 72 hours

O other
) O 121°C /1 hour
For LLNA, Ames, Mouse Lymphoma, 1 Not Applicable -
and/or Chromosomal Aberration: Other
[ Not Applicable
L1 NS and DMSO For Hemolysis—NIH:
[0 NS and PEG 159/ 10mL For the following tests, the type of extract and extract conditions
[Used when materials are not compatible with DMSO] 9 : ) ) are set/standard, so specification by Sponsor is not required.
1 NS and DMSO OR NS and PEG [ 0.5g / 10mL (lightweight materials) However, appropriate RATIOS must be selected by Sponsor.
[DMSO compatibility not known. WuXi AppTec to O other
pre-test and determine extracts to be used.] . TYPE OF EXTRACT
1 Not Applicable o
[ Other For Cytotoxicity: MEM
I Not Applicable For Hemolysis—NIH: NS
For PTT (Partial Thromboplastin Time): For Hemolysis—ASTM: PBS
. . 2
For Subacu.te/S.ubchronlc Toxicity: 4cm?/ 1mL EXTRACTION CONDITIONS
NS (IV Injection) For Cytotoxicity: 37°C /24 hours
CSO (IP Injection) For Platelet & Leukocyte Count and For Hemolysis—Direct Contact—NIH:
0 . IVT Hemocompatibility: 37°C /1 hour
Not Applicable 12 em? / 1mL

For Hemolysis—Direct Contact—ASTM:
37°C /3 hours

COMMENTS / SPECIAL HANDLING

TESTING AUTHORIZATION Sponsor signature is required before testing will be initiated.

SIGNATURE PRINT NAME DATE
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