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Nelson Laboratories is a leading provider of full, life - cycle microbiology testing services. We are known for exceptio nal

quality, but we look beyond the testing process and partner with you to achieve your long -term business goal s
we call The Science of Success E . ltds transparency in the testing process. Itds
ever-changi ng compliance requirements. Itods hel ping you mitigate
customers.

Our test services cover a broad range of regulatory compliance and product performance evaluations

Pre- FDA filing tests Regulatory Post- FDA
(Product R&D, Performance Evaluation and Validation) Approval (Production)
R&D Biocompatibility Sterilization Product Packaging Lot Release
/SO 10993 Validation Validation Validation (QC tests)
Radiation Cleaning Pouches Bioburden
New . EO Disinfection Wraps Sterility
In vitro . .
Product L Steam Barrier Tests Instrument s Particulates
. and /n vivo .
Review VHP Physical Tests Trays LAL
STERRAD Facilities Devices EO residuals
Filtration Microbiologic Drugs Bl sterility

Sales & Support
Nelson Sales p ersonnel are available to assist clients with price quotes and contract agreements for projects of all sizes.
Additionally, the Client Services group offers account coordination for clients who request assistance with managing their

projects at Nelson Lab oratories. Please feel free to contact us for your sales and support needs.

Technical Sales & Quotes Client Services & Account Coordination Accounting

800.826.2088 800.826.2088 800.826.2088

or 801 .290.7502 or 801 .290.7503 or 801 .290.7507
sales@nelsonlabs.com clientservices@nelsonlabs.com accounting@nelsonlabs.com
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The Science o f SuccessE

As of December 2009, we completed our new three - story, 48,000 sq. ft. building. The first and third floors are for office
use, the second floor is dedicated to laboratory testing. This addition to our current 62,000 sq. ft. modern facility , which

is connected by a state - of- the - art skywalk, will give us the capacity to meet your needs and allow us to offer additional
services .

Facility and Staff

Employees: 320
Degreed Scientists: 135
NRM: 14 specialist and 43 registered microbiologists

Certifi cations & Quality

Lab Accreditation 1SO 17025
FDA Registered GMP/GLP

Auditors & Lab Visitors

We enjoy hosting clients who audit and/or visit the Nelson Lab oratories facility. To schedule an audit or on - site facility
tour, please contact our  Audit Coordinator in the Quality Assurance Department at 801.290.7615

Mailing Address Shipping Address

Nelson Laboratories, Inc. Nelson Laboratories, Inc.

P.O. Box 17557 6280 S. Redwood Rd.

Salt Lake City, UT 84117 -0557 USA Salt Lake City, UT 84123 -0066 USA
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BEGIN TESTING WITH US TODAY!

Account Setup

If you are new to Nelson Laboratories o welcome! We offer several services online that we hope you will find valuable as
you build a relationship with us, including an online secure site for report do  wnloads, online price schedules, and more. In
order to provide the best service and ensure your tests are properly set up we recommend you setup an account. This
includes standard accounting information, commercial credit application, preferences for rep ort handling and verification

of your contact information. Please contact Sales or Accounting to set up your account today.

How to Submit Samples for Analysis

1. Though not required, a price quote is recommended for most projects. Contact Sales for a s pecific price quote number
for your project(s) as needed. During the quote process appropriate lab and scientific personnel will be consulted to
ensure your test needs are met and that an appropriate test plan has been determined

2. Download and comple te a Sample Submission Form ( www.nelsonlabs.com )
3. Send your product/samples accompanied with the completed Sample Submission Form to:

Attn: Log - In Dept.

Nelson Laboratories, Inc.

6280 S. Redwood Road

Salt Lake City, UT 84123 - 0066 USA
Ph: 801. 290.7500

Note: Where applicable, please reference your quote number on the Sample Submission Form to ensure
appropriate billing.

Upon receipt at the lab , the produc t/samples will be inspected and counted to verify information as listed on the Sample
Submission Form. A lab number will be assigned for each project and a confirmation will be sent by fax or e - mail to the
contact listed on the Sample Submission Form.

NEW CLIENTS: For new clients, a unique username an  d password will be generated for access to the Nelson Laboratories
secure client web site when samples are initially received (https://secure.nelsonlabs.com ). The secure site allows Nelson
client s to view tes t progress by date and download a PDF version of the final report when available.

INTERNATIONAL CLIENTS: Due to recent FDA and U.S. government regulations, international shipments are of specific
concern. Please be sure to include a completed Sample Sub mission Form with your product/samples and be sure to note

0 SAMPLES FOR GSARAL F®ORS HUMA N the) @deldct deseription  of your airbill  or shipping documents . This
will help U.S. customs clear your product for shipment to the laboratory with mini mal delays. Please review the
International Clients: Customs  and Prepayment section of this price schedule for additional information.
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Toxicology & Biocompatibility (/7 vitro and /n vivo) - 1SO 10993

Nelson Laboratories offers a full range of /n vivo and in vitro test services to meet US FDA, ISO and Japan MHLW
requirements . For general inf ormation about Toxicology and Biocompatibility tests specific to your product , please
review the 1SO 10993 biocompatibility matrix . Contact the Sales Department at  sales@nelsonlabs.com for a product

consultation and to assess test requirements for your regulatory submission

Test Description Test Code Price
Agar Overlay cell culture assay
24 hours incubation, triplicate, L929 cells CTX101 $135.00
MEM Elution cell culture assay
MEM elution, 48 hours incubation, triplic ate, L929 cells, 24 hr. extraction CTX110 $135.00
MEM elution, 72 hours incubation, triplicate, L929 cells, 24 hr. extraction CTX115 $135.00
MEM elution, titration, 4 dose levels, L929 cells CTX125 $290.00
MEM elution, Japan MHLW CTX210 Quote
MEM elution or Agar overlay, additional reads
Each study/set CTX701 $25.00
. cenowoxoly 81s010993-3 |
Test Description Test Code Price

Ames Mutagenicity Tests, OECD 471, ICH S2A an d S2B
Ames test: Solids

2 extracts, 5 strains, plate incorporation (Saline and DMSO) GTX110 $2,545 .00
Ames test: Solids

5 strains, plate incorporation, one extract GTX130 $1, 855 .00
Ames test: Soluble chemicals

5 strains, 1 dose, plate incorporation GTX140 $1, 855 .00

5 strains, 5 doses, plate incorporation GTX145 $3,975.00
Ames test: Base Oils, ASTM E1687 -98

Pre- incubation, 1 strain GTX150 $795 .00
Chromosomal Aberration, OECD 473 (solid sample/device extraction )

Test utilizing CHO cells 1 extract GTX210 $9,010.00

Test utilizing CHO cells, 2 extracts GTX220 $12, 720 .00
Chromosomal Aberration, OECD 473 (powder/chem ical/liquid) GTX310 Quote

Genotoxicity (_/n vivo)
Ames Mutagenicity, Mouse Micronucleus SCX510 Quote
Mouse Lymphoma SCX530 Quote
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Test Description Test Code Price
Hemolysis with rabbit blood

NIH Hemolysis, extract - device/material ( rabbit blood) HCX110 $295.00

NIH Hemolysis, direct contact - device/material ( rabbit blo od) HCX115 $295.00
Hemolysis with human blood

NIH Hemolysis, extract - device/material (human blood) HCX130 $240.00

NIH Hemolysis, direct contact - device/material (human blood) HCX135 $240.00

ASTM Hemolysis, extract - device/material (human blood) HCX140 $445.00

ASTM Hemolysis, direct contact - device/material (human blood) HCX145 $445.00
Complement activation

C3a only, first sample HCX230 $2,625.00

SC5b- 9 only, first sample HCX240 $2,625.00

C3a and SC5 - 9, first sample HCX250 $5,250.00

C3a and SC5- 9, one additional sample (same set) HCX255 $950.00

Partial thromboplastin time  (PTT test)

Human plasma HCX220 $450.00
Platel et and Leukocyte Count  (PLC test) SCX660 Quote
Hemoglobin test HCX610 Quote

Hemocompatibility (/1 vivo)

Dog Thrombo genicity SCX670 Quote
Pig Thrombogenicity SCX680 Quote
Sheei Thromboienicii SCX690 iuote
Test Description Test Code Price
Differential Scanning Calorimetry  (DSC)

Sample preparation an d analysis, each DSC101 $160.00
Fourier Transform Infrared Analysis (FTIR ) IRX110

FTIR sample analysis, each $110.00

Sample preparation (extraction or KBr press), each $35.00

Library search, each $35.00

Physicochemical test, USP plastics USP <661 >
If the nonvolatile residue is <5 mg then the residue on ignition is not required, per USP

Complete PCT101 $450 .00
Includes water extraction, buffering capacity, heavy metals, nonvolatile residue, residue on ignition

Complete, without residue on ignition PCT105 $375.00
Includes water extraction, buffering capacity, heavy metals, nonvolatile res idue

Extractable/Leachable Analytical Chemistry

ICP- MS, Full scan CHX110 Quote
GC- MS for Volatile organic compounds CHX110 Quote
GC- MS for Semi - volatile organic compou nds CHX110 Quote
LC- MS for Non - volatile organic compounds CHX110 Quote
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Toxicology & Biocompatibility ( /n vivo )d ISO 10993

Nelson Laboratories offers a full range of in vivo test services on a subcontract basis through qualified partner labs. We
can assist you with in vivo studies for Sensitization , Irritation , Systemic Toxicity , Sub- chronic Toxicity , Implantation
Studies, Genotoxicity, Thrombogenicity, and other required tests per ISO 10993. Contact the Sales Department at

sales@nelsonlabs.com for more information or for consultation on in vivo test ser vices.
Test Description Test Code Price
Sensitization
Maximization (ISO) SCX110 Quote
Local Lymph Node Assay SCX120 Quote
Buehler Method SCX130 Quote
Maximization (Japan MHLW) SCX140 Quote
Irritation
Intracutaneous Reactivity (ISO) SCX210 Quote
Intracutaneous Toxicity  (USP) SCX220 Quote
Primary Eye lIrritation SCX230 Quote
Primary Skin (ISO) SCX240 Quote
Bladder Irritation SCX250 Quote
Vaginal/Mucosal Irritation SCX260 Quote
Intracutaneous Injection (Japan MHLW) SCX270 Quote
FHSA Skin Irritation SCX280 Quote
Systemic Toxicity
Systemic Injection SCX310 Quote
Material Mediated Pyrogen SCX320 Quote
Sub- Chronic Toxicity
Intravenous Toxicity with Histopathology SCX410 Quote
Intraperitoneal Toxicity with Histopathology SCX420 Quote
Implantation (ISO)
7 days SCX610 Quote
14 days SCX620 Quote
30 days SCX630 Quote
60 days SCX640 Quote
90 days SCX650 Quote
Implantation (USP)
5 days SCX605 Quote
7 days SCX615 Quote
14 days SCX625 Quote
30 days SCX635 Quote
60 days SCX645 Quote
90 days SCX655 Quote
USP Class lll, complete
Includes intracutaneous irritation and systemic toxicity SCX810 Quote

USP Class VI, complete
Includes intracutaneous irritation, systemic toxicity, and 7 day implantation SCX820 Quote
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Sterilization V alidation , Terminal Process for E O & Steam d1SO 11135/17665

Ethylene Oxide (EO) Sterilization - Cycle Development
Comparative , Relative, or Bioburden Resistance
Comparative resistance (cycle development) is performed to determine an appropriate process challenge device (PCD)

that can be used to monitor EO sterilization cycles. Bioburden resistance is used to demonstrate that th e resistance of
the PCD is equal to or greater than that of the natural product bioburden. Relative resistance combines the knowledge
of the comparative and bioburden resistance studies.
Test Description Test Code Price
Comparative resi stance SCR110 Quote
Relative resistance SCR210 Quote
Bioburden resistance SCR310 Quote
Process challenge device preparation  (PCD)
PCD preparation & loading, each PCD101 $9.00
Delivery of PCDs to local contract sterilizer in Salt Lake City, if applicable $25.00

Product Inoculation for sterilization
Bacillus atrophaeus inoculation

Each (10¢ per inoculation site) SPI110 Quote
Geobacillus stearothermophilus  inoculation
Each (10¢ per inoculatio n site) SPI120 Quote
Other organisms or inoculations SPI130 Quote
Inoculations for reusable device studies Seepage 16
Sterilizer temperature  /humidity distribution study
Per cycle (includes complete final report) 0 performed by Nelson Laboratories TDS110 Quote
Per cycle - data compilation and review for third - party probes TDS120 Quote
Sterilizer temperature /humidity distribution study & probe rental
Probe rental, per probe TDS210 Quote
On- site probe placement and study monitoring (per hour) TDS220 Quote

Ethylene Oxide (EO) Sterilization & Full Validation
EO Sterilization Validation - ANSI/AAMI/ISO 11135 -1:2007, ANSI/AAMI/ISO 11135 - 2:2008
Complete proto col, sterilization validation, and summary report SVE/20 Quote
Sterilization validation, on - site

Nelson Laboratories employees on - site (customer facility or contract sterilizer) 0OsV110 Quote
EO Sterilization Batch Release 8 AAMI/TIR 16
Alternative to a full validation, this study is used to release a single batch of product. It is a convenient option to
provide terminally sterilized products for clinical use when the production volume is small, for new product

development or when there is only enough product manufactured to complete one sterilization load.
EO Sterilization Batch Release 8 AAMI/TIR 16
Complete protocol, sterilization validation, and su mmary report SVE110 Quote
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R&D

Test Description Test Code Price
Pre- conditioning in environmental chamber (optional) SEC105 $160.00
Per EO cycle, 100% EO SEC110
Includes 1 hour conditioning and up to 4 hours gas exposure time $500.00
Each additional hour $50.00
Sterilization e xposure cycle: decontamination/ kill load
Up to 12 hours of exposure SEC410 Quote

Ethylene oxi de residual analysis, ISO 10993 -7 0 Liquid sample

Test Description Test Code Price
EO only for liquid sample (no extraction) EOR210 $160.00
EO, ECH & EG for liquid sample (no ex traction) EORL30 $200 .00

Ethylene oxide residual analysis, ISO 10993 - 7 0 Device extraction

Limited use device (<24 hours) exposure
Pricing is per device or pooled set

EO & ECH (water extraction) , one extraction only EOR110 $300.00
EO, ECH & EG (water extraction) , one extraction only EOR120 $350.00
Prolonged use (24 hours - 30 days) or permanent use (30+ days) exposure
Exhaustive Extraction: Extraction until the amount of EO or ECH in a subsequent e xtraction is less than 10% of that detected in

the first extraction, or until there is no analytically significant increase in the cumulative residue levels detected
Pricing is per device or pooled set

EO, ECH & EG (water extraction), exhausti ve extraction , 1st extraction EOR410 $375.00
Each additional extraction, per pooled set or device EOR415 $135.00
Pricing is product dependent, and we wono6t know the fins
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Bl 0 Resistance Perform ance Tests

Test Description Test Code Price
Biological indicator population verification
Paper carriers, viable spores (USP), liquid suspension or sutures
One species Bls, heat shocked, each setof 3  or 4 strips pooled (USP/ISO) BPV110 $265.00
Dual species Bls, heat shocked, each setof 3 or 4 strips  pooled (USP/ISO) BPV120 $295.00
One or dual species Bls, heat shocked , 3 Bls tested individually  (USP) BPV125 $425 .00
One or dual species Bls, heat shocked , 4 Bls tested individually (ISO) BPV130 $505 .00
D- value determinations  (up to 10 exposures)
EO BIER, spore strips: Stumbo method SDV110 $2,975.00
EO BIER, spore strips: Spearman Karber method SDV120 $3,285.00
EO BIER, organism isolate SDV130 Quote
Steam BIER, spore strips: Stumbo method SDV210 $2,975 .00
Steam BIER, spore strips: Spearman Karber method SDV220 $3,285.00
Steam BIER, organism isolate, each SDV230 Quote
Product D - value, 100% EO or steam : Stumbo method SDV310 $3,500.00
Product D - value, 100% EO or steam : Spearman Karber method SDV320 $4,775.00
Spore strip survival time  verification (Bls supplied by sponsor, please include manufacturers certificate)
EO BIER, USP (2 runsd 10 Bls each), survival test, each BIT310 $585.00
Steam BIER, USP (2 runs 9 10 Bls each), survival test, each BIT320 $585.00
Other methods or Bl quantities BIR330 Quote
Spore strip kill time  verification (Bls supplied by sponsor)
EO BIER, USP (2 runsd 10 Bls each), kill time, each BIT410 $585.00
Steam BIER, USP (2 runs 8 10 Bls each), kill time, each BIT420 $585.00
Other methods or Bl quantities BIT430 Quote
Spore strip incubation time reduction (RIT) study (Bls supplied by sponsor)
RIT per CDRH: 100% EO, 6 cycles RIT110 $4,250.00
Additional cycles, each RIT120 $690.00
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R&D

Order Biological Ind icators Seepage 37
Test Description Test Code Price
Spore strips test , each in 20 mL soy BIT210 $6.00
Spore strips test (Getinge/Castle ), each in G/C modified soy BIT220 $5.00
Self- contained biological indicators test BIT230 $2.50

Nelson Laborat or i es & sterilization capabilities also includes vap
MD880. For VHP exposures, comparative resistance, and sterilization validations please contact the Sales department
at sales@nelsonlabs.com .

Test Description Test Code Price
Hydrogen peroxide analysis , Topical (titration method)
H202 determination, assay only, up to 3 titrations, per sample HPR101 $160.00
H202 residue determination,  High level detection extraction and assay
o HPR110 $220.00
up to 3 titrations, per sample
Hydrogen peroxide analysis , Devices and Instruments (spectrophotometric method)
H202 residue deter mination: Low level, calibration curve, quantitation HPR201 $375.00
H202 residue deter mination, Low level detection extraction and assay:
HPR210 $160.00
per sample
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Sterilization Validation , Terminal Process for Radiation

ISO 11137 & AAMI TIR 33

Nelson Laboratories provides services for both radiation validation and routine dose audits. Each radiation validation
study includes all protocol, dose calcul ation, and final report fees. An initial bacteriostasis /fungistasis test is required
to validate sterility tests ( see page 21 ). For products that are consumed in testing (e.g. powders, gels, liquids), include

at least one additional sample for a positive control on all bioburden tests.

Verification dosing can be arranged through Nelson Laboratories for validations and dose audits. If verification dosing
is required, please specify on the sample submission form. Cost depends on choice of contract irradiator, shipping
fees, box size , and box guantity.

Test Description Test Code Price
VVDmax single lot validation

Bioburden (10), Sterility (10), B/F (6), ¢ oordination & summary report SVR110 Quote
VDmax three lot for quarterly release

Bioburden (30), Sterility (10), B/F (6), ¢ oordination & summary report SVR120 Quote
VDmax d ose audit

Bioburden (10), Sterility (10), ¢ oordination & summary report SVR130 Quote

Test Description Test Code Price
Method 1 validation

Bioburden (30), Sterility (100),  B/F (6), ¢ oordination & summary report SVR210 Quote
Method 1 dose audit

Bioburden (10), Sterility (100), ¢ oordination & summary report SVR220 Quote

Test Descriptio n Test Code Price
Method 2 validation  ANSI/AAMI/ISO 11137 - 2:2006 SVR310 Quote
Method 2 dose audit SVR320 Quote
D- value method validation or dose audit SVR410 Quote
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Sterilization Validations
Reusable Devices, Kits and Trays 0 ISO 11134; 17665

Test Description Test Code Price
Steam sterilization validation of a single device, per cycle type RVS110 Quote
Steam sterilization validation of tray/kit, per cycle type RVS130 Quote
Ethylene oxide sterilization validation of a single device , per cycle type RVS140 Quote
Ethylene oxide sterilization validation of tray/kit , per cycle type RVS145 Quote
Liquid chemical RVS150 Quote
STERRAD® validation of a single device , per cycle type RVS180 Quote
STERRAD® validation of a tray/kit, per cycle type RVS185 Quote

Repeat sterilization cycles for reprocessed devices 8 per cycle

Each steam cycle RSC110 $215.00

Each ethylene oxide cycle (100% EO) RSC120 Quote

Chemical immersion RSC130 Quote

Each pasteurization cycle RSC140 Quote

Each manual c leaning cycle RSC150 Quote

Each STERRAD® cycle RSC160 $265.00

Each automatic washer/disinfector cycle RSC180 $240.00

. StamSterlizatonvaidaon |

Test Description Test Code Price
Steam steril ization validation, on - site

Consult Nelson Laboratories for on - site sterilization validations OsVvi120 Quote
Steam sterilization cycle

Per cycle (1 ¥ hours or less per cycle) SEC150 $215.00
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Filter Sterilization Validations

Filter Sterilization Validations, ASTM

Please contact the Sales department at sales@nelsonlabs.com for specific product and method/test requirements.

Test Description Test Code Price
Sterilization filtration validations , PDA Technical Report 26 FSV210 Quote
Filter extractables testing

NVR and FTIR analysis only FSVv220 Quote

Contact Nelson Laboratories for other extractables analysis

Integrity test value validation, filters

Product wet integrity validation FSV230 Quote
Compatibility testing, fi  Ilters
Product wet integrity validation FSV240 Quote

Brevundimonas diminuta challenge

106 cartridge filter, each FSV110 $585.00

142 mm disk, each FSV115 $480.00

47 m m disk, each FSV120 $425.00

IV/syringe filters, each filter FSV125 $320.00

IV/syringe filters, additional filters FSV710 $110.00

Filter Prep: Hydrophobic filters requiring wetting (IPA added), additional charge FSV720 $55.00
Bubble point /integrity test /diffusion |, filters

Each filter FSV130 $110.00
Serratia marcescens challenge, filters

1006 ddgerfilter, each FSV140 $530.00
Mycoplasma challenge, filters

Each filter FSV145 $665.00
Virus challenge, filters FSV150 Quote
Bacterial endotoxin removal challenges, filters FSV160 Quote
Other challenge organisms, filter tests FSV170 Quote
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Cleaning Validations

Reusable Device s, Kits and Trays 8 AAMI TIR12 / TIR30 |
| ReuseTessforCleaningEvalaton |
Nelson Laboratories offers a full range of services to evaluate reusable devices, including inoculation, sterilization,
disinfection, cleaning, AAMI TIR 12 and TIR 30 evaluations, and post - reprocessing biocompatibility tests. As part of a
reusable device validation , product inoculation is an important component. The method of inoculation is dependent on
the product. Clients should consult their FDA reviewer or regulatory consultant for their specific product and test
requirements . It is the responsibility of clients to contact their FDA reviewer to confirm the appropriate test plan.

The total cost of a cleaning or disinfection validation is dependent on the device (type, size), cleaning or disinfection
requirements following the m  anufacturers intended instructions for use (IFUs) or internal procedures, and test materials
required (organisms, soil, etc). Contact the Sales Department at sales@nelsonlabs.com for a specific quote.

Test Description Test Code Price
AAMI TIR 12 Cleaning validation for reusable or reprocessed devices RVC101 Quote
AAMI TIR 30 Cleaning validation for reusable or reprocessed devices RVC105 Quote
Product inoculation for reusabl e or reprocessed device studies RVC110 Quote

Test Description Test Code Price

High level disinfection

The acceptance criteria of this procedure generally requires a 6 log reduction of Mycobacterium (M. terrae)
Mycobacterium only RHL110 Quote

Intermediate level disinfection (4 organisms)
The acceptance criteria of this procedure generally requires a 6 log reduction of vegetative organisms and a 3 log
reduction of M. terrae
Chemical disinfection, 3 replicates and 1 positive control RIL110 Quote

Low level disinfection (3 organisms)
The acceptance criteria of this procedure generally requires a 6 log reduction of vegetative organisms only
Chemical disinfection, 3 replicates and 1 positive control RLL110 Quote
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Test Description Test Code Price
Quantification of extractable residue, gravimetric, ASTM F2459 RMM110 Quote
Additional testing to consider for quantitative met hods:

FTIR Seepage 7
Soap/Detergent residuals by UV/Vis spectroscopy RMM210 Quote

Additional testing to consider for qualitative and quantitative methods:

Bioburden Seepage 20
Cytotoxicity See page 6
LAL See page 22
Particulates See page 22
TOC See page 36
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ging Validation and Testing - 1SO 11067

Test Description Test Code Price
Steam penetration studies SPV110- 135 Quote
Ethylene oxide penetration studies SPV210- 235 Quote
Ethylene ox ide residual for sterilant penetration studies SPV240- 245 Quote
STERRAELR penetration studies SPV310- 335 Quote

Event Related Sterility Assurance
General testing is per material type, 30 packs and 8 sites with environmental counts.

Test Description Test Code Price
30 days up to 365 days or custom intervals, no predicate ERS110 160 Quote
30 days up to 365 days or custom interval, with predicate (recommended) ERS210- 260 Quote

Accelerated Aging

One year of accelerated aging is 6 % weeks at 55 °C using 25° C ambient temperature . Alternate temperatures are
available. Contact the Sales Department at  sales@nelsonlabs.com for a specific quote.

Test Des cription Test Code Price
Protocol and report fee PKG110 Quote
Aging in chamber, p er day PKG115 $25.00
Thermal profiling (temp  erature or relative humidity ) PKG118 Quote
Additional fee if >10 cubic feet, per week PKG120 Quote

Distribution Stud ies
Transportation of these packages can provide exposure to situations that result in product failure before delivery to its
final destination. ~ Simulation tests include:  conditioning, swing arm drop test , compression test, loose lo ad testing, and
vibration testing.

Nelson Laboratories offers transportation and distribution test services on a subcontract basis through qualified partner

labs. We can assist you with coordinating required tests. The cost for these studies is dependen t on the subcontract
facility. Contact the Sales Department at  sales@nelsonlabs.com for a project quote.

Test Description Test Code Price
ASTM D4169 & Performance Testing of Shipping Containers and Systems PKG125 Quote
This test provides a uniform basis of evaluating the ability of shipping units to withstand the distribution environment. Th is is
accomplished by subjecting them to a test plan consisting of a sequence of anticipated hazard elements encountered in various
distribution cycles. This practice is not intended to supplant material specifications or existing pre - shipment test procedures.

ISTA 3A 8 General Simulation Performance Test PKG130 Quote
This procedure is a general simulation test for individual packaged - products shipped through a parcel delivery system. The test is
appropriate for four different types of packages commonly distributed as individual packages, either by air or ground.

Thermal Cycling PKG140 Quote
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Package Validations

Test Description Test Code Price

Packaging Validation & Non- porous PKG610 Quote
Types: Foil pouches, blister packs, poly/poly, etc.
Validation includes: Distribution, Accelerated Aging, Bubble Emission, Burst, Aerosol Challenge, and Summary Report

Packaging Validation & Porous PKG620 Quote
Types: Tyvek/Mylar, paper/M ylar, Tyvek/poly, etc.

Single or double pouch systems
Validation includes: Distribution, Accelerated Aging, Dye Migration, Seal Peel, Aerosol Challenge, and Summary Report

Packaging Validation & Header Bag PKG630 Quote
Types: Foil or Poly bag with Tyvek header strip.
Validation includes: Distribution, Accelerated Aging, Dye Migration, Seal Peel on two seals (Tyvek/poly or poly/poly) ,

Aerosol Challenge, and Summary Report

Burst test for packaging, ASTM F1140 PKG210 Quote
Seal peel test for packaging (Heat Seals), ASTM F88 PKG230 Quote
Dye migration test for packaging, ASTM F1929 PKG250 Quote
Bubble emission test for packaging, ASTM F2096 PKG260 Quote

Whole package integrity (microbial aerosol challenge for packaging )

This test is intended to challenge the whole package in order to determine package integrity of a finished product
package. Chamber size is 3 cubic feet with a single layer of product, configured for appropriate challenge flow. The
test includes the whole package microbial challenge, subsequent sterility testing on the packaged product to determine

penetration of the indicator organism used, test controls, digital pictures of chamber testing, and all protocol/report
fees. The digital p ictures will be a visual representation of the sample distribution.
Custom protocol Quote
Initial chamber run PK&E15 $2,350.00
Each additional chamber run (same set) PKG320 $1,600.00
Microbial ranking (exposure chamber method ), ASTM F1608
Per chamber run (4 samples) PKG350 $690 .00

Packaging Tests - Pharmaceutical

Test Description Test Code Price

Container closure/integrity, ASTM D4991
PDA TR 27. FDA Docket 980 -0021

Bacterial immersion PKG410 Quote
Dye immersion with UV/Vis analysis, each PKG420 Quote
Dye immersion with visual analysis only, each PKG430 Quote
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Product Validation and Lot Release Testing

Options for radiation sterilization

(validations and dose audits)

Seepage 13

Bioburden recovery effici

ency

Recovery efficiency is an important factor in calculating total bioburden. Routine bioburden analyses include one unit

tested for exhaustive rinse at no charge with each set of ten identical units.

minimum of 3 units

for recovery efficiency validation tests.

Nelson

Laboratories

recommends a

Test Description Test Code Price
Bioburden 9 exhaustive rinse method, per unit BIO910 $135.00
Bioburden & inoculate d product method, per unit B10920 $145.00
Bioburden 0 recovery qualification with multiple organisms, per unit BIO930 Quote
Bioburden 0 Pooling fee (small/medium product ) BIO710 $30.00
Bioburden & Sample item portion fee  (small/medium product ) BIO720 $30.00

Test Codes
BIO310

BIO320

Aerobic & anaerobic bacteria,
and fungi
Aerobic bacte ria, spores and fungi

Test Codes
BIO410

Bioburden & One Category Bioburden & Two Categories
Price Price
1- 9 samples $65.00 1- 9 samples $75.00
10 + samples $60.00 10 + samples $70.00
Test Codes Test Codes
BIO110  Aerobic bacteria only BIO210  Aerobic & anaerobic bacteria
BIO120  Anaerobic bacteria only BIO220  Aerobic bacteria & fungi
BIO130  Spores only BIO230  Aerobic bacteria & spores
BIO140  Fungi only
Bioburden & Three C ategories Bioburden & Four C ategories
Price Price
1-9samples  $90.00 1-9samples  $95.00
10 + samples $85.00 10 + samples $90.00

Aerobic & anaerobic bacteria,
spores and fungi
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Bacteriostasis and fungistasis (B/F) testi

Bacteriostasis and fungistasis tests

being tested for sterility should be initially validated with a B/F test.

ng is an essential part of sterility testing and is a USP requirement

. All products

USP is the default method unless specified.

Test Description Test Code Price
Bacteriostasis/Fungistasis Validation for Product Sterility
Two media types, 6 organisms  (USP/EP/JP)& cleanroom BFS120 $345.00
Two media types, 6 organisms (USP/EP/JP) & isolator BFS130 $545.00
One medi um type, 3 organisms (AAMI) 0 cleanroom BFS140 $215.00
Package validation for isolator sterility test
Required once per product/package PSI701 $450 .00
Two reads are included in sterility test prices. Additiona / daily reads are $15 per day.
Filtration tests utflizing Milljipore Ste riTest canisters will incur additional charges where more than one canister Is required.

Isolator tests requiring more than one sterilization run will incur additional charges.

Cleanroom Facility

(Class 100, ISO Class 5)

Im mersion Immersion Filtration
Test Code PSC110 Test Code PSC120 Test Code PSC150
<1L media volume >1L media volume Open Funnel or SteriTest
Set 10 $ 240.00 Set 10 $ 300 .00 Set 10 $ 350 .00
Set 20 $ 330.00 Set 20 $ 450.00 Set 20 $ 550 .00
Set 40 $ 510.00 Set 40 $ 750.00 Set 40 $ 950 .00
Set 100 $1,050.00 Set 100 $1,650.00 Set 100 $2,150 .00
If sample amounts are different than above, please contact the
Sales Department at sales@nelsonlabs.com
Isolator Facility
Immersion Filtration
Test Code PSI101 Test Code PSI150
<1L media volume Open Funnel or SteriTest
Set 10 $ 350.00 Set 10 $ 400.00
Set 20 $ 500.00 Set 20 $ 600.00
Set 40 $ 800.00 Set 40 $1,000.00
Set 100 $1,700.00 Set 100 $2,200.00
If sample amounts are different than above, please contact the

Sales Department at  sales@nelsonlabs.com
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LAL Validatio n testing (LAL/Bacterial Endotoxin/Pyrogen):

e The first three lot release reports constitute a validation for this test method.
e A device test generally represents 3 to 10 devices pooled for extraction.

Order LAL sampling bottles Call 801.290.7500
Test Des cription Test Code Price
LAL Validation Summary Report LAL105 Quote
Kinetic Turbidimetric method
Per test (Device immersion, device flush, or liquid/powder) LAL110 $120.00
Per test (Water) LAL140 $90.00
Kinetic Chromogenic method
Per test LAL150 $120.00
Gel Clot method
Per test LAL210 $145.00
Other fees and considerations:
LAL test: Alternate lysate or non - standard materials Quote
LAL test: Large device/kit or manipulation, additional fee Quote
Additional non - concurrent dilutions Cost of additional test
Water samples for endotoxin tests
Water samples should be collected into polystyrene tubes that are pyrogen - free or low pyrogen containers. Normally
10- 15 mL volumes are sufficient. Samples should be shipped cold to prevent growth

Particulates: Automatic Counter Method (HIAC ROYCO) & USP 788

Test Description Test Code Price
Particulates: Automatic coun ter method (devices) PAR110
1- 9 samples, each $220.00
10+ samples, each $175.00
Particulates: Automatic counter method (solutions) PAR120
1- 9 samples, each $160.00
10+ samples, each $145.00

Particulates: Microscopic Method 6 USP 788

Test Description Test Code Price
Particulates: Microscopic method
Devices, each PAR210 $250.00
Solutions, each PAR220 $225.00

Particulates: Other methods
Other methods avai lable upon request, including EN 45502 and ISO 1135 -4. If non - standard sample preparation or
additional extractions are required a separate quote should be requested.
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Microbial Identification

Which identification syst em is right for your isolate?
There are several options available for organism identification at Nelson Laboratories. Choosing the right system
depends on the type of information you need and the type of organism.
| Organism identifications  USP 71, ISO 11737
VITEKE2 COMPACT (V2C) 8 Primary system with  Four Card Types: Gram Positive, Gram Ne gative, Bacillus, Yeast
MIDI Fatty Acid Method & Secondary system with  Two Libraries: Environmental and Clinical
Genetic Identification  dGenetic identification is performed on a subcontract basis through qualified partner labs
Mold & Classical Method 8 Identification by macroscopic/microscopic evaluation to genus only
Correlation of Organisms 8 Visual correlation of colony morphology within a set of plates

Test Descrip tion Test Code Price
VITEK®2 COMPACT Organism Identification
Per isolate ( Gram stain included) IDS330 $125.00

Test Description Test Code Price
Bacteria identification 0 Environmental or Clin ical Library
MIDI (fatty acid) analysis, per isolate (Gram stain included) IDS110 $135.00

Test Description Test Code Price
Genetic identification IDX101 Quote

Test Description Test Code Price
Mold identifications

Classic morphological to at least genus, per isolate IDS210 $110.00

Microscopic and morphological w/digital picture, per isolate IDS220 $135.00
Biochemical tests (coagulase, oxidase, PYR test or catalase)

Biochemical confirmation 1DS240 $30.00
Gram stain

Per stain IDS510 $15.00
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R&D

Microbiological Analysis

Test Description Test Code Price
Suitability test for USP <61>
Suitability test, required once per product, per dilution MEP115 Quote
Routine Test for USP <61> & Total Aerobic Microbial Count and Total Yeast  /Mold Microbial Count
Filtration, each sample MEP250 $60.00
Pour Plate, each sample MEP255 $60.00
Spread Plate, each sample MER260 $60.00

Test Description Test Code Price
Suitability test for USP <62>
Suitability test, required once per product, per dilution MEP110 Quote
Combined Routine Test USP <61/62> Categories
Aqueous/Non - aqueous for oral use MEP205 $125.00
Inhalation use MEP210 $245.00
Transdermal patches MER215 $205.00
Rectal use MEP220 $60.00
Vaginal use MEP225 $220.00
Oromucosal, Gingival, Cutaneous, Nasal or Auricular use MEP230 $155.00

Copyright 20 10 - Nelson Laboratories, Inc. All Rights Reserved. AUX0148 Rev. 2
Page 24 of 45


mailto:sales@nelsonlabs.com
mailto:sales@nelsonlabs.com

Medical Device - Pharmaceutical - Natural Products

R&D Biocompatibility Sterilization Product Packaging Lot Release NEDON

/SO 10993 Validation Validatio n Validation (OC tests) LABORATORIES

www.nelsonlabs.com

Test Description Test Code Price
United States Pharmacopeia, USP <51> protocol APE
Qualification of neutralization for plate count method APE105 $375.00
Five organisms (one replic ate, plated in triplicate) APE110 $795.00
Five organisms (two replicates, each plated in triplicate) APE115 $1,600.00
USR EP protocol, APE
Qualification of neutralization for plate count method APE205 $375.00
Five organisms (one replicate, p  lated in triplicate) APE210 $1,275.00
Five organisms (two replicates, each plated in triplicate) APE215 $2,545 .00

Test Description Test Code Price
Antibiotic potency assay, USP 81 APA110

First sample $1,650.00

Each additional sample (same set) $350.00

Test Description Test Code Price
Standard plate count validation & USP 1227

Per dilution SPC820 $100. 00
Standard plate counts & spread or pour plate method

Aerobic bacteria only SPC110 $35.00

Aerobic bacteria & fungi SPC120 $65.00

Fungal only (molds and yeast) SPC130 $35.00

Optional: Additional plated dilutions (plate counts) SPC701 $15.00
Standard plate counts 8 membrane filtration (liquids)

Aerobic bacteria only SPC210 $35.00

Aerobic bacteria & fungi SPC220 $65.00

Fungal (molds and yeast) only SPC230 $35.00

Optional: Additional filtered dilutions (plate counts) SPC701 $15.00
Standard plate counts 8 membrane filtration (environmental water samples) Seepage 27
Total coliform counts & membrane filtration Seepage 27
MPN coliform count , BAM method

MPN coliform count, each MCC110 $80.00

Confirmatory test if positive, each MCC115 $100.00

Copyright 20 10 - Nelson Laboratories, Inc. All Rights Reserved. AUX0148 Rev. 2
Page 25 of 45



Medical Device - Pharmaceutical - Natural Products

R&D Biocompatibility Sterilization Product Packaging Lot Release NEDON

/SO 10993 Validation Validatio n Validation (OC tests) LABORATORIES
www.nelsonlabs.com

7 Natural Product Testing Services

Capabilities Overview & Natural Product

For the natural product and dietary  supplement industry , Nelson Laboratories specializes in microbiological methods
(standard plate count, colifor  m testing, organism identification, etc.) to assist in raw material screening. Additionally,
Nelson Laboratories offers USP microbial limits, preservative effectiveness studies, finished product testing,
environmental monitoring, pasteurization and steril ization evaluations, and other  compendia test method s.

Processed Tissue Testing Services |

NOTE: All tissue samples should be screened for viral pathogens and certified to be blood borne pathogen - free prior to
shipping samples to Nelson Laboratories for analysis. Please contact the Sales departme nt at sales@nelsonlabs.com for
more information.
Test Description Test Code Price
Selective Screen for Human Tissue
Qualification and preparatory testing MLT310 Quote
Modified microbial limits MLT320 Quote
Tests to consider for tissue processors:
Bioburden Quote
LAL/ pyrogen Quote
Sterility Quote
Packaging Seepage 18
Sterilization (radiation) Quote
Sterilization (liquid chemical 3 tissues) Quote
Disposal fee for biological hazard or tissue samples
Special test handling, materials and disposal fee Quote
Liquid chemical disinfection
Testing is dependent on tissue type, disinfectant process, etc. RVS150 Quote
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R&D

Environmental and Water Sy stem Monitoring

Test Description Test Code Price
Aerobic bacterial count , each replicate ENV210 $35.00
Aerobic bacterial count, with extended incubation for fungal counts, each replicate ENV215 $45.00
Anaerobic bacteria counts only, ea  ch replicate ENV220 $35.00
Fungal only, selective plating, each  replicate ENV230 $35.00
Aerobic and fungal only, selective plating, each replicate ENV240 $65.00
Total coliforms, Membrane filtration method, 2 replicates MCC130 $70.00

Test Description Test Code Price
Includes compendia testing and summary report
Purified water, USP PWA305 $185.00
Water for injection, USP PWA320 $275.00

Test Description Test Code Price
Aerobic bacteria & fungal counts ENV110
1- 29 samples, each $15.00
30+ samples, each $12.00
Swab samples
Aerobic bacteria counts only, each ENV120 $35.00
Fungal counts only, each ENV125 $35.00
Aerobic bacteria & fung i counts, each ENV130 $65.00
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7 Disinfection and Neutralization Studies

I Please contact the Sales department at sales@nelsonlabs.com for specific product and method/test requirements.

Test Description Test Code Price
Disinfectant kill time  test

Per variable or product dependency DIS115 Quote
Disinfectant sur face efficacy (coupon test)

Per variable or product dependency DCT110 Quote
Disinfection, AOAC or Tuberculocidal for EPA/FDA submissions Quote

It is the responsibility of the client to contact their FDA/EPA reviewer to confirm the appropriate test plan for their
disinfectant product 510(k) or other regulatory submission. Tests required for EPA submissions are prod uct dependent
and the client needs to consult with the EPA prior to testing.

Important information and requirements for all disinfectant tests:

Additional organisms may be tested upon request. Organisms which require different media for growth and/or

neutralization may require additional charges. A disposal fee will be added for all chemicals that are not returned to
the sponsor which cannot be disposed of in municipal drain systems. MSDS, or equivalent information, i s required for
all disinfectant submissions prior to testing. Please contact the Sales department at sales@nelsonlabs.com for specific
product and method/test requirements.
Test Description Test Code Price
ISO- FDA regimen test for disinfection of contact lens DIS850 Quote
ISO- FDA stand - alone test for disinfection of contact lens DIS860 Quote
Antimicrobial finishes AME110 Quote
Please contact the Sales department at sales@nelsonlabs.com for specific product and method/test requirements.
Test Description Test Code Price
Minimum inhibitory concentration (MIC ) DIS210 Quote
Minimum lethal concentration (MLC ) DIS220 Quote
Zone of inhibition ZHT110
Set up fee , per organism $375.00
Per sample/per time point fee $20.00
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Barrier Material Performance Tests

For wovens, nonwovens , and barrier material manufacturers (masks, gowns, gloves), Nelson Laboratories offers a wide

range of tests for bacterial and viral filtration efficiency and othe r barrier qualities in com  pliance with ASTM 2100, AAMI
PBr0, and other U.S. and international standards.

General and Surgical Mask Tests

Test Description ASTM F2100 EN 14683
Bacterial Filtration Efficiency (BFE) only BFE101 BFE105
1- 4 samples , each $95.00 $110.00
5- 19 samples, each $85.00 $105.00
20+ samples, each Quote Quote
Bacterial Filtration Efficiency, (BFE) with differential pressure BFE110 BFE115
1- 4 samples, each $100.00 $130.00
5- 19 samples, each $90.00 $120.00
20+ samples, each Quote Quote
Bacterial Filtration Efficiency (BFE) at Increased Challenge BFE120

Test Set Up Fee & minimum charge (includes first sample) $265.00

Per sample $140.00

Differential pressure onl y DPT101 DPT105
Set up and minimum charge (first 5 samples included) $130.00 $160.00
6+ samples, each $25.00 $30.00
Flammability test & 16 CFR Part 1610 FTS101

Per material type (up to 10 replicates may be required) $450 .00

Particle Filtration Efficiency: Latex particle challenge PFE110

Set up and minimum charge (first 5 samples included) $475 .00

6- 19 samples, each $95.00

20+ samples, each Quote

Synthetic blood fluid penetration resista nce for face masks ASTM F1862 SBP210 SBP215
1 set, 32 masks $265 .00 $265.00
2 sets, 64 masks $480.00 $480.00
3 sets, 96 masks $645 .00 $645 .00
Virus Filtration Efficiency (VFE): Bacteriophage VFE101

Set up and minimum charge (first 4 samples included) $475.00

5-19 samples, each $110.00

20+ samples, each Quote

Virus Filtration Efficiency (VFE): At Increased Challenge VFE120

Set up and minimum charge (first sample included) $265.00

Per sample $160.00
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Test Description Test Code Price
Filtration Efficiency: Sodium chloride (NaCl) aerosol challenge SCL101
For flat sheet media and filters
Load, conditioning, or sample preparation (for first time t est) Quote
Set up and minimum charge (first 5 samples included) $265 .00
6- 19 samples, each $55.00
20+ samples, each Quote
Filtration EfflClency:_ Dloctyl_ phthalate (DOP) DOP101
For flat sh eet media and filters
Load, conditioning, or sample preparation (for first time test) Quote
Set up and minimum charge (includes first 5 samples) $475 .00
6- 19 samples, each $85.00
20+ samples, each Quote
Filtration Efficiency: custo m/special aerosol challenges
Available upon request SFE001 Quote

Test Description Test Code Price
Respirator y Breathing Circuit Filter Efficiency - 1SO 23328 -1
Per sample RBC110 $60.00
Conditioning of filters, each RBC701 $135.00
NIOSH Respirator Certification: 21 CFR  Part 84
NIOSH respirator certification: Sodium Chloride (NaCl) 021 CFR Part 84.181 NRC110 $1,800.00
NIOSH respirator certification: Dioctyl Phthalate (DOP) 021 CFR Part 84.181 NRC115 $2,125.00
NIOSH respirator certification: inhalation/exhalation 0 21 CFR Part 84.180 NRC120 $320.00
NIOSH respirator certification: valve leak test 0 21 CFR Part 84.182 NRC125 $320.00
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AAMI PB70 @ Liquid Barrier Performance

ISO 16603 and ISO 16604 - Gowns/Drapes
The requirements for AAMI PB70 are to follow the ASTM, AATCC and other standards issued to classify surgical drapes
and gowns. The number of test sites and product classification determine the type of test to be performed. The
requirements for ISO 16603 (Synthetic Blood Penetration) and 16604 (Viral Penetration) are similar to the ASTM
standards and requirements under AAMI PB70 for Liquid Barrier Performance; however there are specific requirements
for time points and classification.

Test Description AAMI PB70 ISOReaEE
16604

Hydrostatic pressure test, INDA, AATCC 127, ISO HPT101

Set up and preparation (cutting), up to 32 specimens $110.00

Minimum test fee (includes first 5 samples) $220.00

6- 19 samples, each $45.00

20+ samples, each Quote

Spray impact test, INDA, AATCC 42, ISO SIT101

Set up and preparation (cutting), up to 32 specimens $110.00

Minimum test fee (includes first 5 samples) $240.00

6- 19 additional samples, each $50.00

20+ samples, each Quote

Synthetic blood penetration , ASTM F1670 or ISO 16603 SBP110 SBP120
Set up and preparation (cutting), per set of 32 specimens $160.00 $160.00
1- 14 specimens, each $80.00 $80.00
15- 29 specimens, each $70.00 $70.00
30+ specimens, each Quote Quote
Viral penetration , ASTM F1671 or ISO 16604 VPT110 VPT120
Set up and preparation (cutting), per set of 32 specimens $160.00 $160.00
Compatibility test, per material type $160.00 $160.00
1- 9 specimens, each $160.00 $160.00
10- 19 specimens, each $145.00 $145.00
20+ specimens, each Quote Quote
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EN 13795 - Gowns/Drapes

Contact the Sales Department at  sales@nelsonlabs.com for a quote for testing in compliance wi

th these standards.

Test Description Test Code Price
Microbial Cleanliness, 1ISO 11737 MCL110
1- 9 samples, each $75.00
10+ samples, each $70.00
Resistance to Liquid Penetratio n HPT210
Set up and preparation (cutting), up to 32 specimens $110.00
1- 5 samples, each $45.00
6- 19 samples, each $40.00
20+ samples, each Quote
Linting, ISO 9073 - 10 PSA130
Per sample (first 10 replicates included, five samples each side) $795.00
Tensile Test (Dry), EN 29073 -3 PHY150
Protocol and report fee Quote
Per sample/site $35.00
Tensile Test (Wet), EN 29073 -3 PHY155
Protocol and report fee Quote
Per sample/site $40.00
Additional Tests for Drapes and Gowns
Test Description Test Code Price
Particle shed analysis: Helmke d rum particle counts, IEST RP - CC003.3 PSA110
Set up fee and minimum charge (includes first 5 samples) $530.00
Each additional sample $110.00
Particle shed analysis: Gelbo flex test, ISO 9073 -10
Per sample (f irst 10 replicates included, five samples each side) PSA120 $795.00
Alcohol repellency, INDA BAR105
Set up fee and minimum charge (includes first 5 samples) $530.00
Each additional sample $100.00
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General Physical Tests

Test Description Test Code Price
Basis weight (weight uniformity )
Minimum per product type/lot, 1 1 samples ; each sample WuT101 $10.00

Condom tests

Test Description Test Code Price
Condom viral b arrier study
Bacteriophage with controls - qualitative & quantitative test

Sets of 20 test and 20 predicate samples required CDM110 Quote
Condom tensile test , ASTM D3492 - 02

Minimum per product type/lot, 13 samples ; each sample CDM120 $35.00
Condom burst test , ASTM D3492 - 02

Minimum per product type/lot, 13 samples ; each sample CDM130 $35.00
Dimensions of rubber condoms , ASTM D3492 - 02

Minimum per product type/lot, 13 samples ; each sample CDM140 $20.00
Evaluation of leakage in condoms

Each CDM150 $5.00

Glove tests

Test Description Test Code Price
Evaluation of leakage in gloves, ASTM D5151

Set of 125 gloves , exam or surgical GLV210 $530.00
Glove tensile test ASTM D3578 - 91; unaged

(Minimum per product type/lot, 13 samples), each GLV110 $30.00
Glove tensile test ASTM D3578 -91; aged

(Minimum per product type/lot, 13 samples), e ach GLV115 $40.00
Glove physical dimensions ASTM D3578 - 91

(Minimum per product type/lot, 13 samples), each GLV120 $20.00
Glove test, residual powder, ASTM D6124 method; unaged

(5 powder - free gloves or 2 powdered gloves), per test GLV130 $75.00
Glove test, residual powder, ASTM D6124 method; aged

(5 powder - free gloves or 2 powdered gloves), per test GLV135 $85.00
Glove puncture re sistance , ASTM F1342

(Minimum per product type/lot is 12 samples), each GLV140 $35.00
Glove heat aging degradation test ASTM D573

(Minimum per product type/lot, 11 samples), each GLV310 $45.00
Glove test: Whole glove viral  barrier study

Per sample GLV410 $320.00
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Glove viral penetration , ASTM F1671 VPT110
Set up and preparat ion (cutting), per set of 32 $160.00
Compatibility test, once per material $160.00
1- 9 specimens to test, each $160.00
10- 19 specimens to test, each $145.00
20+ specimens to test, each Quote
Latex ELISA for Antigenic Protein (LEAP ©) test for gloves* Quote

*Nelson Laboratories, Inc. offers this test on a subcontract or referral basis.

Test Description Test Code Price
Tear resistance of fabrics , NFPA 1999
Each sample PHY?220 $35.00

Minimum per product type/lot is 1 0 samples
Tear resistance of rubber and elastomerics

Each sample PHY225 $35.00
Minimum per product type/lot is 11 samples

Test Description Test Code Price
General tensile

Minimum per product type/lot is 13 samples, each PHY110 $35.00
Elastomeric materials, ASTM D412

Minimum per product type/lot is 11 samples, each PHY115 $35.00
Disposable fabr ic

Minimum per product type/lot is 11 samples, each PHY120 $35.00
Tensile Test (Wet or Dry), EN 29073 -3 See page 3 2
Heat seal (seal peal) pre cut & labeled See page 19
Special physical test projects

Contact Nelson Laboratories to discuss specific product and test requirements PHY901 Quote
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_____________________ GeneralAnalyticalTests______

Order sampling bottles Call 801.290.7500
Test Description Test Code Price
Alcohol determination

Methanol or Ethanol, each GCSs110 $240.00
Glutaraldehyde

Per sample GCS120 Quote
Isopropyl alcoh ol (IPA)

Per sample GCS130 $240.00
Solvent purity: IPA, MEK, MC, THF, CH

Per sample GCS150 Quote

Test Description Test Code Price
Conductivity, USP 645

Per sample CTA101 $70.00
Oxidizable subst ances

Per sample CHM120 $80.00
pH analysis

Per sample CHM110 $55.00
pH reported with other test

Per sample CHM115 $30.00
Protein assays

Protein device extraction fee PAL701 Quote

Micro BCA protein assay, each PAB110 $125.00
Sodium ben zoate analysis SBA110

1- 5 samples, each $160 .00

6- 19 samples, each $145.00

20+ samples, each Quote
Sodium or chloride identification

Per sample SCAl101 Quote
Sodium or chloride assay

Up to 3 titrations per sample, each sample SCAl10 $170.00
Specific gravity

Per sample SGA101 $130.00
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Total organic carbon (TOC) 8 O.l., USP 643, EP 2.2.44 TOC101
TOC dilution or preparation fee, each $30.00
TOC extraction fee, each $80.00
1- 10 TOC sample analysis, each (extract or liquid) $120.00
11- 19 TOC sample analysis, each (extract or liquid) $110.00
20+ TOC sample analysis, each (extract or liquid) Quote
UV/visible spectrophotometer scan uUvv110
Quantitation and  first sample $345.00
Each additional sample, UV/visible only $90.00
| waterContentD etermination inProduct |
Test Description Test Code Price
Moisture residue (gravimetric)
Per sample MRT101 $80.00
Water content by K arl Fischer titration, USP 921 method 1C
Normal reagents (3 replicates) KFT110 $160.00
Ketone reagents, 1 st sample KFT115 $375.00
Ketone reagents, each additional sample $85.00
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Description Order Code Price
Biological indicators, dual species with media
Getinge/Castle ®, each BIT801 Contact NLI
Biological indicators, single species without media
STERIS®Bacillus atrophaeus and Geobacillus stearothermophilus , each BIT802 Contact NLI
You may order water sampling supplies by calling Nelson Laboratories at 801.290.7500
Description Order Code Price
Sampling bottles: TOC analysis, each ENV860 Contact NLI
Sampling bottles: Conductivity analysis, each ENV870 Contact NLI
Sampling bottles: LAL sampling tubes (polystyrene ), bag of 25 tubes ENV880 Contact NLI
Sampling bottles: Micro water with thiosulfate pill, each ENV890 Contact NLI
Sampling bottles: Micro wa  ter without pill, each ENV895 Contact NLI
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General Fees and Policies

PRICES QUOTED ARE FOR U.S. DOLLARS OR CHECKS DRAWN ON U.S. BANKS
Published p rices herein apply to most test samples; however, it is recommended that clients consult with the Nelson
Sales department for a price quote on custom or large projects. Samples which require special handling, extra
processing or manipulations may incur add itional charges. Nelson Laboratories, Inc. will provide price quotations after
evaluation of the samples and/or protocol, prior to initiation of the work. Prices include submission of a final report by
U.S. Mail and maintenance of records and raw data as described in records retention below.

Prices are subject to change without notice. Price quotations valid for up to 90 days will be issued upon request by the
Nelson Sales Department. Please refer to the Nelson Laboratories website for current pricing : www.nelsonlabs.com

Terms are net 30 days from date of invoice. Interest at the rate of 1.25% per month (15% annual rate) will be added to
accounts past 30 days. A ¢ harge of $25.00 will be incurred for each returned check.

New Clients : A 50% prepayment is due for new clients before work can begin. The balance of the study cost is due after

the analysis is completed but before results are sent to the sponsor. For pro jects that are large or extended (>3 months),
partial or phase completion payments may be required. International clients will be required to submit full payment prior

to initiation of each study.

Established Clients : With a current account, establish  ed clients are invoiced after their studies are completed and

results are issued. Studies over $5,000.00 will normally require a 50% prepayment to help cover the initial set -up and
test costs for these studies. Balances past due (over 30 days) must be broug ht current before new work will be
accepted.

We accept wire transfers, checks drawn on U.S. Banks, or Visa, Master Card, and American Express credit cards. For
questions regarding credit applications or wire transfer routing, please contact Nelson Laborat oriesd6 Accoun-
Department at accounting@nelsonlabs.com .

Nelson Laboratories generally lists standard volume discounts in its published price guides. Negotiated volume - based
price quotes and discounts will be reviewed by our Sales Department and are subject to change on an annual basis.
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Due to recent U.S. FDA and U.S. government regulations, inte rnational shipments require specific documentation to
ensure timely receipt at the laboratory. Please be sure to include:
- A completed Sample Submission Form with your product/samples
- Be sure to note OSAMPLES FOR ANALYSIp®duét ddddptionf@deur abiidrAN USE
shipping documents. This will help U.S. customs clear your product for shipment to the laboratory with minimal delays.
- All shipments sent to Nelson Laboratories from outside the United States must pass through U.S . customs. There
will generally be a cost associated with shipping to/from Nelson Laboratories that cannot be determined until the
shipment arrives.
- Please note that all US and International Customs Fees , Taxes, Tariffs and related costs will be billed to the client
on the final invoice. Full payment for lab services must be received prior to initiation of testing.

Final reports intended for submission to the U.S. Food and Drug Administration (FDA) o r the U.S. Environmental
Protection Agency (EPA) in support of a marketing request may need to be conducted under the current Good

Laboratory Practices (cGLP) regulations of the specific agency. Sponsors should notify the laboratory prior to initiation

of such tests and this should be done on the Sample Submission Form checkbox for GLP / Non - GLP. Additional
charges apply for all GLP studies. Large studies will incur standard GLP fees or a 15% GLP fee, whichever is greater.

All GLP fees are per study typ e:

FDA GLP study fee (U.S. clients) .......cccceeevviinnenn. $ 275.00 or 15%, whichever is greater
EPA GLP study fee (U.S. clients) ........cccccceevineenn. $ 375.00 or 15%, whichever is greater
FDA 510(k) and other regulatory submissions should include a predicate with a current 510(k) or other regu latory

approval. It is the responsibility of clients to consult about their test plan with their FDA or regulatory reviewer for all
510(k) and other regulatory submissions prior to testing.

GLP studies must be pre - approved by both the sponsor and the lab oratory, performed according to a specific protocol,
recorded on the GLP study master schedule, and inspected by the quality assurance department. Nelson Laboratories

complies with all phases of the FDA and EPA GLP regulations. If you are required to sub mit final reports in a specific
format, please note your request on the Sample Submission Form when remitting samples to the lab for analysis. If you
need additional assistance, please contact Client Services at clientservices@nelsonlabs.com
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STAT fees are for expedited testing and are an additional 50% (up to 100%) of the test invoice (minimum fee, $50.00).
STAT fees compensate for requirements toi  nterrupt generally scheduled tests, expedite material purchases, or may
require staff overtime, after - hours, weekend, or holiday work situations. STAT requests are typically indicated by the
STAT checkbox on the Sample Submission Form. Weekend or holid ay STAT fees may be billed at twice the normal
STAT rate and will be quoted to the client where applicable.

STAT requests will be honored when capabilities permit. Due to compendial test method requirements for incubation
and other time or scientific cons  traints, some tests may not benefit from STAT requests. Where possible, please
consult with the lab in advance regarding STAT studies and turnaround time expectations.

A minimum fee of $250.00 will be charged for each shipment of controlled substances received for testing. Pre -
notification of all controlled substance shipments and appropriate documentation are required for regulatory

compliance. Hazardous mater ials that cannot be returned or easily disposed of will incur an additional charge of at

least $50.00, but will vary depending on the amount and type of disposal required. Please contact the Nelson Sales
Department prior to shipping controlled substances or hazardous materials to the lab.

A purchase order and full payment for partial billings is required where the client has requested initiation of a study
and subsequently cancels the study. In order to cove r administrative costs, a charge of $25.00 is assessed at the time
a study is cancelled in addition to any work already completed on the project.

At the sponsor &8s caelpuetused aftestesting. Allesamples will be shipped via UPS Ground unless
otherwise specified. A general pricing guideline is outlined below:

MIinimum Charge: ......cccovvveviiiiiiieniis eeriveenieens $ 6.00 + shipping cost
Minimum Special Handling Fee: ........cccociiviinnnnee. $ 25.00 + shipping cost

Some samp les require special handling/packaging in order to ship them without damage. In such cases, we will charge
a minimum of $25.00 plus the shipping cost to return the samples. This fee may increase due to the amount of

samples and time spent preparing them fo r shipping. Please contact our shipping department if you have any special
requirements or specifications for sample return.
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As a value - added service to our client s, Nelson Laboratories provides an  on- line, secure site access to final reports at
https://secure.nelsonlabs.com . Generally final reports are availab  le on the secure site for download (PDF) before the
hard copy is mailed. To activate your on - line account please contact Client Services at clientservices@nelsonlabs.com

Requests for overnight delive  ry, additional original copies of reports, sample returns, and archiving of samples will be

honored. Charges will be incurred accordingly. We generally do not charge for periodic requests for a fax or e - mail
report.

On- site duplicate report or raw data ~ .......cceeeee... $ 25.00

Off - site duplicate report or raw data  ................... $ 60.00

Amended report ... e $ 75.00

Photocopy of recent report — .......cccovveeviiiieeninnee. .No charge

PDF copy of recent report ........ccooccceeeeviiieeenns ... No charge; available on secure client site
Additional charges for protocol studies and special projects will be g uoted separately

Protocols are issued upon request to clients who intend to submit samples to the laboratory. A purchase order number

must be submitted for requested protocols when samples have not yet been submitted. All p rotocols that are issued
and have not been used in testing within three months from the day the protocol was sent will be billed. If samples are

sent within a year of the original issue date, the amount billed will be credited to the final invoice.

The pr otocol fee compensates for staff time in preparing and issuing protocols, however, billing for protocols is not a
transfer of intellectual property or rights owned by Nelson Laboratories.

Nelson Laborator ies, Inc. offers consulting services for various test services and on - site services (minimum of $120.00
per hour). Our services include biocompatibility, sterilization validations, cleanroom procedures, bioburden control,
environmental control, barrier tes ting, filter validations, packaging material validations, FDA and EPA regulations, etc.
Contact the Nelson Sales department for a consultant quotation and to determine the appropriate staff member(s) for

your project.

All data will be saved for  ten years, or as required by law, with a backup computer optical image. File storage beyond

ten years will be billed at an annual rate of $30 per study. U.S. FDA typically requires retention of sampl es for five
years. U.S. EPA typically requires retention of records and specimens for ten years, butin many cases they may need to
be retained for the market life of the product and are the responsibility of clients.

It is the policy of Nelson Laborator  ies to return all GLP samples to the client. However, if you elect to archive such
samples at Nelson Laboratories, you will be billed $100 per year for solids (non - toxic ) and $200 a year for liquids.
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INDEX OF TEST SERVICES
AAMI ST72:2002 - LAL 22 BFE test with Delta P
AAMI TIR 12 16 Bl population verificaton
AAMI TIR 27:2001, VDmax 13 Bioburden recovery efficiency
AAMI TIR 30 16 Biobu rden resistance, EO sterilization
AATCC 127, Hydrostatic pressure 31 Bioburden tests
AATCC 42, Spray impact penetration 31 Biological indicator (BI) sterility test
AATCC Method 100, fabrics 28 Breathing system filter
AATCC Method 147, fabrics 28 BSF filter tests
Accelerated Aging 18 Bubble emission test
Agar Overlay 6 Bubble point test, filters
Alcohol determination 35 Burst test
Ames mutagenicity test 6 Cancellation Fees
Antibiotic potency assay 25 Capabilities Overview & Natural Products
Antimicrobial finishes 28 Chromogenic method, LAL testing
Antimicrobial Preservative Efficacy 25 Chromosomal Aberration
ASTM 2108, agar slurry 28 Cleaning validation on new ly manufactured devices
ASTM 2149, shake flask 28 Cleanroom sterility
ASTM BFE test 29 Clinical batch release
ASTM D3578 - 91, Glove dimensions 33 Clinical validation
ASTM D4169 , Distribution 18 Comparative resistance, EO s terilization
ASTM D6124 , Glove powder content 33 Complement Activation
ASTM F1608, Microbial ranking 19 Condom tests
ASTM F1670, Synthetic blood penetration 31 Barrier (bacteriophage)
ASTM F1671, Viral penetration 31 Burst tests
ASTM F2100, Mask and barrier tests 29 Dimensions of rubber condoms
ASTM F2459, Residual manufacturing materials 17 Evaluation of leakage
ASTM F88, Seal peel 19 Tensile tests
ASTM Hemolysis test 7 Conductivity
Automated particle counts 22 Consulting Services
B. diminuta challenge, filters 15 Contai ner closure/integrity
B/F test 21 Controlled Substances
Bacteria & yeast identifications 23 Coupon test
Bacterial endotoxin removel, filters 15 Cytotoxicity
Bacterial filtration efficiency, (BFE) 29 Detergent residuals
Bacterial filtration efficiency, EN14683 29 Differential pressure, ASTM
Bacteriostasis/Fungistasis test 21 Differential pressure, EN 14683
Barrier material performance tests 29 Differential scanning calorimetry
Basis weight 33 Diffusion test, filters
BFE test 29 Dioctyl phthalate aerosol challenge
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Discounts
Disinfectant surface efficacy
Disinfectant tests

Kill time study

Use dilution, AOAC
Disinfection of reprocessed devices
Disposal fee, disinfectants
Distributi on Studies
Dog thrombogenicity (  /n vivo)
DOP test
Dosing
DSC
Duplicate Origin al Reports
Dye migration test
EN 13795
EN 14683 , Mask and barrier tests
Endotoxin test
Environmenta | monitoring
Environmental water sample test
EO & ECH residual analysis
EO cycle development
EO single ba tch release st udy
EO, ECH, & EO residual analysis
EP 2.6.1 - sterility
Ethylene oxide sterilization
Evaluation of leakage in condoms
Evaluation of leakage in gloves
Extractable/Leachable, Analytical Chemistry
Exposure cycles, EO
Facility validation
Filter compatibility testing
Filter extractables testing
Filter integrity testing
Filter Sterilization Validation, ASTM
Flammability test
Fluid penetration resistance
FTIR analysis
Gas chromatography test
Gel clot method , LAL test
Gelbo flex test
General Physical Tests
General Analytical Tests
General Fees and Policies
Genetic organism ID
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Genotoxicity
Genotoxicity, mouse ( /n vivo)
Glove tests
Dimensions
Evaluation of leakage
Heat aging degradation
Puncture resistance
Tensile test
Viral penetration
Whole glove viral barrier
GLP Studies and Fees
GC- MS
Gram Stain
H202 determination
Helmke drum particle counts
Hemocompatibility
Hemolysis test
HIAC ROYCO particle counts
Hydrogen peroxide residuals
Hydrogen peroxide steri  lization
ICP- MS, Full scan
IEST RR CC- 003.3 - Particle counts
Implantation studies (/7 vivo)
In vivo test services
Infrared analysis (FTIR)
Inoculation: Sterilization validations
Integrity test, filters
International Clients
Irritation ( /in vivo)
ISO 10993
10993 - 3 - Genotoxicity, /n vitro
10993 - 4 - Hemocompatibility, /n vitro
10993 -5 - Cytotoxicity, in vitro
Genotoxicity (mouse) , /n vivo
Hemocompatibility, /in vivo
Implantation studies
In vitro tests
In vivo tests
Irritation
Sensitization
Sub- chronic toxicity
Systemic t oxicity
ISO 10993 - 18
Materials characterization
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1ISO 11135
Bioburden tests 20
EO sterilization validation 9

1ISO 11137 - 1995 Annex B

Method 1 radiation 13

1ISO 11737
Bioburden tests 20
Organism IDs 23
1SO 11737, Microbial cleanliness 32
ISO 16603 , Synthetic blood 31
ISO 16604 , Viral penetration 31
ISO 23328, Breathing system filters 30
ISO- FDA regimen test, contacts 28
ISO- FDA stand - alone, contacts 28
Isolator sterility 21
ISTA 3A 18
JIS Z 2801, cover film 28
Karl Fischer titratio n 36
Kill time 28

LAL Tests:
Kinetic turbidimetric method 22
Kinetic chromogenic method 22
Gel clot method 22
LAL / pyrogen test 22
Latex ELISA for Antigenic Protein 34
Latex particle challenge 29
LC- MS 7
LEAP Seelatex ELISA
Leachabl e/Extractables 7
Linting 32
Liquid chem ical validation 14
Lot Release Testing 20
MEM Elution 6
Method 1 4 radiation 13
MIC test 28
Microbial aerosol challenge for packaging 19
Microbial cleanliness 32
Microbial Id entification 23
Microbial limits test 24
Microbial ranking (exposure chamber method) 19
Microbiological Analysis 24
Microscopic method, particulates 22
MIDI organism ID 23
Military spec MIL36954C 29
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Minimum inhibitory concentration
Minimum lethal concentration
MLC test
Moisture residue
Mold identification
MPN coliform coun t
Mycoplasma challenge, filters
NaCl aerosol challenge
Natural Product Test Services
NIOSH 95
OECD 471 - Ames test
OECD 473 S2A and S2B
On- line Report Access
Organism identifications (IDs)
Package / packaging material tests
Packaging validation and testing
Partial thromboplastin time
Particle Filtration
Particulate Analys is
Pathogen screen
USP 61/62 Microbial limits
PB70 & Surgical drapes & gowns
PCD preparation
PDA technical report 26
PFE
Physicochemical tests, Plastics, USP
Pig thrombogenicity ( /n vivo)
Platelet and leukocyte count (PLC)
Price Policies and Requirements
Process challenge device preparation
Processed tissue testing services
Product d - value, 100% EO
Product inoculation
Reusable device studies
Sterilization validations
Product sterility test
Protocols
PTT test
Purified water analysis, USP
Radiation Dosing
Radiation Sterilization Validation
Raw Material Characterization
Record and Sample Retention
Relative resistance, EO sterilization
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28
28
28
36
23
25
15
30
26
30

6

6
41
23
19
18

7
29
22

24
31
9
15
29
7
7

38
SeePCD preparation

26

11

16
9
21
41
7
27
13
13
7
41
9



Medical Device -

Residual manufacturing materials

Resistance to liquid penetration

Respirator tests

Reusable device studies 6 AAMI TIR12 / TIR30
Seal peel test

Sensitization (/n vivo)

Serratia marcescens challenge, filters

Sheep thrombogenicity (
Shelf life sterility
Shipping a nd Special Handling

invivo)

Soap residuals

Sodium chloride aerosol challenge

Spearman Karber method, D- value

Spore strip reduced incubation time validation
Spore strip RIT per CDRH

Spore strip survivor/kill time

Spore strips test, sterility

Standard plate counts, environmental water
Standard plate counts

STAT fees

Steam penetration studies

Steam sterilizati on validation

Sterilant gas residue, 1SO 10993 -7

Sterilant penetration studies

Sterilization cycles
Sterilization V alidation
Sterilization validations 0 device/tray
Sterilizer humidity distribution

Sterilizer temperature distribution
STERRAD® validation

Stumbo method, D- value

Sub- chronic toxicity ( /n vivo)
Substantiation of 25 kGy 0 VD max
Supplies

Synthetic blood penetration

Systemic toxicity ( /n vivo)

Tear resistance
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Pharmaceutical

17
32
30
16
19

15

18
40
17
30
11
11
11
11
12
27
25
40
18
14
10
18
14

14

14

11

13

37

31

34

- Natural Products

NEDON

LABORATORIES
www.nelsonlabs.com

Tensile test 34
Terms of Payment 38
Thermal Cycling 18
Total coliforms 27
Total organic carbon (TOC) 36
Toxicology & biocompatibility ( 7/ vitro) 6
USP 161

LAL / pyrogen tests 22

Sterility tests 21
USP 61 Harmonized 24
USP 62 Harmonized 24
USP 643, TOC 36
USP 661, Physicochemical plastics 7
USP 71

B/F requirement 21

Sterility tests 21

Organism IDs 23
USP 788, Particulate analysis 22
USP 797

Endotoxin tests 22

Sterility tests 21
USP 85- LAL 22
USP purified water analysis 27
USP water tests 27
Vapor hydrogen peroxide sterilization 12
VDmax method - radiation 13
VHP sterilization 12
Viral penetration 31
Virus challenge, filters 15
Virus filtration efficiency (VFE) 29
Vitek® 2 organism i dentification 23
Water for injection, USP 27
Water tests, USP 27
Weight uniformity 33
Whole package integrity test 19
Yeast identifications 23
Zone of inhibition 28
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