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 Form No. PBLLSRMicroAnalytical-1.5 © 
LABORATORY SERVICE REQUEST (LSR) FORM
Instructions: Please select the requested test before printing. Submit the form along with sample(s). Initiation of sample analysis may be delayed if form is not complete.
CLIENT INFORMATION
PO Number: 
Client  (Send Report To):
SERVICE INFORMATION
Regulatory Treatment:
 Rush Services (Will incur a 50% surcharge): 
Regulatory Treatment:
 Rush Services (Will incur a 50% surcharge): 
cGMP
Regulatory Treatment:
 Rush Services (Will incur a 50% surcharge): 
Complete the following section if GLP:
GLP Stability Testing and Test Article Characterization (Certificate of Analysis):
Note:  GLP testing requires, by Federal regulation, accurate identification of the test and control articles (e.g., a lot number, batch number or sample code) that allows unambiguous traceability of the tested material. GLP testing also requires that the testing laboratory document characterization of the test and control articles for stability, strength, purity, and composition, or other characteristics which will appropriately define the test or control article. This information is typically provided by the Sponsor and is required for each batch of test or control article tested; this documentation is often in the form of a Certificate of Analysis (C of A). For testing of biomedical devices that contain no drugs, Pacific BioLabs requires documentation of the identity, composition, and stability of the material tested. 
Failure to provide this information will be noted as noncompliance with GLP regulations in the Final Report.
Regulatory Treatment:    
  Rush Services  (Will incur a 50% surcharge): 
Regulatory Compliance Needed (GLP Only):    
Purpose of Testing:
Note:  GLP testing requires, by Federal regulation, accurate identification of the test and control articles (e.g., a lot number, batch number or sample code) that allows unambiguous traceability of the tested material. GLP testing also requires that the testing laboratory document characterization of the test and control articles for stability, strength, purity, and composition, or other characteristics which will appropriately define the test or control article. This information is typically provided by the Sponsor and is required for each batch of test or control article tested; this documentation is often in the form of a Certificate of Analysis (C of A). For testing of biomedical devices that contain no drugs, Pacific BioLabs requires documentation of the identity, composition, and stability of the material tested.
Failure to provide this information will be noted as noncompliance with GLP regulations in the Final Report          
 *New tests requests open at the bottom of the page 
SAMPLE INFORMATION
Physical Description:
Storage Condition:
Controlled Substance:  
 Hazardous:
Include MSDS if samples are hazardous. A fee will apply for disposal of hazardous samples.
Sample Disposition: (Check one box)
Samples will be discarded 30 days after report unless otherwise indicated.
Final Intended Use:
  Can the sample be cut?  
  Sterility Status:
Surface Area Calculations Completed By:
ISO 10993-12, The standard surface area can be used to determine the volume of extraction vehicle needed.  This area includes the combined area of both sides of the sample and excludes indeterminate surface irregularities.  When surface area cannot be determined due to the configuration of the sample, a mass/volume of extracting fluid shall be used.Unusually complex surface area calculations that are to be performed by PBL may incur additional charges.
Extraction of large samples may incur additional media charges.
  Can the sample be cut?  
  Sterility Status:
TEST REQUIRED
Environmental monitoring samples collected by:
(Date(s)/Technician):
(Date(s)/Technician):
Test:
    Shipping: Keep samples at 2-8oC during shipment.  Samples should not be in transit for more than 24 hours.
SAMPLE INFORMATION
No. Samples
Collection Type / Media Type
(Air Sample Strips, Fallout Plates, Contact Plates, Swabs, etc.) 
Media Expiration Date
Sample Identification
(Please use sample codes, locations or other identification that should appear on final report) 
Date/Time Sampled
Expiration Date
Vol. per Container
Specification
No. of Containers
Method
Requested Test
Sample Name/Sample Description
Use separate spreadsheet if list of samples cannot fit in the below spaces.
SAMPLE INFORMATION
*If HPC, specify volume to test and  type of media:
**General water testing: cleaning validation extractions, swab samples, tap water
TEST REQUIRED
Test:
SAMPLE INFORMATION
Storage Condition:
Number of Samples
Sample Identification
(Please use sample name that should appear on final report)
TESTING REQUIRED      (Please check all required tests)
Purpose:
Cleaning Procedure:
Method of Cleaning:
Cleaning Chemical?
Biomarkers for evaluation:
Surface Area cm2:
Purpose:
What is the classification of the sample?    
Level of Disinfection:
Disinfection Procedure:
Method of Disinfection:
Disinfectant residual evaluation?  
*Cytotoxicity requires surface area and thickness   
Test Purpose:
°C, min
)*
*Half cycles will be used for validations
°C, min
)*
*Half cycles will be used for validations
TESTING REQUIRED
List part(s) of the Sample to be tested:
Final intended use/application of Sample:
Final Intended Sterilization Method:
Test Article:
Method:
Bioburden Validation (ISO/AAMI):    
Bioburden Routine Testing (Check all that apply):
Liquids/Powders:
Medical Devices:
Method:
Microbial Confirmation Tests: (check all that apply)
Sample Item Portion (SIP):    
TESTING REQUIRED
Test Article:
Test Method:
Production Lot Size:
Volume Per Container:
Purpose of Testing:
Method of Sterilization: (MUST check one)
Suitability - Bacteriostasis/Fungistasis:
Routine Testing:
                (Sterile samples required for B&F/Validation test)
Method:
VALIDATION
Inhibition and Enhancement Test (USP/EP/JP) (Required by GMP regulations)
Method:
Specify Limit:
Check number of lots to be validated:
TESTING REQUIRED
Method  
Method
Limit  
TESTING REQUIRED
Plate Count Method Suitability: (Required by GMP regulations)
Test Method and Product Category
Please note test article samples must have low bioburden so it does not compete with inoculated microorganism.  For routine testing, 110 grams 
or mL are needed and for the validation 25 grams are needed.
     Category
     Category
TESTING REQUIRED
Harmonized Pharmacopeia - Microbial Enumeration and Specified Microorganisms
Route of Administration:
Plate Count Method Suitability (required by cGMP regulations):
USP Chapters:
USP 61/ USP 2021:
USP 62/ USP 2022:
USP 60
Routine Test: CHECK TESTS TO BE PERFORMED
USP 61/ USP 2021:
USP 62/ USP 2022:
USP 60
SUPPLIES/DELIVERY INFO
Method of Delivery:
Please indicate the quantity of each item that you need
Environmental Monitoring Supplies:
SDA:
Other:
TSA:
SDA:
Other:
Rose Bengal:
SDA:
Other:
Space Holder (non-functional)
TEST PROCEDURE
CYTOTOXICITY TESTS
Please specify guidelines:
Please specify test method:
 All cytotoxicity samples for the MEM Elution test will be extracted and/or incubated at 37°C for 24 hours in MEM, unless otherwise specified by Sponsor.
If modifications are required please specify below:
OTHER TESTS/SPECIAL INSTRUCTIONS:
LABORATORY SERVICE REQUEST (LSR) - WATER TESTING
 
Sample Submission Procedure 
 
TOC 
Samples for TOC testing should be collected into (2) 40 mL TOC (Special septum cap) glass vials. (1 for test, 1 extra). If the spigot will be cleaned with an organic solvent for micro sampling, make sure that the TOC sample is taken prior to cleaning. Organic solvents may provide out of specification results. Open the tap and allow the interior surface to be cleaned by a flush of water. Fill the sample vial with fluid, then discard; repeating 3 times prior to filling the vial with the water for testing. Document the appropriate sample ID (location), date and time of sampling for your records, on the LSR (Laboratory Service Request) form and on each vial. Maintain samples at 2-8ºC. Do not freeze. 
 
Pacific BioLabs Sampling Supplies: TOC Sample Vials, 40 mL 
Conductivity 
Please submit 1,000 mL per test. Document the appropriate ID (location), date and time of sampling for your records, on the LSR (Laboratory Service Request) form and on each bottle. These samples do not have to be refrigerated. 
 
Pacific BioLabs Sampling Supplies: Polycarbonate Bottle, 1 Liter or Glass Bottle with Teflon Lined Cap, 1 Liter 
 
Microbiological Analyses 
Please submit 120 mL per microbiological analysis. This testing must be performed within 24 hours of the sample collection time in order to receive accurate microbial counts. Please collect the sample(s) as late in the day as possible. Ship the sample(s) for Next-Day delivery by 8:00 AM (if at all possible). This will help to ensure that your samples are received, processed into the lab and the testing performed within the allotted time frame. Document the appropriate ID (location), date and time of sampling for your records, on the LSR (Laboratory Service Request) form and on each specimen cup. Maintain samples at 2-8ºC. Do not freeze. 
 
Total Heterotrophic Plate Count  - Please specify amount of sample submitted that Pacific BioLabs is to test. 
Pacific BioLabs Sampling Supplies: Specimen Cups, Sterile, 120 mL  
Bacterial Endotoxin 
Please indicate your endotoxin limit on your paperwork. The USP does not state an endotoxin limit for purified water. Fill 1 sterile, non-pyrogenic 15 mL polysterene test tube to capacity. Document the appropriate ID (location), date and time of sampling for your records, on the LSR (Laboratory Service Request) form and on each tube. Maintain samples at 2-8ºC. Do not freeze. 
 
Pacific BioLabs Sampling Supplies: Test Tubes, Sterile, Non-pyrogenic, 15 mL  
Particulate Matter 
Samples for particulate are generally stored and shipped at the normal storage conditions for the product. Please indicate on your paperwork if you would like us to perform the test with the light obscuration or microscopic method. Samples should be taken in pre-cleaned containers for bulk product. All other samples are sent in the regular packaging. For products that are < 25 mL each container, the USP requires a minimum of 10 pooled containers with a total volume of not less than 20 mL. Products that are greater than/equal to 25 mL each may be tested individually but are reported per container as required for small volume samples. If you expect your sample to fail the light obscuration test, please submit double this amount since this method uses 15 mL and we will need to request additional sample in order to perform the microscopic method. 
  
Please note that Pacific BioLabs subcontracts particulate matter testing to a Pacific BioLabs audited facility. 
(Signature and date, or electronic signature is required for testing to begin; unsigned LSR forms will not be processed)
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