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1. Purpose and Scope 

 

The Center for Veterinary Biologics-Inspection and Compliance (CVB-IC) may request special 

testing on samples submitted by the manufacturer or on samples collected during an inspection 

or investigation as part of the regulations listed in the Code of Federal Regulations, Title 9 (9 

CFR), Part 113.6.  This document covers the procedure to be used when requesting testing in 

response to firm requests, such as reprocessing, rebottling or extension of dating; in response to a 

suspected non-compliance or action item identified on an inspection report; or during an 

investigation. 

 

This document also describes the CVB-IC testing policy, guidelines, and steps for entering 

special test requests (STR or SR) into the Licensing, Serial Release, and Testing Information 

System (LSRTIS) and the processing of these requests.   

 

 Additional information regarding Special Request Testing associated with investigations is 

covered in the current version of CVBSOP0101, Tests Requested to Assist Investigations – 

Processes and Responsibilities. 

 

 

2. Definitions/Acronyms 

 

2.1  Licensing, Serial Release, and Testing Information System (LSRTIS):  This 

system is the laboratory information management system used by the CVB.  It is 

accessed through the World Wide Web:   

 

 

2.2  Laboratory:  The CVB Laboratory Sections (may be one or more Sections) 

 

2.3 Special Request:  A request for testing to be conducted at the Laboratory,  

sometimes referred to as a special test request, STR or SR. 

 

2.4 Originator:  The CVB-IC Biologics Specialist, Product Specialist, Senior 

Biologics Specialist, Section Leader, or Director requesting the test. 

 

2.5  CBI:  Confidential Business Information 

 

2.6  PC:  Program Coordinator 
 

2.7  Verified:  The process when complete test results are validated by a Laboratory 

Section Leader or designee.  
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3. CVB-IC Test Request Policy 

 

3.1 While it is CVB policy to select and initiate testing on product samples within 7 

calendar days of receipt and on diagnostic test kits within 3 working days of receipt 

(Center For Veterinary Biologics Notice No. 12-25) for the purposes of check testing, 

CVB-IC personnel may also request a special test for the purposes noted below.  

  

a.  Prior to market release of the serial, serials may be tested by the CVB after 

the samples have passed the selection period if there is a question regarding 

the purity, potency, or safety.  This may be information submitted on the 

APHIS Form 2008 or other information received by CVB. 

 

b. Serials may be tested in conjunction with an investigation. 

 

NOTE:  If a serial has been released for market, the firm will be notified that 

serials/products are being placed on test and at risk for regulatory action upon 

unfavorable results (reference CVBSOP0101 for specifics). 
 

 

4. Submitting a Special Test Request 

 

  Table 1:  Special Request Test Purposes used by CVB-IC 

 

Inspection and Compliance 

Test Purposes 
Applicability 

Problem Test triggered by a firm event or deviation 

Complaint Test triggered by a customer complaint 

Unlicensed Investigation involving unlicensed product 

Extension of Dating Firm request to extend expiration of serial  

Reprocessed Further manipulation of licensed product 

Rebottling 

Manipulation involving fill of completed 

product 

 

4.1 The Specialist 
 

 Determines the need to test a serial of product and discusses plans with their 

Section Leader. 

 

 Contacts the Agent/Test Contact or PEL Section Leader for concurrence 

on the need and availability of test resources 
 

 If a test intended for a special request is not in the test system within LSRTIS, 

then a test may be added by using Test Definitions after consulting with the 

Laboratory.  The test must be entered as a Test Definition, however, to 
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continue; for example, CAV Detection for egg outbreaks or 9 CFR purity 

testing for firms conducting EU purity tests.   

 

 Enters the request in LSRTIS, Serial Release Menu.  The specialist then 

chooses Special Request and selects Create New. 

 

 The specialist completes the following fields: 

 

a) Purpose (see Table 1 for test purposes):  The CVB-IC purposes include 

Problem, Complaint, UnLicensed, Extension of Dating, Reprocessed, and 

Rebottling; 

 

b) Establishment:  The Establishment Number; 
 

c) Comments:  Special instructions for the test; for example, as part of CAV 

Outbreak, EIA investigation or Test in accordance with procedure Titled: 

XXXXX;  
 

d) Attachments:  Adds the user selected attachment to the special request 

record; 
 

e) Product Code:  Licensed Code Number; 
 

f) VBI Number:  This item must be added before the serial number whenever 

this field is applicable. The format is YY-XXX.  An error will occur if the 

VBI Number is added after the serial number is added.  Until further 

notice, add the VBI Number before serial number when applicable.  

 

g) Serial Number:  Serial designation of the product being tested: 

 

i. This number must match the number used for the samples submitted. 

The originator must select “ Add” to include the serial number.  The 

system allows additional serials of the same licensed code to be tested. 

However, CVB-IC policy is to add one serial per request (see Section 

4.2);  

 

ii. Add Test(s):  to be conducted by the Laboratory.  You will now go to 

the section to “Select Test to Add”.  

 

h) The section to select the test(s) will have:  

 

 i. Copy Existing Test 

  

a. Test Category:  Purity, Safety, Potency, Chemistry and Identity;  
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b. Selections for Establishment:  This field defaults to the chosen 

establishment;  

c. Product Code and; 

d. Agent fraction:  This field is relevant for potency test; for example, 

Clostridium Chauvoei fraction of multivalent products.  

 

Note:  There will be fields left blank for test depending on the 

relevance.  For example, a purity test and Test Kits do not require an 

Agent Fraction. 

 

or 

 

ii. Use Test Definitions 

 

a. Test Type (In vivo vs. In vitro) 

b. Test Code (if known) 

c. Test Category (Purity/Safety/Potency, etc.) 

d. Test Name (if known) 

e. Species (use if an animal test) 

f. Agent Fractions 

 

Select “Save General Test Information” 
 

i) Select “Search” after the fields have been populated.  The result area will 

have a selection of tests to conduct.  These test or test(s) are based on the 

Test Systems or Test Definitions selected for the Licensed Code.  Click 

the “Copy Test Check Box” and Save your chosen test; 

 

j) Auth Number:  Special Request Authorization Number.  This is an 

automatic number created by LSRTIS. 

 

k) Lot Id:  Identification used for Master Seeds or Master Cells exclusively. 

The CVB-IC does not use Lot ID. 

 

l) Complete SR:  This actually assigns the STR to the respective lab sections 

 

m) Status:  The default information after the creation of the STR is RC (see 

Table 2). 
 

n) Description:  This field is intended for additional information regarding 

the STR. 

 

4.2  Serial number(s):  If several serials are listed on the same request, the results will 

be held until all serials have been tested and the results validated.  If an employee wishes 

to have serial test results released independently of each other, each serial must be 
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entered on separate requests.  For the most part, IC enters each serial on a separate 

request.   

 

Note:  The serial number(s) must be entered in the same format as entered in 

LSRTIS.  If entered incorrectly, the request will not be matched with samples at the 

Laboratory Resource Unit (LRU).  This is especially true with reprocessed serials, 

for which the serial number may be a projected number supplied by the firm and 

may not take into account possible subserial numbering of the reprocessed serial. 

 

4.3 The laboratory section will be automatically designated depending on the test 

selected. 

 

Note:  The request will not be completed in LSRTIS until all assigned Sections have 

verified their results and designate the status as CP (see Table 2), so if more than 

one Section is designated and a Section has not  completed their test, the request will 

remain open.  (The serial will be “On Test” until completion.) 

 

4.4.  If the Serial has a Form 2008 on file at the CVB, the Specialist will print the 

“View Special Request Screen” (see Section 7.0 for instructions) and will attach the 

View Special Request sheet to the Form 2008.   

 

4.4.1  The specialist will perform the Specialist Review on the Serial Release 

Action Sheet. 

 

4.4.2  The specialist will add relevant comments to the Comments Field, for 

example: “On Special Request ######”.  

 

4.4.3  The APHIS 2008 Disposition Field will be left as “Not to be Tested” due 

to the fact that it will be changed at the time of Ready for Signature.  Confirm that 

the Serial is in the On Test list of the Laboratory Actions of the Serial Release 

Action Sheet.  

 

4.4.4  The specialist will file the Form 2008 in the BCA Pending Files.    

 

4.5  If there is not an APHIS Form 2008 on file:  The specialist will contact the 

Agent/Test Contact or PEL Section Leader for concurrence on the need and availability 

of test resources.  If the product to be tested is from an antigen lot, the specialist will 

assign the Product Code and Serial Number to use for the STR.  This Product Code and 

Serial Number must match the sample submitted by the firm, the information on the STR, 

and must be documented in writing as a request from the CVB to the firm.  

 

4.5.1  The specialist will follow the Steps 4.1 through 4.3.  
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5. Laboratory Response to the Request 

 

If test samples are already in the LRU repository, the request for testing is released to the 

designated Laboratory Section(s) for a response.  If samples have not yet been submitted, the 

link in LSRTIS for laboratory actions will highlight the product under the Waiting Samples 

Section.  When samples arrive, the Laboratory is notified at real time through LSRTIS and can 

respond to the request by entering the tests that will be conducted, projected off test dates, and 

the number of samples needed. 

 

 

6. Review of the Special Request and Biologics Test Results 

 

6.1 The LSRTIS uses several codes to indicate the status of Laboratory testing.  Some 

of the codes appear only on selected LSRTIS reports.   

 

 Table 2:  Status of Laboratory testing in STR.  

 

Code Definition 

PD Pending 

RC Recommended (Waiting on Lab Scheduling) 

CP Completed 

VR Verified 

WE Waiting Establishment  

PR Pending Results 

PV Pending Verification 

CA Cancelled 

AD Awaiting Delivery of Sample from Firm 

AS Awaiting Samples from LRU 

NS Not Selected for Testing by CVB-Lab 

   

When testing is complete, the serial appears on the Action Sheet in the Ready for 

Approval Section.  A Test Report hyperlink will be positioned next to record to be 

printed out by the BCA.  The test result abbreviations include:  

 

 Table 3:  Test Results 

 

Code Definition 

NT No Test 

ST Satisfactory 

US Unsatisfactory 

IC Inconclusive 
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6.2   Form 2008 is on File at the CVB for a Licensed Final Use Product:  

 

The serial release action sheet in LSRTIS will be opened and the BCA ready for approval 

area will be selected.  The originator or the Section Leader may see the completed test 

report prior to the 2008s being processed.  After the results are evaluated, the BCA prints 

two copies of test results for serials that had test(s) completed on them and all relevant 

information from the pending file to the PC.   

 

 The PC follows the routine release procedures for the serial.  The originator 

will review the test results and the information is shared with supervisor.  The 

appropriate APHIS disposition is then determined.  
 

 The specialist may prepare a statement for the BCA to type on the Form 2008 

and/or selects one of the Miscellaneous Responses in the current version of 

ICSOP0010, Processing Serial Records. 

 

 The BCA or the specialist may file a second copy of the report in the 

respective investigation file if the testing is associated with an adverse event 

report or an investigation. 

 

6.3  No APHIS Form 2008 on file (Antigen Lot) 

 

The specialist may request an APHIS Form 2008 for the antigen lot used for the STR in 

order to clear this record in LSRTIS or request the firm to document the antigen lot as a 

component in future serials in the remark section of future APHIS Form 2008s.  If the 

CVB requests the firm to document the antigen lot as a component in future serials, this 

must be submitted to the firm in writing (CVB Mail Log).  The LSRTIS record for the 

Antigen Lot may be cleared after the information relevant to the purity, safety, or potency 

is sufficient to close the case.  The originator must document relevant information in the 

comments section of the Specialist Review and Specialist Ready for Signature record.  

 

6.4  Results Not Reported in LSRTIS 

 

If test reports are not posted in LSRTIS as expected, the Lead Biologics Compliance 

Assistant (BCA) or Product Specialist should contact the Laboratory as soon as possible.  

 

 

7.0  LSRTIS STR VIEW   
 

Under LSRTIS, Phase II & III, use the Licensing Pane to track the progress of the Special 

Requests and to print the status of the STR.  Select the Action Sheet in the Licensing 

Pane and select Track SR by user.  Section Leaders or other specialist may Track Special 

Requests initiated by different originators.  
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This view lists the STRs in progress and completed.  The specialist may open the 

Licensing Action Sheet in LSRTIS and check the status of the STR.  The “In Progress” 

area provides information of serials currently being tested by the Laboratory.  The 

Complete area requires an action by the originator.  Select “View” for the STR results 

obtained by the laboratory and determine a course of action based on the laboratory 

conclusion.  The Originator selects “Verify” to complete the process.  This step changes 

the status of the STR to VR.  This step is different from the verification performed by the 

Laboratory (see Table 2).   
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