APPENDIX B

Demonstration Script
1. Company Background

a. Briefly discuss corporate accomplishments, in general, and specifically to the product you will be demonstrating, and the features of your product that differentiate your LIMS from your competitors.

2. Documentation 

a. Present an overview of LIMS documentation and Training manuals.

3. Security

a. Demonstrate multiple levels of security including read-only, limited editing, and full access to the database.

b. Demonstrate how personnel are blocked from access to areas within the LIMS down to the test code level.

4. Patient /Submitter Creation

a. Create a submitter (clinic), associate to a physician with multiple (at least two) patients.

b. Assign one of the same patients in the previous step to a different physician for one of the submitters created in the previous step.

c. Create a non-physician related submitter.

d. Associate a submitter-related ID number to a patient.

e. Edit and then delete one of the submitters created above.

5. Analytical Requests

a. Create at least three analytical tests.  One of the tests shall be a multi-analyte test.

b. Create an analytical panel consisting of two analytical tests.

c. Add an additional analytical test to the analytical panel.

d. Assign the default value to be used by each analyte for the analytical test.

e. Demonstrate how the same analytical test can have a different analyte default values for a different submitter or program.

f. Demonstrate, at the analysis level, how to define and enter configurable algorithms for conditional criteria.

6. Login

a. Login a specimen for Bacteriological testing.  Assign a submitter generated ID number and cross-reference to a unique LIMS generated ID number. 

b. Discuss how the LIMS will handle received specimens with missing patient or submission data.

c. Login a specimen for Newborn Screening. Demonstrate a differently formatted Login screen than the Login screen used for the Bacteriology specimen.

d. Enter comments for one of the specimens logged in.

e. Login a second specimen for newborn screening using the same patient as the previously logged in specimen and demonstrate the ability for the LIMS to associate (link) the new submission data for that patient to the old patient data. 

f. For 8e, upon review of historical data “linked” to new data, show how the appropriate personnel can accept the “link” to commit into the LIMS (both specimens are now traceable to the same patient while maintaining independent submission information).

g. Generate a chain of custody, specimen labels, and assign analytical tests.

h. Cancel one of the previously assigned tests from a specimen that was logged in.

i. Reprint (or show to screen) a COC and barcode labels on one of the specimens received.

j. Demonstrate how the LIMS will distinguish specimens from different laboratory sections using the LIMS unique numbering structure.

k. Demonstrate how the LIMS can accept submission information in flat file, comma delimited, or similar type formats. Upon receipt of the submission, associate it to the electronically provided demographic data using basic Login information such as submission date, submitter ID number and patient ID number.

7. Internal Chain of Custody

a. Discuss (or show to screen) how the LIMS handles Internal Chain of Custody assignable to only one Laboratory Section.

8. Workload Management

a. Generate a list of specimens that are available for analysis.  Show how to sort and organize the list based on test code, department, hold time, priority, etc.

b. Discuss (or show to screen) how the LIMS will handle prep and analyses hold times. Demonstrate automated triggers for short hold times.

c. Create a batch of specimens for analysis, including QC. Discuss how the LIMS associates QC samples and results with specimens in the batch.

d. Analyze a specimen without batching it (No QC).

9. Data Entry

a. Manually enter an analytical test result for a previously logged-in specimen.  Demonstrate default value differences between two or more tests.

b. Demonstrate the use of method limits to notify the analyst of result entries outside of the defined “range”. 

c. Demonstrate how the LIMS provides a location for results storage in the case of tests that are completed prior to completion of demographics entry.

d. Show how the LIMS assigns data qualifiers to entered results.  Demonstrate how the analyst would edit or add additional qualifiers.

e. Associate an image file to a narrative result.

f. Demonstrate how the LIMS reviews a results entry and automatically assigns the next (confirmatory) test based on positive results.

g. Demonstrate how conditional criteria set up in 5f affects a result entry.

h. Discuss or demonstrate how the LIMS handles data from repeated or confirmatory analyses in multiple runs in terms of which data is posted.

10. Data Review

a. Change an analytical result during review and demonstrate the audit trail functionality associated with this step. Generate an audit trail report and discuss how original and modified data records are linked and stored.

b. Reject results of a specimen and send the specimen back for re-analysis.  

11. QA/QC

a. Demonstrate how LIMS data is used to create a statistical process control chart for quality control data from an analytical method.

b. Demonstrate a QC report for results of an analytical batch. 

c. Track Standards and QC used in an analysis back to its source in Inventory.

12. Schedule

a. Schedule a group of 4 mice for 30-day routine rabies work, tracking each mouse individually. Associate the group of mice to a specific specimen number.

b. Remove one mouse from the group after three days and document.

c. Demonstrate how a scheduled event provides triggers to appropriate personnel and how the event is traceable to a particular submission (specimen).

d. Schedule an equipment maintenance event and show a configurable lead-time notification to assigned personnel.

13. Inventory

a. Display a list of multiple inventory and storage locations.

b. Display information related to an inventory item such as Vendor demographics.

c. Enter new inventory items into at least two of the locations and demonstrate the ability to view ALL entered items with an indication of storage location.

d.  Demonstrate the ability to view only the items in a specific location.

e. Remove (bar code scan) an item from inventory so that a pre-set “threshold” is triggered, a re-order form is generated (complete with item and Vendor information), and the appropriate personnel are notified.

f.  Show how an ordered inventory item can be tracked and appropriate personnel notified if the item is not received within a configurable time frame.

14. Reports

a. Print a result report containing results for specimens that were logged in during this demonstration. Include data qualifier examples.

b. Prepare an ad hoc or "quick" report based on user search conditions such submitter ID numbers, program or funding codes, date ranges, section or departmental (area) codes, specimen LIMS identifier range(s), laboratory assigned number range(s), and QC data.

c. Demonstrate or discuss how reports for the Bioterrorism area are prevented from being automatically printed upon completion.

d. Re-print a report and maintain the original print date.  

e. Export data to an Excel spreadsheet.

15. Document Management

a. Demonstrate the Document Management System within the LIMS.

b. Automatically trigger a follow-up letter for repeat testing in the Newborn screening area based on a results entry.

c. Automatically trigger a follow-up letter for the Newborn screening area based on an expired time frame from a previous letter sent.

d. Enter a result for the test requested by the letter in step15b and close the patient case based on that result from the LIMS. 
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