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Requirements Matrix

CATE-GORY
REQUIREMENT
RFP Section
CODE
Yes, Yes/Clarify Alternate

No
Comments (Mandatory)

2
Proposed systems must address not only immediate but also the long-term goals of the laboratory.
20.000
M



2
The proposed system enables full compliance with Good Automated Laboratory Practices and meets Clinical Laboratory Improvement Act requirements.
20.000
M



4
Proposals shall identify any hardware and infrastructure requirements needed to support the proposed LIMS.
30.100
M



1,2
The delivered LIMS shall utilize Windows NT/2000 managed file and print services.
30.110
M

 

1,2
The preferred browser is Internet Explorer 5.0+.
30.120
M



1
The delivered LIMS shall be able to generate reports and other information in the form of HTML files.
30.120
M



2
The preferred database is Microsoft SQL Server or Oracle 8.x +.
30.130
M



2,4
Submitted proposals shall discuss how the delivered LIMS will address the specific needs of the KY PHL facility that are outlined in this document, in addition to any other LIMS features that are proposed by the vendor.
30.000
M



4
Proposals shall include a detailed project plan and a proposed project schedule indicating the major tasks (including significant milestones necessary for an on time, within budget, and fully functional implementation).
30.000
M



4
The vendor’s response shall include a pre-install owner checklist that covers hardware, software and staffing levels that the KY PHL must provide.
30.010
M



4
Proposers shall provide, as part of their proposal, a path or sequence of events, including a timetable, for the completion of this effort.
30.010
M



4
If the installation process is separate from the LIMS software in the bid, a recommended path for completion of the installation process shall be included in any submitted proposal.
30.010
M



5
The chosen Vendor shall provide technical training during software installation to the KY DHS IT staff assigned to this LIMS project. 
30.020
M



5
Training shall be provided on the KYPHL site to System Administrators at the time of initial installation, and end user training shall be provided at the time of the final installation.
30.020
M



4
The proposer shall include a detailed discussion of how LIMS training is to be addressed. The discussion shall include a list of course titles, course abstracts, and a description of the target audience.
30.020
M



4
The proposer shall provide one hard copy and one electronic copy of current functional user and system administration training documentation as well as one hard copy of all current user documentation, if different.
30.030
M



4
Delivery of the LIMS should include delivery of all source code for database development and the user interface as well as any auxiliary programs integrated into the LIMS.  
30.030
HD



4
The vendor shall include electronic and printed system documentation for the delivered LIMS. 
30.040
M



4
The documentation shall include a design specification detailing LIMS functionality as well as the design of the database including work/data flow diagrams and database entity relationship diagrams.
30.040
M



4
In concert with the design specification, the vendor shall provide a prototype of the user interface to demonstrate methodology and style of the screens.  
30.040
M



4
Is a detailed project plan that outlines the approach and proposed schedule for the project included?
30.000
M



4
Is the Requirements Matrix in Appendix D completed: including all comments?
30.000
M



3
The vendor shall provide to the KY PHL sufficient background and experiential information so that the KY PHL is reasonably confident that the task (data migration) can be accomplished.  
30.050
M



2
The primary design of the delivered LIMS should be thin client or possess thin client characteristics for free upgrades as part of the maintenance agreement, utilizing Oracle 8.x + as the Internet application server.
30.140
M



1,2
The system shall allow a minimum of 45 simultaneous users without degradation of system performance.
30.140
M



1
The delivered LIMS should be pre-configured with an auto logoff capability that logs a user off the system after a period of inactivity. Auto log-off times to be configurable by KYPHL.
30.140
HD



1
The delivered LIMS shall support users external to the KY PHL location via a Wide-Area Network (WAN), dial-in, or Internet access with appropriate security, subject to the limitations of the available bandwidth.
30.140
M



2
All network applications must support Transmission Control Protocol/Internet Protocol (TCP/IP) standards.
30.140
M



2
All client components of the delivered LIMS shall be fully 32-bit compatible with Microsoft Windows NT 4.0/2000 or higher.
30.140
M



2
The delivered LIMS shall be based on industry-standard, commercially available components and tools such as HTML/ASP editors.
30.140
M



2
The security measures shall be compatible with Oracle, Internet Explorer, and Windows NT, 2000.
30.150
M



2
The LIMS shall be in full compliance with all Commonwealth of Kentucky and all Federal regulations pertaining to electronic transmission of patient and health information, standards and reagents at the time of implementation (HIPAA).
30.150
M



2
This security shall be capable of providing read-only, limited editing, and full access to the database and be configurable as to types of access granted to all objects within the central database.
30.151
M



1
Based upon the user’s information, the application shall control which menus, screens, and functions within screens are available to that specific user at a specific location.
30.152
M



1,2
User security shall be configurable by KY PHL LIMS administrative personnel down to the test code level. Extra security shall be provided for particularly sensitive areas such as Bio-terrorism.
30.152
M



1,2
The delivered LIMS shall include configurable security for access to network resources such as printers, directories, and files.
30.153
M



1,2
The LIMS shall be delivered fully capable and compatible with access via the Internet.
30.154
M



2
The delivered LIMS shall be open database connectivity (ODBC) compliant.  
30.160
M



2
The delivered LIMS shall have the ability to automatically send reports and other information to authorized LIMS users and laboratory clients, via the KY PHL e-mail, fax, LAN, or WAN system.
30.161
M



1
The proposed LIMS shall pass report information to fax servers at the KY PHL facility after completion status is achieved. Automatic and real-time faxing capability shall be provided
30.162
M



2
The delivered LIMS shall be pre-configured with the capability to create EDD(s).
30.163
M



1,2
The delivered LIMS should be pre-configured to accept EDDs from program databases and use the information to update the LIMS database.
30.163
M



1,2
The delivered LIMS should be pre-configured to create and receive EDDs for instrumentation, hand held Personal Digital Assistant (PDAs), other programs and other devices.
30.163
M



2
The EDDs shall not be written in a proprietary language.
30.163
M



1
The delivered LIMS should be fully compatible with and pre-configured for use of bar code reader devices for entry of selected information such as sample identification and inventory items.
30.170
M



1
The delivered LIMS shall generate bar code labels of various sizes, with mixed text and barcodes, for use in sample and batch identification and any other areas where bar code labels will enhance user productivity.
30.170
M



4
The LIMS shall allow customization of labels by Laboratory Section as desired.
30.170
M



4
Were all tools and 3rd party software necessary for proper administration of the System, the user interface, and any auxiliary programs integrated into the system, included?
30.180
M



2
The delivered LIMS should not rely on proprietary technology or components.
30.180
M



4
Was a discussion of any service contract options offered included?
30.060
M



4
Are free upgrades included in the maintenance agreement?
30.060
M



4
Was a discussion of any warranties or guarantees that are applicable to the offered products and services included?
30.070
M



4,5
The delivered LIMS shall be provided with a 12-month initial warranty from the date of final agency acceptance.  At a minimum, the delivered LIMS shall be warranted against deficiencies in functionality (as defined in the approved design specification) and defects in operation for a period of one year from the date of the KY PHL’s acceptance of the fully operational LIMS.
30.070
M



5
The vendor shall be capable of providing technical support through the following means: (1) On-Site Support  (2) Telephone Support (Indicate days and hours of availability) (3) Remote access support (The proposer shall indicate compatibility with remote access support subject to appropriate security measures) (4) passing of electronic files 
30.080
M



4
The delivered LIMS shall operate within the data processing environment of KY PHL and the Kentucky DHS.
30.190
M



2,4
The LIMS application shall be installed on a server located in the KY PHL facility.
30.191
HD



2,4
The vendor shall install, and the LIMS shall utilize, a central relational SQL or Oracle 8.x or higher database to be located on a KY DHS server. The LIMS database shall be kept on a server apart from the LIMS application.
30.192
HD



2
The KY DHS/PHL should be able to add additional tables to the delivered LIMS database without violating warranties or licensing agreements.
30.192
M



2
The delivered LIMS shall allow multiple users to access the data simultaneously for data entry and retrieval without locking each other out.
30.192
M



2,5
The central database should be provided complete with tools for database management, archiving, and restoring from archive capabilities.
30.192
M



1,2
The delivered LIMS should support transfer of data between the LIMS and office automation products via Dynamic Data Exchange (DDE) or Object Linking and Embedding (OLE2).
30.194
M



1,2
The delivered LIMS shall have the ability to backup and archive all database records to the current KY DHS standard (CD).
30.195
M



5
The delivered LIMS shall also include support for moving data from the active database to historical or archive databases.
30.195
M



2
The delivered LIMS shall be a central repository for all laboratory data collected from all of the data sources identified throughout this document.  
APP A.

Intro
M



1
Public health specimens must be associated with a customer who submits the specimen as well as a patient who is the source of the specimen.
30.210
M



1
The LIMS shall provide cross-reference of this ID number to the unique LIMS assigned number and to the laboratory assigned specimen number.
30.210
M



1
Upon data entry, if historical data for a patient is present in the LIMS, the LIMS shall associate any new submission data for that patient to the old patient data. 
30.210
M



1
If historical data is associated to new submissions based on the number and definition of criteria as defined by each KY PHL section, the LIMS shall flag the new submission, show new and old submission information, hold for review, and allow manual changes and release.
30.210
M



1
The delivered LIMS shall allow analysts to input numbering schema instituted outside of the LIMS and associate a LIMS assigned unique identifier to the submission based on the outside number and specific analysis area.
30.220
M



1,2
The delivered LIMS shall automatically generate the right number of labels, based on tests ordered, with proper analysis codes on each label.
30.220
M



1
The LIMS assigned unique code number shall relate to all login information at a later time using the laboratory assigned number.
30.220
M



1,2
The LIMS shall accept data in flat file, comma delimited, or similar type formats.
30.220
M



1,2
Association to the electronically provided demographic data shall be made by the LIMS upon receipt of the submission and entry of basic Login information such as submission date, submitter ID number and patient ID number.
30.220
M



1
The LIMS shall track cassettes used in the IH area and mailed to submitters after initial weights are recorded.
30.220
HD



1,2
Upon receipt of a pre-logged cassette, the LIMS shall re-associate it by using its pre-login number, to the original information.
30.220
HD



1
The delivered LIMS shall accept manual data entry in the event that there is no electronic import of submitter demographics.
  30.230
M



1,2
Login screens shall be configurable by section or area of the laboratory.
30.230
M



1,2
The LIMS shall Auto-populate county based on city entry or auto-populate county and city based on zip code entry.
30.230
HD



1
The LIMS shall provide “type-ahead” or auto-filter through list capability for manual data entry as well as all other entry fields in the LIMS.
30.230
M



1,2
The LIMS shall populate appropriate entries in the workload management module to project expected workload.
30.230
M



1,2
The delivered LIMS shall provide for the assignment of a Priority 1 (emergency) or Priority 2 (routine) status code. This Priority status shall be searchable and the specimen numbers of a Priority 1 specimen will “float” to the top of any work list generated.
30.230
HD



1,2
The delivered LIMS shall allow users to change the priority of a specimen at any stage of the process and shall noticeably distinguish the change to users.
30.230
HD



2
The delivered LIMS shall maintain a distinct, sequential specimen numbering system and permit the laboratory to assign the numeric pattern.
30.230
M



1,2
The delivered LIMS shall generate specimen identifiers of all fractions received, as well as fractions created at the time of login.
30.230
M



1
The delivered LIMS shall allow login personnel to flag a specimen if any information on the submission form is unclear or causes conflict with normal processing procedures, indicating the need for review by a Supervisor.   
30.230
M



1,2
The delivered LIMS shall have a place for "comments" that are communicated through the System to the analysts and management, which can be used to describe any unusual circumstances or special requests observed during login or noted on the submission form.  The delivered LIMS shall also allow for multiple levels of comments.
30.230
M



1
The delivered LIMS shall produce a Login receipt form, upon demand, of what was logged in, for KY PHL assigned time frames.
30.230
M



1
The delivered LIMS shall allow authorized KY PHL personnel to cancel a test scheduled for a specimen without canceling the whole specimen, with full audit trail.  
30.230
M



1
The delivered LIMS shall allow KY PHL authorized personnel to add tests at a later date with full audit trail.
30.230
M



1
The delivered LIMS shall also allow for canceling of an entire specimen with full audit trail.
30.230
M



1,2
The delivered LIMS shall have the capability of maintaining an internal chain of custody for specimens that require it.  
30.230
M



1
The delivered LIMS shall produce work-lists and management reports (both on-screen and printable).
30.240
M



1
The delivered LIMS shall be pre-configured to query the database by test code, group of test codes, or by analytical section/area.
30.240
M



1
The analyst shall be able to prioritize the workload by parameters such as remaining hold time by sample date and receive date, special turnaround requests, priority, or by date received with the delivered LIMS.  The work lists shall be easily configurable depending on the laboratory's requirements.
30.240
M



1,2
The LIMS shall provide the QC batch work-lists on-screen, in printable form, or as an EDD to be able to be uploaded to laboratory instrumentation through third party interface.
30.240
M



1
The delivered LIMS shall generate lists of all pending work according to the remaining hold time, age of specimen, submitter, priority, or turnaround requested, and allow the analyst and laboratory management to differentiate among the five.
30.240
M



1
Flags for calculated (remaining hours and/or days) short hold times shall be available on all work-lists and the delivered LIMS shall actively/automatically notify designated personnel when a specified threshold is reached.
30.240
HD



1,2
The delivered LIMS shall assign specimen and analysis status values when specimens are received, logged and processed by the lab.
30.240
M



1
The delivered LIMS shall allow the analysts the ability to change the status of the specimen.
30.240
M



1
The delivered LIMS shall provide an easy way to determine if all requested analyses have been completed so that the specimen can be assigned a discard hold time.  The LIMS shall also have the capability to edit or extend the discard hold time with a full audit trail.
30.240
D



1
The delivered LIMS should provide a means of filtering analyses specific to the laboratory location and specimen type.
30.240
M



1,2
The LIMS shall provide a communications interface to users, designated individually or by groups, which acknowledge receipt date and time of communication to the original sender.
30.240
HD



2
The LIMS shall provide an integrated document management function/system (DMS) in support of the Newborn Screening Follow-up area and the Newborn Screening process.
30.241
M



1,2
The LIMS-DMS shall maintain patient case files and fully integrate with LIMS reporting capabilities for managerial counts and statistics.
30.241
M



1
The LIMS-DMS shall send out KY PHL defined letters for any test result considered abnormal or requiring repeat testing.
30.241
M



1,2
The delivered LIMS shall provide event triggers based on results and conditional criteria and the LIMS-DMS will issue the appropriate KY PHL defined letter to the appropriate submitter(s).
30.241
M



1
The LIMS-DMS shall track the status of all letters with KY PHL defined triggers/flags for time frames.
30.241
M



1,2
The LIMS-DMS shall support this cascade of events with triggers, letter issuance, and tracking.
30.241
M



1
The LIMS shall generate KY PHL defined informational paragraphs (with images) associated with the specific analysis of concern, as part of a results letter.
30.241
M



1,2
The LIMS-DMS shall track and continue the event/trigger/letter loop until a result event closes the patient case or until a patient’s case is manually closed.
30.241
M



1,2
The LIMS shall provide the capability, based on assigned right, to re-open closed cases when necessary.
30.241
M



1,2
Telephone logs associated to patient cases shall be provided in the LIMS DMS and shall have a KY PHL configurable format with comments field. All logs shall associate to the patient demographics for AD HOC reporting of all related data.
30.241
HD



1
The delivered LIMS shall be pre-configured to generate a COC document with information from the specimen login process such as the date/time sampled, patient ID #, specimen numbers, and the tests to be performed for subcontracted tests.
30.242
M



1,2
The delivered LIMS shall provide a means of tracking subcontractor logistics associated with different sample types such as fees, outstanding work, and specimen types distribution.
30.242
HD



1
The LIMS shall provide the option to prepare specimens in batches that include the appropriate QC indicators specific to each analysis method.
30.250
M



1
The delivered LIMS should permit user configuration to establish the QC requirements for the various method codes.  It should be simple to design on-screen forms and printed documents that contain the type, frequency, and QC acceptance criteria for the particular analysis.
30.250
M



1,2
The delivered LIMS should store pre-defined bench sheets for the formats currently in use with the capability for easy configuration of additional formats as needed.
30.250
M



1
Bench sheets should be identified by test code and the delivered LIMS should populate the sheets with specimens selected by the analyst or specimens available for analysis.
30.250
M



1,2
Specimen preparation bench sheets should include a mechanism for tracking all standard reference materials back to their original source.
30.250
HD



1
The delivered LIMS should apply calculations, as pre-defined by the user, to raw data for analyses.
30.250
M



1
Once a bench sheet is filled out, the delivered LIMS should allow editing of that bench sheet.
30.250
M



1
The delivered LIMS shall have the capability to un-batch and re-batch analysis batch run lists.
30.250
M



1
The delivered LIMS shall match individual specimens with their respective QC batch and allow access to the associated QC results.
30.250
M



1
The LIMS shall distinguish between reportable comments and In- house comments (non-printable) and provide a visible means of distinguishing the two without opening the comments field.
30.250
M



1
The delivered LIMS should calculate QC summary statistics on a unique test or source.
30.250
M



1
The user shall be able to select a date range or number of data points to be used in the QC summary.
30.250
M



1
The delivered LIMS shall provide the analyst with lists of pending work based on analysis/method codes.  
30.260
M



1
All of the chemical standards information should be maintained in the delivered LIMS.
30.260
HD



1
The delivered LIMS should also provide the ability to track all standards from vendor receipt/creation to expiration or depletion, including all interactions between the two.
30.260
HD



1
The delivered LIMS should have the capability of storing multiple runs for a single run list, allowing the analyst to select which result they want to accept.
30.260
M



1
The delivered LIMS shall have the capability of rejecting a single analyte on a multi-analyte test without rejecting the entire test.
30.260
M



1
The LIMS shall provide logic, which reviews a results entry and, depending on the test, automatically assigns the next (confirmatory) test based on positive results.
30.260
M



1,2
The delivered LIMS shall accept input of analytical results by several different methods.
30.270
M



1
The LIMS shall provide an option for data entry for a single specimen or an entire run.
30.270
M



1,2
The LIMS shall provide a location for results storage in the case of tests that are completed prior to completion of demographics entry.
30.270
M



1,2
The LIMS will also provide a cyclic check of the results storage file for completeness of corresponding demographics and enter results when a match is found.
30.270
HD



1
The delivered LIMS shall upload/import analytical and quality control results from electronic file sources such as Excel spreadsheets.
30.270
M



2
All data generated shall be retained by the delivered LIMS and shall be accessible by any authorized user.
30.270
M



1
Results entry fields shall automatically be defaulted to a default value assignable by the KYPHL. The default value shall be assignable based on customer, test, laboratory section, etc.
30.270
M



1
Upon entry and calculation of final results, the delivered LIMS should compare the final results to limits defined for that test. Should it find that a limit violation has occurred, the delivered LIMS should notify the appropriate personnel.
30.270
M



2
The LIMS shall support entry of numeric, non-numeric, and narrative results entry.
30.270
M



1
The LIMS shall allow additional information fields for special programs that may be reportable as an EDD to CDC or other agencies.
30.270
M



1,2
The delivered LIMS should have a place at the test or analysis level to define and enter configurable algorithms for the conditional criteria.
30.270
M



1
Upon results entry and depending on which of the defined criteria is met, the delivered LIMS should apply the appropriate algorithm, flag only the results whose conditional criteria have not been met, bring it to the attention of the KY PHL personnel, allow the personnel to override the flag, and if overridden, require the personnel to enter a comment as to the cause of the override.
30.271
M



1
Data Entry screens shall be configurable (as stated in Section 30.140) by the appropriate personnel designated in each Laboratory Section


30.271
M



1,2
The delivered LIMS should have the capability of storing and associating digital pictures, graphics, chromatograms, etc., to the associated sample(s).
30.272
HD



1
The delivered LIMS shall accept and store image or graphic files in JPEG or GIF format with analysis results.
30.272
HD



1
The LIMS shall display the image when the file name or other feature is selected by a user and shall include the image in electronic or printed reports as appropriate.
30.272
HD



1
When a single image is related to more than one sample, the LIMS shall create the same link between all samples and the single stored image.
30.272
HD



1,2
The delivered LIMS shall be configured to accept data files from laboratory instrumentation and other third party software programs and be provided turnkey, meaning that the functionality required will be delivered pre-configured, with designed reports, and capable of use in a production environment at the time of system acceptance.
30.273
M



1
The delivered LIMS should have the ability to download lists (sequences) of specimens for analysis.
30.273
M



1,2
Instrument data shall be read from the files and automatically stored in the LIMS database in the same locations as used for manual or imported data entry.  
30.273
M



1,2,5
The delivered LIMS should receive electronic data input from numerous sources to accommodate not only the initial system configuration, but also future expansion as needs arise.
30.273
M



2
The delivered LIMS shall have the flexibility and capability to add interfaced instruments to the LIMS.
30.273
M



1
The delivered LIMS shall calculate final reportable results from input of raw, measured data.
30.274
M



1
The delivered LIMS shall convert raw data to the correct final reporting units such as mg/L or ug/L using specific guidelines provided by the KY PHL regarding significant figures and rounding.
30.274
M



1
Where required, the delivered LIMS shall automatically convert results to mg/Kg dry weight for all tests performed with single entry of the percent solids results.
30.274
M



1,2
The generated data should not be subject to mandatory levels of review, but should have the capability to add levels of review, selectable by sections or areas within the KY PHL.
30.280
M



1
The delivered LIMS shall provide information concerning the results for the target analytes and for the test code.
30.280
M



1
The delivered LIMS should track all associated QC information.
30.280
M



1
The delivered LIMS shall automatically assign data qualifiers to results based on criteria set forth by KY PHL.
30.280

30.281
M



1
The delivered LIMS shall allow the analyst to manually edit or add additional data qualifiers, with full audit trail capabilities.
30.280

30.281
M



1
The delivered LIMS should be pre-configured to allow for a optional review process that incorporates password-based validation.
30.280
M



1,2
The delivered LIMS should recognize authorized passwords, and should maintain a trace-ability record of the review process.
30.280
M



1
For each level of review, the delivered LIMS shall record the date, time, and identity of the reviewer.
30.280
M



1
In addition to method QC limits, the delivered LIMS should allow KY PHL to assign various Program limits on a method basis.
30.280
M



1,2
The LIMS should be flexible enough to allow changes to those limits, while maintaining the limits in place at the time of analysis with the specimens analyzed.
30.280
M



1
The delivered LIMS should automatically flag data that exceeds a defined QC or program limit and notify designated KY PHL personnel that a limit was exceeded.
30.281
M



1,2
The delivered LIMS should allow the analyst to review the data on a sample-by-sample basis, or on a batch basis.  
30.281
M



1
There should be a place for the analyst to write a short narrative to comment on any unusual circumstances or other pertinent information with the delivered LIMS.
30.281
M



1,2
The delivered LIMS should allow for the analyst to make this decision without impacting or otherwise disrupting the normal functioning of the LIMS.
30.281
M



1
The delivered LIMS should allow the reviewer to correct the error, send the data back to the previous level of review with comments, or schedule for re-analysis.
30.281
M



1
The reviewer shall also have the ability to approve partial data within the batch at this point and send it further along in the process with the delivered LIMS.
30.281
M



1
The Level 2 reviewer shall have automatic, quick access to all quality control data such as calibration information, spike recoveries, blank results, method detection and method reporting limits, surrogate values, dilutions, and comments on unusual circumstances or deviations from the SOPs that may have occurred.
30.281
M



1
The delivered LIMS should allow the reviewer to validate, in one motion, the entire batch.
30.281
M



1
The delivered LIMS should provide Supervisors with the ability to simultaneously validate lower levels of validation while approving their own level.
30.281
M



1
In cases where multiple parameters have been analyzed on a single specimen, and in cases where there are historical results for the same patient, the delivered LIMS shall compare variables. The reviewer shall be able to set a re-analysis flag based on this view.
30.281
M



1
The delivered LIMS shall be capable of reporting data that is qualified as preliminary and subject to review.
30.281
M



1,2
The delivered LIMS should be pre-configured to automatically calculate and store within the LIMS, QC results in terms of percent recovery for calibration check standards, spiked specimens, and the relative percent difference for duplicates.
30.282
D



1,2
To facilitate the review process, the delivered LIMS should create and view control-charting data in order to readily access the established upper and lower control limits.
30.282
M



1
The delivered LIMS should allow the analyst to select the final sample results to be reported, as well as indicate specimens that must be re-run as a result of the QC review process.
30.282
M



1,2
To facilitate the review process, the delivered LIMS should permit use of color to differentiate acceptance, warning, and rejection ranges.
30.282
D



1,2
The delivered LIMS should create and view control charts.
30.282
M



1
All control-chart QC data should be available to authorized users in both graphical and tabular format and should be easily associated with the sample data that it represents.
30.282
M



1
The delivered LIMS should store MDL and IDC studies within the LIMS.
30.282
D



1,2
The LIMS shall notify an analyst and their Supervisor when that analyst is due for IDC or MDL re-certification, for each test that the analyst performs. 
30.282
D



1,2
The delivered LIMS shall be capable of assigning KY PHL-configurable due date thresholds for MDL and IDC studies
30.282
D



1, 2
The delivered LIMS should automatically schedule MDL and IDC studies when a due date threshold is reached.
30.282
D



1,2
The delivered LIMS should provide links to electronic documents that pertain to a test or method.
30.282
HD



1,2
The delivered LIMS should have the ability to electronically store a CAR and associate it to an individual analysis, batch or sample.
30.282
M



1,2
The LIMS should allow results editing even after a sample is completed and reported.
30.282
M



1
In conformance with various certifying agencies, the LIMS, as delivered shall maintain an owner-configurable audit trail of all activities pertaining to sample identifiers and results.
30.282
M



1
It is desired that the LIMS provide an audit feature for tracking user activity by functional area and time and activities performed in the LIMS.
30.282
M



1,2
As a minimum, the delivered LIMS should support Excel, Access, and Crystal Reports as programs for report generation.
30.290
M



2
The delivered LIMS shall come pre-configured with a minimum of six (6) management reports standard to most laboratory environments.
30.290
M



1,2
The delivered LIMS should provide query capabilities for the database and input information such as 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, in a totally configurable format.
30.290
M



1
The delivered LIMS shall maintain a record of all changes to data that have been entered through the use of audit trail functionality.
30.290
M



1
Reports should be customizable to contain specimen results only or to include QC data.
30.290
M



1
In the case where result data contains data qualifiers (defined by KY PHL), the report should include definitions of all qualifiers that were used.
30.290
D



1
The delivered LIMS should have the ability to include information regarding how reports are to be distributed, such as by fax, E-mail or any special reporting requirements for mailing multiple copies.
30.290
M



1
The LIMS shall be configured to automatically hold all reports in the Bioterrorism (BT) area, or reports that have been passed through to the BT area even though they may have originated in other areas of the laboratory, until manually released by authorized personnel.
30.290
M



1
The delivered LIMS should provide the ability to combine various results from unrelated analyses for decisional purposes as well as reporting purposes.
30.290
M



2
The vendor should develop and deliver fifteen (15) additional client-requested reports prior to finalization of the LIMS (pre-“Go Live” date), and in accordance with provided formats.
30.290
M



1, 2
The vendor shall provide examples of potential report formats that the KY PHL may utilize, in their proposal.
30.290
M



1,2
The delivered LIMS shall have the ability to automatically generate routine reports on a scheduled basis.
30.290
M



1,2
The delivered LIMS shall also have the ability to automatically generate and send a report when a triggered event occurs in the LIMS.
30.290
M



1
Final as well as preliminary results shall be made accessible (with security) to the submitting parties via e-mail, Intranet, or Internet.
30.290
M



1
The LIMS shall clearly distinguish preliminary results from final results.
30.290
M



1,2
Electronic data deliverables of final and preliminary results should be available in a variety of final formats such as HL7.
30.290
M



1
The LIMS shall provide reprint capability of all reports while maintaining and reporting original print date.
30.290
M



1
The delivered LIMS should maintain a Bar Coded inventory of all chemicals, media, and supplies at the laboratory.
30.310
HD



1,2
The LIMS’ Inventory module shall support and indicate multiple locations at the facility.
30.310
HD



1
The LIMS should allow an analyst to subsequently decrement the quantity of an inventory item by simply scanning the Bar Code of that item.
30.310
HD



1,2
The LIMS should provide a means of notifying the appropriate personnel of supplies needed, including all ordering information, based upon a set threshold trigger for each item in inventory.
30.310
HD



1, 2
The LIMS shall automatically provide notification to the appropriate personnel when an item or supply that was ordered has not been received in a KY PHL–definable time frame. This functionality shall apply to both internal and external orders for supplies.


30.310
HD



1
The LIMS’ Inventory module shall integrate with Form 156 in such a way as to pre-populate certain fields based on most recent supply and vendor information.
30.310
D



1
The delivered LIMS shall send notification of re-stock requirements directly to Central Receiving.
30.311
HD



2
The LIMS shall have a screen interface to the media supply program developed by Technical Services personnel as described in section 30.311 of this document.
30.311
HD



1
The delivered LIMS shall be capable of tracking the location of completed specimens and movement of completed specimens among storage and work locations.
30.311
M



1
The LIMS shall provide the ability to query the database to select completed specimens based upon, for example, characteristics of the specimen source (or patient), date of collection, sampling organization (or customer), analysis method, or reagent lot number.
30.311
M



1
The delivered LIMS shall manage the number of specimen kits at submitter facilities.
30.312
D



1,2
The LIMS shall maintain a target quantity and re-supply point for each specimen kit type for each facility.
30.312
D



1,2
As each kit is received, the LIMS shall subtract the kit from the number on-hand at the submitter facility.
30.312
D



1
The LIMS shall generate a report of sites requiring re-supply with kit type and number of kits required.
30.312
D



1
The delivered LIMS should allow Technical Services personnel to generate and print a list of submitters that need to have kits prepared for sampling.
30.312
D



1,2
The delivered LIMS should automatically schedule safety checks on a routine basis and should allow KY PHL to record information about the safety checks in the LIMS.
30.410
D



1
The delivered LIMS should keep records of employee safety training and orientation.
30.410
D



1,2
The LIMS should automatically schedule users for recurring training events and should incorporate a KY PHL-configurable lead-time into the schedule.
30.410
D



1,2
The delivered LIMS should have the ability to record and track Incident/Accident reports and it should associate these reports to the process and section (i.e. data entry, QC, sample receipt, results release) in which the event occurred.
30.410
D



1
The delivered LIMS should allow KY PHL personnel to schedule routine instrument maintenance and should notify designated personnel when maintenance is due.
30.420
HD



2
The delivered LIMS should come pre-configured with invoicing functionality.
30.500
HD



1
The delivered LIMS shall associate a specimen to the Funding Program from which it was submitted.
30.500
M



1
The delivered LIMS should allow users to input the amount of time necessary to perform a test and should store this information in the LIMS.
30.500
M



2
The delivered LIMS should provide a robust scheduling tool that allows for the integration of several schedules into one main schedule, while still allowing flexibility for ad Hoc changes.
30.600
M



2
The LIMS scheduling tool shall provide its functionality for several aspects of the KY PHL laboratory. Functionality shall include visual presentation, in calendar format, of any scheduled events related to mice, MDL, IDC, Specimens, Inventory, etc.
30.600
HD



1,2
Schedules should be capable of being set at different intervals.
30.600
M



1
The schedule should be printable and capable of being faxed, e-mailed, etc.
30.600
HD



1
The LIMS shall track all support activities associated to each mouse and provide triggers for dated events. The LIMS shall provide these features and visual representation (calendar) of the mice tracking/schedule.
30.600
HD



1
The delivered LIMS shall assign a discard hold time based on the discard type of sample.
30.700
HD



1
The LIMS shall also have the capability to edit or extend the discard hold time with a full audit trail.
30.700
HD



1
The delivered LIMS shall also generate a discard list based on any defined parameter such as hold time, client/project, sample completion status, etc.
30.700
HD



Category

1 – Functions, Features, and Capabilities  



M = Must Have    

2 – System Design 






HD = Highly Desirable   

3 – Proposer qualifications  





D = Desirable

4 – Bid Requirements  

5 – Support 
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