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Specifications for SWC #532
Clinical Laboratory Services

A.	Scope of Work

The purpose of this Contract is to provide clinical laboratory services for State of Tennessee (“State”) Agencies. Other Governmental Bodies, members of the University of Tennessee or Tennessee Board of Regents system, and the nonprofit entities identified in Tenn. Code Ann. § 33-2-1001 (“Authorized Users”) may utilize the awarded Contract. Contractor agrees to extend this Contract to Authorized Users.

Clinical laboratory services include all labor, materials, equipment, supplies, specimen pick-up, controlled environment for specimen transport, testing and reporting of test results per the specifications listed below.

B.	Definitions

	Agency
	Means each State of Tennessee board, commission, committee, department, officer, or any other unit of State government except for those governmental entities identified in Tenn. Code Ann. § 12-3-102(a).

	Contract Administrator
	Means the Contractor’s main point of contact at Central Procurement Office

	Courier Service
	Means professional transportation of laboratory specimens, reports, supplies, and other materials to and from designated locations

	CPO
	Means Central Procurement Office

	Critical Lab Values
	Means any lab test requiring rapid clinical attention

	DGS
	Means Department of General Services

	End User
	Means the using Agency, local government, or other entity of Statewide contract. 

	Facility
	Means building or site location operated by the State of Tennessee or Other Governmental Bodies; may be leased or owned. 

	HL7
	Means Health Level Seven International (HL7) is a standards developing organization dedicated to providing a comprehensive framework and related standards for the exchange, integration, sharing, and retrieval of electronic health information. 

	MBE/WBE/SDVBE/SBE
	Mean minority business enterprise, women business enterprise, service-disabled veteran business enterprise, and small business enterprise.

	Normal State Operating Hours
	Monday through Friday 8:00AM – 4:30 PM, per applicable time zone of each facility, excluding legal State holidays. A listing of State holidays can be found at http://tn.gov/main/article/state-holidays. Any work conducted outside of the Normal State operating hours must have prior written approval from authorized Agency personnel.

	Other Governmental
Bodies
	Means any governmental entity in the State of Tennessee, other than Agencies, including but not limited to:
1)   Judicial branch entities;
2)   Legislative branch entities;
3)   Local governments (includes counties, cities, townships & municipalities);
4)   Educational institutions (includes universities, colleges and K-12); and
5)   Authorities and quasi-governmental bodies.

	Routine Test
	Means a test where the results shall be obtained within twenty-four (24) hours.

	Stat 
	Means urgent request for rush pick-up of specimen. Contractor shall pick-up specimen within two (2) hours of receipt of request. 

	EHR
	Means Electronic Health Record, the structured collection of electronically stored patient health information.  These records can be shared across different healthcare settings through networked, enterprise-wide information systems or other information networks and exchanges. EHRs may include a range of data, including demographics, medical history, medication and allergies, immunization status, laboratory test results, radiology images, vital signs, personally identifiable information such as age, weight, and billing information.



C.	General Requirements

C.1 	Courier Service

1. Specimen Pick-up: Courier Service shall include one daily specimen pick-up for each Agency location listed in Attachment A “Facility List” during Normal State Operating Hours at no additional cost to the State. NOTE: Locations may be added or deleted during life of the contract at no additional cost to the State. 
                           
a. Courier Service for the Tennessee Department of Mental Health and Substance Abuse Services (“TDMHSAS”) and Tennessee Department of Intellectual and Developmental Disabilities (“DIDD”) shall be seven (7) days a week including legal State holidays. 

b. Courier Services shall be available five (5) day a week (Monday-Friday), excluding legal State holidays, for all State Agencies other than the Department of Mental Health and Substance Abuse and Department of Intellectual and Developmental Disabilities.

c. Contractor shall have Courier Service with the capability to pick up from State of Tennessee Health Departments during Normal State Operating Hours. 

d. Specimen shall be transported via secured vehicle that is occupied at all times during transportation. 

e. All Contractor personnel are subject to a Tennessee Bureau of Investigation background check. 


2. Stat Courier Service

a. Stat courier fee shall apply to courier service(s) for Stat specimen pick-up performed during Normal State Operating Hours but in addition to the daily pick-up. 

b. Stat courier fee shall apply to courier service(s) for Stat specimen pick-up performed outside of Normal State Operating hours.

Stat courier service shall be available seven (7) days a week, including holidays, for all State agencies.  
c. The Contractor shall invoice the Stat courier fee to the End User per pick-up, not per specimen. Multiple specimens may be included in one (1) pick-up. 

C.2 	Stat Specimen Test

                                                           
1. Test results determined to be Stat must be received by fax, courier, or electronically by the End User within four (4) hours of specimen pick up.  Courier response time for pick up of specimen is approximately two (2) hours.  Test results received electronically will be via the Contractor’s secure web-based solution until the Contractor implements interoperability with the State’s EHR systems utilizing HL7 Standards, at which time this will be the primary electronic delivery method.

2. The Department of Mental Health requires the following tests be available as Stat tests. NOTE: additional Stat tests may be added or deleted during the life of the contract at the discretion of the State.
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Ammonia                                                         
Amylase                                                              
BMP                                                                         
BNP                                                                              
BUN                                                                              
Calcium                                          
Carbamazepine (Tegretol)  
CBC                                                 
CK-MB                                              
CMP                                                
CPK                                                   
Creatinine                                     
Digoxin                                            
Dilantin                                             
Ethanol blood                              
Electrolytes                              
ESR (sedimentation rate)         
Glucose                                        
Hepatic function panel            
LDH                                                     
Lipase                                                   
Lithium                                             
Magnesium                                       
Phenobarbital                             
Phenytonin (Dilantin) level  
Pregnancy test serum                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                      
Prothrombin                                   
PTT, activated                                
PT and INR                                          
RPR                                                           
Sodium                                                    
Troponin                                             
Urinalysis                                          
Valporic acid (Depakote)  
     


3. 	End Users may request any test be done as Stat as long as the methodology doesn't require special chemicals, cultures, etc.

C.3. 	Non-routine Tests
1. Non-routine tests are those requiring special chemicals or cultures to obtain test results. Examples include pap smears, urine cultures and drug testing. These test results will be received by the End User within five (5) calendar days of specimen pick-up. 

2. Non-routine tests requested by the TDMHSAS and DIDD locations listed in Attachment A shall:
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a. Require stat test results within four (4) hours; 
b. Require courier service seven (7) days a week, twenty-four (24) hours a day; and
c. Shall receive partial reporting of test results 

C.4 	Test Ordering

Test orders shall be placed via the Contractor’s secure web-based solution until the Contractor implements interoperability with the State’s EHR systems utilizing HL7 Standards, at which time this will be the primary test ordering method.
C.5 	Test Results
	
1. Upon request, the Contractor shall provide to the TDMHSAS, DIDD, and other End Users an electronic report via the Contractor’s secure web-based solution to show all tests ordered on a daily, weekly, and monthly basis. 

a. This report shall be organized with a separate line for each test ordered in a standard format (e.g. Microsoft Excel) and show all identifying information including:
i. Name
ii. Medical record number
iii. Birth date
iv. Type of test
v. Date of order
vi. Any comments submitted.

b. The report shall display complete and partial results. 

c. The Contractor shall provide the report with export capability for ad hoc reporting by the Department.

2. Routine Test results shall be received by fax, courier or electronically at the Facility or Agency within twenty-four (24) hours of specimen pick-up. If the test results are faxed, the original shall be received by the Facility or Agency within two (2) calendar days. Test results received electronically will be via the Contractor’s secure web-based solution until the Contractor implements interoperability with the State’s EHR systems utilizing HL7 Standards, at which time this will be the primary electronic delivery method

i. The TDMHSAS and DIDD locations (listed in Attachment A) shall receive test results within twenty-four (24) hours seven (7) days a week, including holidays.
ii. State Agencies other than the TDMHSAS and DIDD shall receive test results five (5) days a week (Monday-Friday, excluding holidays) within twenty-four (24) hours, excluding tests submitted on Fridays which shall be received on Monday.

C.6.	Reporting Critical Lab Values 

1. Critical Lab Values as designated by each TDMHSAS mental health institute or DIDD Agencies are to be called in to the Facility within one (1) hour of determination of the value, seven (7) days a week, including legal State holidays. Critical Lab Values shall not be reported to voice mail.

2. A monthly report detailing all Critical Lab Values shall be provided via the Contractor’s secure web-based solution to each TDMHSAS mental health institute or DIDD Facility. This report shall include: 

a. Patient name;
b. Medical record number;
c. Order date for the test;
d. Collection date of the specimen;
e. Date and time of specimen pick-up;
f. Date and time of the critical lab value determination;
g. Date and time of the phone notification of the critical lab value;
h. Name of the Contractor’s representative providing the critical lab value information;
i. and
j. The contact information of the TDMHSAS mental health institute or DIDD employee accepting the information.

3. The Contractor shall provide each TDMHSAS Facility and all health departments an electronic report via the Contractor’s secure web-based solution to show all tests ordered and have the capacity to run daily, weekly, and monthly. This report shall show all identifying information including:

a. Patient name;
b. Medical record number;
c. Birth date;
d. Type of test;
e. Date of order;
f. and
g. Any comments submitted. 

This report shall display complete and partial results. The report shall be organized with a separate line for each test ordered and be in a standard format such as Microsoft Excel. 

C.7.	Repeat Determinations
Any value which does not correlate with the clinical situation, in the opinion of the Agency physician, will be repeated at no additional cost to the State.        
C.8. 	Specimen
All specimens must be transported and stored in a refrigerated or controlled environment consistent with regulatory requirements before discarding, unless otherwise specified by the End User.         
C.9.	Specimen Containers, Collection Needles, Holders                                                               
1. Materials required to collect specimens and transport those specimens to the laboratory shall be supplied at no additional cost to the State. 

2. Collection needles and holders will be retractable or placed in an approved safety biohazard safety collection device as determined by the Agency. 

3. Retractable needles shall be activated with the use of one hand, be non-reusable and be instantly disposable. 

4. Containers furnished by the Contractor shall be certified lead-free. 

5. Agency shall receive initial inventory for one month. Contractor shall replenish stock within seven (7) days of agency request.   
C.10. 	Request Forms
Pre-printed request forms designed for ordering tests and chain of custody forms shall be supplied by the Contractor at no additional cost to the State.                                          
C.11. 	Telephone Consultations
The Contractor shall provide pathologist for telephone consultations with Agency on interpretations of test results from 8:00AM – 4:30 PM seven (7) days a week at no additional cost to the State.  
D. 	Web-based Solution and Health Level Seven (“HL7”)
D.1 	Web-based Solution and Health Level Seven (“HL7”) Interoperability
1. Contractor shall provide a secure web-based, HIPAA compliant solution for electronic test ordering, result retrieval, and reports.

2. Reports must be in a standard format (e.g. Microsoft Excel). End Users shall be able to integrate Contractor’s reports with Practice Management Systems (PMS) for easy retrieval of patient demographics and provide on-demand result printing as well as order management and tracking and medical necessity checking.

3. At the request of the State, Contractor shall transition from a secure web-based solution to interoperability with the State’s EHR systems using HL7 standards within twelve (12) months from date State provides written notice to Contractor. 
4. Contractor shall upgrade the interoperability interface to comply with release of new HL7 standards upon request by the State, but no longer than four (4) months after publication of new HL7 standard. 
5. Once interoperability is implemented, Contractor shall conform to the Lab Order Interface (“LOI”) using HL7 messaging standard v2.5.1, implementation guide.
6. Once interoperability is implemented, Contractor shall conform to the Lab Results Interface (“LRI”) using HL7 messaging standard v2.5.1, implementation guide.
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