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	STATE OF TENNESSEE
Tennessee Bureau of Investigation
REQUEST FOR PROPOSALS # 34800-031416
AMENDMENT # ONE
FOR SERVICES FOR STR (SHORT TANDEM REPEAT) ANALYSIS ON BIOLOGICAL SAMPLES



DATE:  June 2, 2016

RFP #34800-031416 IS AMENDED AS FOLLOWS:


1. This RFP Schedule of Events updates and confirms scheduled RFP dates.  Any event, time, or date containing revised or new text is highlighted.
	EVENT

	TIME 
(central time zone)
	DATE


	1. RFP Issued
	
	May 12, 2016

	2. Disability Accommodation Request Deadline
	2:00 p.m.
	May 18, 2016

	3. Notice of Intent to Respond and Request for Test Samples Deadline
	2:00 p.m.
	May 20, 2016

	4. Written “Questions & Comments” Deadline
	2:00 p.m.
	May 26, 2016

	5. State Response to Written “Questions & Comments”
	
	June 2, 2016

	6. Response Deadline 
	2:00 p.m.
	June 9, 2016

	7. State Completion of Technical Response Evaluations 
	
	June 15, 2016

	8. State Opening & Scoring of Cost Proposals 
	2:00 p.m.
	June 16, 2016

	9. State Notice of Intent to Award Released and
RFP Files Opened for Public Inspection
	2:00 p.m.
	June 17, 2016 

	10. End of Open File Period
	
	June 24, 2016

	11. State sends contract to Contractor for signature 
	
	June 27, 2016

	12. Contractor Signature Deadline
	2:00 p.m.
	June 28, 2016




2. State responses to questions and comments in the table below amend and clarify this RFP.

Any restatement of RFP text in the Question/Comment column shall NOT be construed as a change in the actual wording of the RFP document.

	QUESTION / COMMENT
	STATE RESPONSE

	1 
	It is understood that all samples are collected on cotton swabs, but would TBI accept an additional price point for samples collected on a different collection device/substrate in the event that the collection device changes during the course of the contract - as the processing method and costs may be directly affected?”

	No.  The cost proposal should be submitted as directed by the instructions in the RFP.  See RFP Section 1.1.1. for instructions on what type of samples will be submitted to Contractor.  

	2 
	Would it be equally acceptable to the agency to be listed as certificate holder on the certificate of insurance rather than additional insured? 

	No.  The certificate of insurance should be submitted as instructed within the RFP.  Section 4.6.of the RFP and Section D.31. of the pro forma Contract sets out the terms for insurance.

	3 
	The nature of the services for which this RFP applies, are limited to Forensic Testing services.  Please refer to the below information which provides justification why Forensic Testing services is not covered under the HIPAA Business Associate Agreement.

Under 45 CFR § 160.103 Health information means any information, whether oral or recorded in any form or medium, that: (1) Is created or received by a health care provider, health plan, public health authority, employer, life insurer, school or university, or health care clearinghouse; and (2) Relates to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual. 

Forensic Testing does not meet the definition of “health care provider, health plan, public health authority, employer, life insurer, school or university, or health care clearinghouse”.  More importantly the information on a forensic test does not relate “to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual.”

Under 45 CFR § 160.103 Individually identifiable health information is information that is a subset of health information, including demographic information collected from an individual, and: […] (2) Relates to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual;[…]

Forensic Testing does not meet this definition as it does not relate “to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual”.

Further there is a statutory statement that applies under CLIA (CLIA and HIPAA both being regulated by CMS).  42 CFR §493.3 Applicability. (b) Exception. These rules do not apply to components or functions of— (1) Any facility or component of a facility that only performs testing for forensic purposes. CMS  interpretive guidelines to §493.3(b) explain:. “The purpose for which the test is conducted, not the test itself, determines whether a facility conducting testing is subject to the CLIA requirements. Testing that is used to gather evidence for legal purposes, and is not performed for purposes of clinical treatment, medical diagnosis, health assessment or disease prevention is not subject to CLIA.” 

Given the detailed information evidencing a Business Associate Agreement or HIPAA is not applicable we respectfully request the removal of this section.



	
HIPAA language is now a required clause within the State’s pro forma contract.  If HIPAA is not applicable to the Contractor, then no business associate agreement will be executed.  In D.20.(c) of the proforma Contract, the following is stated: The State and the Contractor will sign documents, including but not limited to business associate agreements, as required by the Privacy Rules and that are reasonably necessary to keep the State and Contractor in compliance with the Privacy Rules.  This provision shall not apply if information received or delivered by the parties under this Contract is NOT “protected health information” as defined by the Privacy Rules, or if the Privacy Rules permit the parties to receive or deliver the information without entering into a business associate agreement or signing another document. 




     

3. RFP Amendment Effective Date.  The revisions set forth herein shall be effective upon release.  All other terms and conditions of this RFP not expressly amended herein shall remain in full force and effect. 
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