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SUBCHAPTER II.  RECOGNITION OF NATIONAL CERTIFYING ORGANIZATIONS FOR NONINVASIVE SCREENING OF CARDIOVASCULAR DISEASE 

28 TAC §21.4301
1.  INTRODUCTION.  The Texas Department of Insurance proposes new Subchapter II, §21.4301, concerning the recognition of provider credentials for noninvasive screening of cardiovascular disease.  This proposed new section is necessary to implement that part of House Bill (HB) 1290, enacted by the 81st Legislature, Regular Session, that adds the Insurance Code Chapter 1376.  Chapter 1376 establishes minimum coverage requirements for the screening of early detection of cardiovascular disease and requires that the screening be performed by a laboratory that is certified by a national organization recognized by the Commissioner by rule.

The intent of HB 1290 is to “[expand] access to medical screenings to increase the early detection of cardio-vascular disease.”  (Texas State Senate State Affairs Committee, Bill Analysis (Engrossed), HB 1290, 81st Leg., R.S. (May 18, 2009)).  Insured individuals who qualify for screening services in accordance with the Insurance Code §1376.003 will be provided a minimum coverage of up to $200 for computed tomography scanning measuring coronary artery calcification (CT screening) or ultrasonography measuring carotid intima-media thickness and plaque (IMT screening).  Under §1376.003 of the Insurance Code, a health benefit plan that provides coverage for screening medical procedures must provide this minimum coverage to males between the ages of 45 and 76 years of age and females between the ages of 55 and 76 years of age who are diabetic or have a risk of developing coronary heart disease.  According to the bill analysis, “[by] requiring health plans to provide some coverage for these screenings, more individuals will benefit from early detection, possibly saving lives and reducing related long-term medical care expenses.” 

The Insurance Code §1376.003(b) provides that in order to qualify for the minimum coverage provided by HB 1290, the screening tests must be performed by a laboratory that is certified by a national organization recognized by the Commissioner by rule.  Proposed new §21.4301 recognizes such organizations as required for implementation of Insurance Code §1376.003(b).  

Proposed new §21.4301 recognizes the following organizations for the purpose of providing certification for laboratories that perform screening tests for atherosclerosis and abnormal artery structure and function in accordance with Insurance Code Chapter 1376:  (i)  the American College of Radiology, (ii)  the Intersocietal Accreditation Commission, or (iii)  an organization recognized by the Centers for Medicare and Medicaid Services.
2.  FISCAL NOTE.  Doug Danzeiser, Deputy Commissioner for the Life, Health & Licensing Division, has determined that for each year of the first five years the proposal will be in effect, there will be no measurable fiscal impact to state or local governments as a result of the enforcement or administration of the proposal.  There will be no measurable effect on local employment or the local economy as a result of the proposal. 

3.  PUBLIC BENEFIT/COST NOTE.  Mr. Danzeiser also has determined that the following public benefits will result for each year of the first five years the proposed new section is in effect:  (i)  laboratories that are certified pursuant to proposed §21.4301 that provide screening tests for atherosclerosis and abnormal artery structure and function in accordance with the Insurance Code Chapter 1376 will be able to obtain payment from insurers for services that may not have been covered benefits prior to the enactment of HB 1290;  (ii)  insurers providing such payments will be more confident that the screening tests are being performed by professional and reputable laboratories; and (iii)  insured consumers utilizing the coverage in accordance with the Insurance Code Chapter 1376 will be more confident that the screening tests being provided are accurate and informative and thereby will increase the possibility of early detection of cardio-vascular disease.  

The Department anticipates that there will be no costs to comply with the proposed new section because no laboratory is required to provide screening tests for atherosclerosis and abnormal artery structure and function nor is any laboratory required to pursue certification with any of the recognized national organizations if they are not already certified by them.  HB 1290 and the proposed rule merely provide a new and conditional method and source of reimbursement for screening tests that would not otherwise be available to laboratories.  In addition, while many insurers do provide coverage for screening medical procedures and would, therefore, be required to comply with the minimum coverage required by HB 1290, no insurer is required by statute or by this proposal to provide coverage for screening medical procedures.  Furthermore, any costs incurred as a result of providing the minimum coverage under HB 1290 are a result of the enactment of HB 1290 and not a result of the adoption, enforcement, or administration of the proposed new section.  By limiting §21.4301 to merely recognizing national organizations for laboratory certification, as required by the Insurance Code §1376.003(b), the proposed rule does not impose any additional requirements or costs that are in addition to those that are imposed as a result of the enactment of HB 1290.  In accordance with the Insurance Code §1376.003(b), the proposal merely recognizes national organizations that provide certification for laboratories who perform noninvasive screening tests for atherosclerosis and abnormal artery structure and function every five years, as provided in the Insurance Code Chapter 1376, and does not impose any requirements upon laboratories to obtain certification nor upon insurers to provide any coverage in addition to that required by the Insurance Code Chapter 1376.
4.  ECONOMIC IMPACT STATEMENT AND REGULATORY FLEXIBILITY ANALYSIS FOR SMALL AND MICRO BUSINESSES.  As required by the Government Code §2006.002(c), the Department has determined that the proposed amendments will not have an adverse economic effect on small or micro businesses that opt to provide coverage for screening medical procedures.  No small or micro business is required to provide coverage for screening medical procedures or to comply with the proposal.  The Department’s analysis that there will be no costs to comply with the proposed new section that is detailed in the Public Benefit/Cost Note section of this proposal is also applicable for small and micro businesses that opt to provide coverage for screening medical procedures.  In accordance with the Insurance Code §1376.003(b), the proposal merely recognizes national organizations that provide certification for laboratories who perform noninvasive screening tests for atherosclerosis and abnormal artery structure and function every five years, as provided in the Insurance Code Chapter 1376, and does not impose any requirements upon any laboratories, regardless of size, to obtain certification nor upon any insurers, regardless of size, to provide any coverage in addition to that required by the Insurance Code Chapter 1376.  The proposed rule does not impose any additional requirements or costs that are in addition to those that are imposed as a result of the enactment of HB 1290.  In accordance with the Government Code §2006.002(c), the Department has therefore determined that a regulatory flexibility analysis is not required because the proposal will not have an adverse impact on small or micro businesses.
5.  TAKINGS IMPACT ASSESSMENT.  The Department has determined that no private real property interests are affected by this proposal and that this proposal does not restrict or limit an owner's right to property that would otherwise exist in the absence of government action and, therefore, does not constitute a taking or require a takings impact assessment under the Government Code §2007.043. 

6.  REQUEST FOR PUBLIC COMMENT.  To be considered, written comments on the proposal must be submitted no later than 5:00 p.m. on December 28, 2009, to Gene C. Jarmon, General Counsel and Chief Clerk, Mail Code 113-2A, Texas Department of Insurance, P. O. Box 149104, Austin, Texas 78714-9104.  An additional copy of the comments must be simultaneously submitted to Doug Danzeiser, Deputy Commissioner for the Life, Health & Licensing Division, Mail Code 107-2A, Texas Department of Insurance, P. O. Box 149104, Austin, Texas 78714-9104.  Any request for a public hearing should be submitted separately to the Office of the Chief Clerk before the close of the public comment period.  If a hearing is held, written and oral comments presented at the hearing will be considered.
7.  STATUTORY AUTHORITY.  The new section is proposed under the Insurance Code §1376.003(b) and §36.001.  The Insurance Code §1376.003(b) provides that in order to qualify for the minimum coverage specified in §1376.003(b), the screening tests for atherosclerosis and abnormal artery structure and function must be performed by a laboratory that is certified by a national organization recognized by the Commissioner by rule.  The Insurance Code §36.001 provides that the Commissioner of Insurance may adopt any rules necessary and appropriate to implement the powers and duties of the Texas Department of Insurance under the Insurance Code and other laws of this state.  

8.  CROSS REFERENCE TO STATUTE.  The following statutes are affected by this proposal:

Rule
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§21.4301




Insurance Code §§1376.001 – 1376.003 
9.  TEXT. 

SUBCHAPTER II.  RECOGNITION OF NATIONAL CERTIFYING ORGANIZATIONS FOR NONINVASIVE SCREENING OF CARDIOVASCULAR DISEASE 

§21.4301.  Recognition

The Commissioner recognizes the following organizations pursuant to Insurance Code §1376.003(b), which requires the Commissioner to recognize national organizations that certify laboratories to perform the screening tests for atherosclerosis and abnormal artery structure and function that are set forth in the Insurance Code §1376.003(b)(1) and (2):



(1)  the American College of Radiology; 



(2)  the Intersocietal Accreditation Commission; or 



(3)  an organization recognized by the Centers for Medicare and Medicaid Services.

