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TITLE 12. HEALTH

STATE BOARD OF HEALTH

Proposed Regulation

Titles of Regulations:  12 VAC 5-190. State Plan for the Provision of Children's Specialty Services TC "12 VAC 5-190. State Plan for the Provision of Children's Specialty Services (Proposed)" \f C \l "1"  (repealing 12 VAC 5-190-10 through 12 VAC 5-190-690).
12 VAC 5-191. State Plan for the Children with Special Health Care Needs Program TC "12 VAC 5-191. State Plan for the Children with Special Health Care Needs Program (Proposed)" \f C \l "1"  (adding 12 VAC 5-191-10 through 12 VAC 5-191-320).
Statutory Authority:  §§ 32.1-12 and 32.1-77 of the Code of Virginia.
Public Hearing Date:  N/A -- Public comments may be submitted until February 9, 2007.
(See Calendar of Events section

for additional information)

Agency Contact:  Nancy Bullock, Director, Children with Special Health Care Needs Program, Division of Child and Adolescent Health, Department of Health, 109 Governor Street, 8th Floor, Richmond, VA 23219, telephone (804) 864-7706, FAX (804) 864-7722, or email nancy.bullock@vdh.virginia.gov.

Basis:  Section 32.1-12 of the Code of Virginia authorizes the Board of Health to make, adopt, promulgate and enforce regulations. 

Section 32.1-77 of the Code of Virginia authorizes the Board of Health to prepare, amend, and submit state plans for maternal and child health services and children's specialty services to the U.S. Secretary of Health and Human Services pursuant to Title V of the United States Social Security Act.  Section 32.1-77 authorizes the State Health Commissioner to administer the plan and to receive and expend federal funds for the administration of the plan in accordance with applicable federal and state laws and regulations.

Purpose:  Repeal of the current regulation, 12 VAC 5-190, State Plan for the Provision of Children’s Specialty Services, is necessary because this regulation does not adequately address the existing model for providing services.

The proposed regulation, 12 VAC 5-191, State Plan for the Children with Special Health Care Needs Program, is an extensive revision necessary for adequate and current program governance. Although the program is not an entitlement or federal/state/local public benefit, it offers certain services and assistance contingent upon adequate funding, which may affect the rights of individuals.

The purpose of the proposed regulation is to provide a State Plan for the administration, eligibility, and scope of services provided through the Department of Health for residents of the Commonwealth with special health care needs.  The Children with Special Health Care Needs Program encompasses various initiatives to serve individuals with special health care needs including the Care Connection for Children network, Child Development Services program, and the Virginia Bleeding Disorders Program.  Following a federally-mandated comprehensive needs assessment in 1999, the previous Children’s Specialty Services program was phased out and replaced with the Care Connection for Children network.  The current program operates very differently, and therefore needs new regulations.

Other state-mandated initiatives, such as the Virginia Newborn Screening System, Virginia Congenital Anomalies Reporting and Education System, Virginia Sickle Cell Awareness Program, and Pediatric Comprehensive Sickle Cell Clinic Network also identify and serve children with special health care needs.  These programs, several of which have separate regulations, are now referenced in this regulation as well.

The proposed regulation is designed to ensure that program services are made available to eligible residents within available appropriations, are able to respond to changing needs of the population, and can qualify for federal Title V and other available funds for plan administration.  It is intended to support consistent program administration statewide, and assure that resources are expended and distributed fairly across the Commonwealth.
This regulation is necessary to create policy that promotes public health and addresses needs for children with special health care needs participating in programs administered by the department.

Substance:  Due to the extensive nature of the changes needed, the current regulation is proposed for repeal and a replacement regulation is proposed.

The proposed regulation reflects changes that have occurred in the program’s service delivery model for children with special health care needs since the 1990s. The service delivery model has changed from a diagnosis-based direct clinic service to a model emphasizing care coordination, network services, and financial assistance for eligible uninsured and underinsured clients. Despite these changes, the program remains a nonentitlement program subject to limitations of the federal Maternal and Child Health block grant and matching state appropriations. Eligibility requirements remain unchanged and the range of conditions served has not declined but has in fact expanded with the new federal definition of children with special health care needs.

The proposed regulation differs from the existing regulation on the following substantive items:

1. The Care Connection for Children component of the program focuses on enabling services such as parent-to-parent support, care coordination, and information and referral. Direct clinical services have been phased out in most areas of the state where adequate private and public sector pediatric specialty resources exist.

2. The program places an emphasis on helping families obtain, understand, and access health insurance coverage.

3. The annual fee charged to clients has been eliminated. Care coordination services are provided to all participants free of charge.

4. The program operates a Pool of Funds for Care Connection and Bleeding Disorders to help for services for uninsured and underinsured clients who meet financial eligibility requirements. Preauthorization is required for all expenditures. Details of what may be covered under the Pool of Funds is not detailed in the regulation but is available through a guidance document that is reviewed and revised at least annually. In the previous regulation, available clinical services were detailed and only large purchases, such as hospitalizations required preauthorization.

5. The proposed regulation now describes linkages and referrals with other screening, surveillance, and service initiatives: Virginia Newborn Screening System, Virginia Congenital Anomalies Reporting and Education System, Virginia Sickle Cell Awareness Program, and Pediatric Comprehensive Sickle Cell Clinic Network.  These are all administered by the Department of Health and identify infants and children who may benefit from follow up or other services available through the Children with Special Health Care Needs Program.

6. Sections describing services provided for specific diseases or conditions are not part of the proposed regulation. The new federal definition of children with special health care needs is used. This definition focuses on a higher degree of service need and impact of the physical condition to identify the target population.

The proposed replacement regulation keeps some provisions from the current regulation such as the authority to suspend services in an emergency, operate demonstration projects, and the right to use paraprofessionals in service delivery. 

The proposed regulation describes the scope of services, goals, and eligibility requirements for major program components including Care Connection for Children network (new service in this regulation), Child Development Services (continued service), and the Virginia Bleeding Disorders Program (formerly known as the Hemophilia Program).

The proposed regulation also:

1. Provides authority to contract for needed services.

2. Updates applicable federal and state requirements relating to privacy; confidentiality of medical records; contractual assurances and certifications; access to minor’s health records; minor’s authority to consent to surgical and medical treatment; surveillance, investigation, sharing, and security of data; and allowable uses of federal funds for the program and its contractors.

3. Establishes the authority to operate program-specific pool of funds contingent upon available funds.  Designed to pay for health care services for eligible uninsured and underinsured persons, the Pool of Funds is considered the payor of last resort and not an entitlement. Providers accepting Pool of Funds must meet certain requirements, including acceptance of payment at the Medicaid rate.

4. Acknowledges that the Commissioner of Health may interpret and implement this regulation or components in a Guidance Document.  This is necessary to respond to changes in population needs, funding levels, and federal goals and requirements on a time-sensitive basis.

5. Outlines program appeal rights and processes, with the Commissioner of Health, or designee, rendering a final decision.

Issues:  The primary advantages of the proposed regulation to the public and the agency are clarification of the current program, eligibility requirements, and services available to children with special health care needs and their families through the Department of Health and its contractors such as:

1. Availability of family support and care coordination services to families with resident children who have special health care needs of physical origin regardless of income.  These services help families understand and fully utilize health insurance benefits, as well as assist families with applications to public and other appropriate assistance programs (e.g. Medicaid);

2. Availability of financial assistance, contingent upon available funding, to obtain medical services for eligible uninsured and underinsured persons in the Care Connection for Children network and the Virginia Bleeding Disorders Program;

3. Availability of evaluation services regarding potential developmental and psychosocial delays through Child Development Services provided on a sliding fee scale in accordance with Department of Health eligibility regulations (12 VAC 5-200 and 12 VAC 5-210);

4. Availability of care coordination and insurance case management for all residents with bleeding disorders; and

5. Definition of a two-tiered appeals process. 

The primary disadvantages of the proposed regulation to the public and agency are:

1. Services are not an entitlement. Services are subject to availability of funds and program capacity.  The program is financed primarily through federal Maternal and Child Health Block Grant funds (Title V) and matching state general funds.

2. Some services require financial screening and have income eligibility requirements.  The pool of funds is available only for income-eligible uninsured and underinsured persons and is subject to fund availability.  Some persons who apply may not receive financial assistance. 

3. Not all services are eligible for financial assistance through a designated pool of funds.  A program-specific pool of funds may be limited to certain services to assure and maintain financial viability.  Some medically necessary services may be needed by individuals but not able to be paid for through a Pool of Funds.

Department of Planning and Budget's Economic Impact Analysis:  

Summary of the Proposed Regulation.  The proposed amendments will update the regulations to reflect the changes already occurred in phases since the late 1990s.  

Result of Analysis.  The costs and benefits of the proposed changes are not expected to be significant upon promulgation as they have already occurred in phases since the late 1990s.

Estimated Economic Impact.  These regulations establish the state plan for the Children with Special Health Care Needs Program. This program provides enabling services, case management services, and population based services to children with special needs; assesses the community health status and available resources; and supports and encourages better health. The networks and sub-programs operate under this program include: Care Connection for Children, Child Development Services, Virginia Bleeding Disorders Program,  Pediatric Screening and Genetics Services,  Virginia Sickle Cell Awareness Program, Pediatric Comprehensive Sickle Cell Clinic Network. These programs provide services to over 100,000 newborns and adults through a network of over 100 local government agencies, non-profit, and for-profit organizations.

According to Virginia Department of Health (VDH), the Children with Special Health Care Needs Program has already been operating under the proposed version of the rules implemented in phases since the late 1990s. Thus, the proposed changes will merely reflect the changes already occurred in practice and are not expected to create any significant economic effects upon promulgation. However, eliminating the discrepancy between the regulatory language and the way the program operates in practice could prevent or reduce potential confusions and exposure of VDH to litigation risks.

The major changes in this program that were implemented in practice includes: 1) shifting available resources from providing direct care to providing case management services such as providing help to uninsured recipients to obtain health coverage from available sources, 2) no longer requiring Children’s Specialty Services recipients to pay a $120 annual fee to participate in the costs of services provided, 3) removing the details of what may be purchased by the Pool of Funds, and 4) requiring prior authorization for expenditures instead of requiring prior authorization only for large vendor purchases. The remaining changes are simply clarifications of current language and requirements to reflect the operation of the plan in practice.

In general, implementing operational or procedural changes without going through the regulatory process and then updating the regulations to reflect what is already implemented in practice is a problematic approach as the agency would be operating contrary to its regulation.  The lack of authority to enforce regulatory provisions combined with discrepancies between regulations and procedures followed in practice creates a potential for costly litigation expenses.

Also, the lack of pre-established priority order to receive services in the event that the resources are not enough to serve all applicants may be a shortcoming of the proposed regulations and may need to be explored for planning purposes. Currently, all applicants are provided services regardless of their income. Providing services to high income applicants would mean taking resources away from low income applicants if the resources fall short of the need. VDH indicates that the Commissioner has the authority to take actions to address this issue should the resources become exhausted. However, there appears to be no plan outlining how this would be done. It is not uncommon for regulatory agencies to have a plan of action to allocate services when the resources are not enough for all applicants. For example, the Department of Rehabilitative Services regulations, 12 VAC 30-20, stipulate activating an order of selection system that prioritizes among individuals eligible for vocational rehabilitation services in the event that resources are not sufficient to provide services to all.

Businesses and Entities Affected.  The Children with Special Health Care Needs Program provides services to more than 100,000 newborns and individuals annually through over 100 entities including local government agencies, non-profit and for-profit organizations.

Localities Particularly Affected.  The proposed regulations apply throughout the Commonwealth.

Projected Impact on Employment.  The proposed regulations are not expected to create any significant effect on employment.

Effects on the Use and Value of Private Property.  The proposed regulations are not expected to have any significant effect on the use and value of private property.

Small Businesses: Costs and Other Effects.  The proposed regulations are not likely to significantly affect any providers including small businesses.

Small Businesses: Alternative Method that Minimizes Adverse Impact.  The proposed regulations are not expected to have an adverse impact on small businesses.

Legal mandate.  The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 2.2-4007 H of the Administrative Process Act and Executive Order Number 21 (02).  Section 2.2-4007 H requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property.  Further, if the proposed regulation has an adverse effect on small businesses, § 2.2-4007 H requires that such economic impact analyses include (i) an identification and estimate of the number of small businesses subject to the regulation; (ii) the projected reporting, recordkeeping, and other administrative costs required for small businesses to comply with the regulation, including the type of professional skills necessary for preparing required reports and other documents; (iii) a statement of the probable effect of the regulation on affected small businesses; and (iv) a description of any less intrusive or less costly alternative methods of achieving the purpose of the regulation.  The analysis presented above represents DPB’s best estimate of these economic impacts.
Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  Virginia Department of Health (VDH) generally concurs with the Virginia Department of Planning and Budget’s (DPB) EIA, except that important details reflecting the complex history of this regulatory action have not been sufficiently detailed.

DPB states that the "Children with Special Health Care Needs Program has already been operating under the proposed version of the rules implemented in phases since the late 1990s."  While DPB is correct in acknowledging that program operations have changed, the first program transition actually commenced in 2001. DPB also states that "implementing operational changes without going through the regulatory process and then updating the regulations to reflect what is already implemented in practice is a problematic approach as the agency would be operating contrary to its regulation. The lack of authority to enforce regulatory provisions combined with discrepancies between regulations and procedures followed in practice creates a potential for costly litigation expenses." With this statement DPB fails to acknowledge two key points:

1. VDH has been following the established regulatory process to act on this regulation since 1994. Changes over four administrations significantly contributed to the delays experienced in resolving this regulatory action.

2. VDH followed model of care changes promoted by the federal government--the primary funding source for the program. 

VDH started appropriate regulatory action to repeal 12 VAC 5-190 beginning in 1994. It was not until 2004, ten years later, that it was definitively established by the Office of the Attorney General that this entire regulation must continue to exist in its entirety. VDH has followed regulatory processes to develop and maintain separate regulations for state-mandated services for specific special needs populations. Provision of services to special needs children in the broadest definition is not a state mandate.

Provision of services to children with special health care needs (CSHCN) is neither a federal nor state mandate per se. The state receives federal funds under the Social Security Act (Title V) for maternal and child health services, which does require an annual plan, and stipulates that 30% of funds be spent on CSHCN.  Section 32.1-77 of the Code of Virginia authorizes, but does not require, the Board of Health to submit a state plan for maternal and child health services. Other more specific programs are mandated by the Code of Virginia to identify and serve children with special health care needs. These include Virginia Newborn Screening Services and Virginia Early Hearing Detection and Intervention Program. These programs are governed by separate regulations.

The history of the regulation for children with special health care needs is complex and involves four administrations with varying opinions of how to handle this matter. In 1994, following Executive Order 15, it was determined that the State Plan for Children’s Specialty Services (now known as Children with Special Health Care Needs Program) did not need to exist as a regulation, but that the plan could be operated using guidance documents. Concerns regarding the rights of persons to demand services and appeal decisions arose, however, and were debated through subsequent administrations.  Changes were made to the VDH general eligibility regulations (12 VAC 5-200) to address these concerns. VDH continued with regulatory action to repeal the State Plan (Pre-NOIRA and NOIRA) with complete Executive Branch approval up through the Governor’s Office. In 1999, however, the Office of the Secretary of Health and Human Resources decided against the repeal of the regulations following advice by the OAG, due to concerns about the annual fee then charged to participants. VDH temporarily withdrew from the regulatory action stage to consider which specific components of the plan needed to exist as a regulation.

During this time period, tremendous changes transpired in the health care system with direct impact on VDH programs. VDH conducted a comprehensive needs assessment of CSHCN in 1999, as mandated by the U.S. Department of Health and Human Services in order to receive federal Title V Maternal and Child Health funds. This assessment conducted by Health Systems Research, Inc. (HSR) revealed that (in 1998):

1. Primary care capacity is strong.

2. Medical specialty capacity is excellent, however significant unmet needs in accessing durable medial equipment, prescription drugs, and/or nutritional supplements persisted.

3. Families are generally ill supported by the system as evidenced by a lack of information, advocacy and support services.

4. Insurance coverage and benefits are not equitably and consistently available to all CSHCN families.

5. Systems of care for CSHCN are not adequately coordinated and integrated.

6. Systems designed to serve families with CSHCN do not sufficiently and consistently value the experience and input of family members.

The following recommendations were made by HSR to address unmet needs:

1. Organize and convene a State Interagency Public/Private Council for CSHCN.

2. Strengthen Virginia’s Centers of Excellence for CSHCN (to enhance capacity and broaden the role of specialty hospitals for children).

3. Establish Regional Resource Centers for CSHCN (to promote development of resource information, advocacy, cross-system referral and coordination, and systems of family support).

4. Create a Statewide Family-to-Family Network.

The assessment also noted that, with the implementation of the federal State Children’s Health Insurance Program under Title XXI, up to 70,000 children in low income families would become insured and have greater access to private health care resources. At the same time, Medicaid enrollees were being transitioned to managed care, which opened up significant networks of primary and specialty health care providers.  These changes effectively reduced the pressure on the VDH program to function as a third party payer or provider of services to those without insurance.

VDH was under federal obligation to consider these findings and develop a state plan for CSHCN to address identified unmet needs. Section 505 of the Title V Social Security Act requires that a statewide needs assessment be conducted every five years and that each fiscal year states submit a plan for meeting the needs identified by the statewide needs assessment.  Had VDH not developed a plan to meet the identified needs, the state may have been at risk of having the plan for CSHCN not approved by the federal government, the primary funding source for serving this population.

The State Health Commissioner was notified in 2001 that the old Children’s Specialty Services program would be terminated and replaced by a community based system for care coordination, with retention of some funding to pay for needed services (as identified in the needs assessment) for uninsured or underinsured children. This was done to meet the unmet needs identified from the assessment while most efficiently using finite resources. In 2001, Virginia Secretary of Health and Human Resources reversed sentiment expressed in 1999 and approved repeal of the regulation.

Throughout all of the changes made to services for CSHCN, VDH has acted in accordance with federal directives.  The original 1935 enactment of the Social Security Act authorized federal grants for "Services for Crippled Children" to extend and improve services for locating crippled children and for providing medical, surgical corrective, and other services and care, and facilities for diagnosis, hospitalization, and aftercare for this population.

The first services for special needs children involving a partnership between the state and children’s specialty medical providers began in the late 1930s between the existing Bureau of Crippled Children (State Department of Health) and the Virginia Orthopaedic Society. In 1939 the two organizations met to restructure the state orthopedic clinics and to recommend that hospitalization for crippled children should be available in Roanoke, Lynchburg and Norfolk. State money totaling $132,626 was matched by federal funds from Title V of the Social Security Act. The initial regulation governing the program 12 VAC 5-190 was first developed 50 years later in 1987. Seven years later it was decided after mandated review (E.O. 15 in 1994) to start the process to repeal the regulation.

In the midst of these regulatory changes, major changes were also transpiring in health care nationwide. Major changes in philosophy and medical care for special health care needs children, which had occurred over decades since the original 1935 Title V enactment, spurred the federal government to make several major revisions to Title V of the Social Security Act. This federal legislative change was made to enable states to better meet needs of maternal and child populations including "crippled children."

The Consolidated Omnibus Budget Reconciliation Act of 1985 removed the terminology of "crippled children," replacing it with "children with special health care needs." This was reflective of the direction being given to states to expand their definitions of special needs children beyond certain diagnoses. Following this change, the Omnibus Budget and Reconciliation Act (OBRA) of 1989 significantly amended Title V of the Social Security Act. It redefined the mission and functions of State CSHCN Programs to:

1. "Provide and promote family-centered, community-based, coordinated care (including care coordination services…) for children with special health care needs" (42 USC § 701 (a) (1) (D)).

2. Care coordination was defined in this legislation as "services to promote the effective and efficient organization and utilization of resources to assure access to necessary comprehensive services for children with special health care needs and their families" (42 USC § 701 (b)(3)).

OBRA ’89 also incorporated by reference the National Health Promotion and Disease Prevention Objectives for the Year 2000 related to children with special health care needs and their families. OBRA ’89 required that the needs assessment be consistent with health status goals and national health objectives, and that states report annually on the extent to which these national health objectives have been met, in order to receive Title V funding.  The national health objective (Objective 17.20 Healthy People 2000) related to CSHCN was to "Increase to 50 the number of States that have service systems for children with or at risk of chronic and disabling conditions, as required by Public Law 100-239". The objective further describes service systems as "organized networks of comprehensive, community-based, coordinated, and family-centered services." 

In addition, the national agenda for children with special health care needs (2000) called for states to carry out legislative responsibilities to develop these community systems and to provide or arrange for uncovered services. Studies showed that the federally led shift from lengthy hospitalizations for CSHCN to community based systems of care saved from $1,200 to $1,500 per month per child. As noted in 1990 by the former Surgeon General of the United Sates Public Health Service, the federal government helped states move from a "categorical to non-categorical paradigm of service delivery, from medical to more functional definitions of disability…and from isolated to integrated models of providing services."

Based on this paradigm shift, all state CSHCN programs are now evaluated by the federal government on six outcomes:

1. Medical Home (To assure children have a source of ongoing routine health care)

2. Insurance Coverage (To assist children in obtaining and effectively utilizing health insurance)

3. Screening (To identify high risk conditions early)

4. Organization of Services

5. Families’ Roles (To assure that families are involved in all aspects of care and that their opinions are valued)

6. Transition to Adulthood (To assure that children with special health care needs are adequately transition to an adult system of care)

Programs are not evaluated on provision of clinical based services governed by specific diagnoses. The old Children’s Specialty Services would not efficiently meet the needs of special health care children as identified by the 1999 assessment. The state was required to develop a plan to meet these needs and to be evaluated under newly developed federal definitions and standards.

The new program implemented by VDH since 2000 was designed to satisfy federal expectations, assure continued funding, and meet current needs identified by the 1999 assessment. At each step of the process, VDH made every effort to meet the legislative intent of the program as specified in Title V of the Social Security Act, as well as to operate in accordance with regulatory requirements of the Commonwealth. VDH wants the record to note that the regulatory process was followed with good faith, and that the steps to terminate the prior program were initiated while the action to repeal the State Plan was in process. The description of the program and regulatory changes presented here presents a more accurate picture of what has transpired over the last ten years. At no time did VDH act to expose the state to litigation risks, and failure to act may have jeopardized federal funding.

In addition the EIA indicates that providing care coordination services to all applicants regardless of income could result in resources being taken away from low-income applicants, should the demand exceed resources. DPB suggests VDH develop a plan to prioritize resources if necessary. However, as DPB has noted the Commissioner has the authority to take actions to address this issue if necessary. VDH will consider this recommendation and amend the regulation at a later date, but does not wish to see any further delay of this regulatory action. It should also be noted that VDH does maintain details of acceptable purchases under the Pool of Funds in guidance documents.

Summary:

This regulation governs several programs serving individuals with special health care needs administered by the Department of Health.

Due to the need for extensive revisions, this regulatory action is repealing of the current regulation (12 VAC 5-190) State Plan for the Provision of Children’s Specialty Services.  The current regulation governs a diagnosis-based, direct clinic service model that is no longer operating throughout the Commonwealth due to significant changes in health care coverage among children, federal goals for children with special health care needs, and identified needs of this population and their families.

The proposed regulation, 12 VAC 5-191, State Plan for the Children with Special Health Care Needs Program, identifies current program components, the scope of services provided and eligibility requirements.  The regulation establishes the authority to operate a program-specific pool of funds contingent upon available funding, outlines appeals processes and defines relationships and automatic referrals from other state-mandated screening and surveillance programs.  The regulation recognizes that the Children with Special Health Care Needs Program is not an entitlement or federal/state/local public benefit program.
CHAPTER 191.

STATE PLAN FOR THE CHILDREN WITH SPECIAL HEALTH CARE NEEDS PROGRAM.

12 VAC 5-191-10. Definitions.

The following words and terms when used in this regulation shall have the following meanings unless the context clearly indicates otherwise: 

"Appeal" means the client's right to seek relief from an unfavorable decision in obtaining services or assistance included in the plan. 

"Applicant" means an individual who applies for the services under this regulation.  An application may be filed for or on behalf of a minor or person under a legal disability by a parent, legal guardian, and attorney in fact, or an attorney at law.  

"Bleeding disorders" means inherited problems in coagulation caused by missing or poorly functioning proteins in the blood such as hemophilia and von Willebrand Disease.

"Board" means the State Board of Health. 

"Care coordination" means a process that links individuals and their families to services and resources in a coordinated effort to maximize their potential and provide them with optimal health care.

"Center" means a unit providing Care Connection for Children services.

"CCC" means Care Connection for Children.

"Children and youth with special health care needs" means individuals who are ages birth to their twenty-first birthday and have, or are at increased risk for, a chronic physical, developmental, behavioral, or emotional condition and who also require health and related services of a type or amount beyond that required by children generally.

"Client" means an individual who meets all the eligibility criteria for a program and has been accepted for services. 

"Commissioner" means the Commissioner of Health.
"Community-based" means a framework within which a variety of programs work together to meet the many, varied needs of children, youth, and families in communities.
"CSHCN" means children with special health care needs.

"Culturally-competent" means the ability to provide services to clients that honor different cultural beliefs, interpersonal styles, attitudes and behaviors and the use of multicultural staff in the policy development, administration, and provision of those services.
"Department" means the state Department of Health and includes the central office, regional offices, health districts, and local health departments.
"Developmental disorder" means a delay(s) in maturation or deviant maturation of physical, language, sensory, motor, cognitive, social, learning or self-help capabilities to the extent that there is a negative impact on a child's ability to adapt to or cope with the typical environmental demands as expected for chronological age. 

"Direct health care services" means medically necessary services for the treatment and monitoring of a condition(s) covered by the program. The services are generally delivered one-on-one between a health care professional and a client in an office, home, clinic, outpatient department, or hospital.  

"Director" means the Director, Children with Special Health Care Needs Program. 

"Division" means the Division of Child and Adolescent Health. 

"Enabling services" means support services that allow or provide for access to and the receipt of benefits from an array of basic health care services. 

"Family" means the client and other such household members who together constitute one economic unit.  An economic unit is one or more individuals who generally reside together and share income. 

"Family-centered care" means an approach to the planning, delivery, and evaluation of health care whose cornerstone is active participation between families and professionals.  Family-centered care recognizes that families are the ultimate decision makers for their children, with children gradually taking on more and more of this decision-making themselves.

"Family-to-family support" means the provision of information and peer support among families having experience with family members having special health care needs.

"Guardian" means a court-appointed guardian of the person. 

"Information and referral services" means assisting clients and their families to find available services, responding to inquiries from the general public, and disseminating information for accessing specific services.

"MCH" means maternal and child health.

"Medical home" means a concept in which the child has an ongoing source of health care from a primary care physician who works together with the family to ensure that the child has accessible, continuous, comprehensive, family-centered, coordinated, compassionate, and culturally effective medical care. 

"Parent" means a biological or adoptive parent or a stepparent.
"Plan" means the State Plan for the Children with Special Health Care Needs Program prepared pursuant to Title V of the United States Social Security Act, as amended.
"Pool of funds" means funds designated for payment of direct health care services.  Access to the pool is not an entitlement and is subject to availability of funds and guidelines that govern its eligibility and coverage of services.

"Population-based services" means preventive interventions and personal health services developed and available for the entire MCH population of the Commonwealth rather than for individuals in a one-on-one situation.

"Program" means the Children with Special Health Care Needs Program. 

"Provider" means an individual or agency that provides a service under an agreement between the individual or agency and the Children with Special Health Care Needs Program or its contractors.

"Resident" means an individual who resides within the geographical boundaries of the Commonwealth. 

"Services" means those activities provided or arranged by the various programs within the Children with Special Health Care Needs Program. 

"Sickle cell disease" means any inherited hemoglobin pattern with a predominance of hemoglobin (S) in absence of, or greater than normal hemoglobin (A); or hemoglobin S with another hemoglobin variant such as C, D, or E or beta thalassemia.

"Sickle Cell Program Manager" means an employee of the Pediatric Comprehensive Sickle Cell Clinic Network who is designated to be responsible for the administration of the statewide Pediatric Comprehensive Sickle Cell Clinic Network. 

"Transition services" means assisting the client and his family in the process of making necessary changes from life as a youth with special health care needs to life as an adult with special health care needs.  Aspects to be addressed include health and wellness; education, vocation, and employment; mobility, transportation, and recreation; and legal, insurance, disability benefits, and housing. 

"Underinsured" means having medically necessary service needs that exceed an individual’s health insurance coverage limits.

"Uninsured" means having no private health insurance or state or federal medical assistance coverage. 

12 VAC 5-191-20. Guidance documents.

The commissioner may issue guidance documents that interpret these regulations and provide guidance for their implementation.  Such documents shall be reviewed and revised whenever these regulations are reviewed, and may also be amended or revised as needed to meet changing circumstances.  

12 VAC 5-191-30. Delegation of authority.

The commissioner hereby delegates the authority to supervise the day-to-day activities required to administer the plan to the Director, Children with Special Health Care Needs Program. The director shall be responsible for the efficient and effective implementation of the plan and shall be accountable to the commissioner or his designee.

12 VAC 5-191-40. Scope and content of the Children with Special Health Care Needs Program.

A. Mission.  The Children with Special Health Care Needs Program promotes the optimal health and development of individuals living in the Commonwealth with special health care needs by working in partnership with families, service providers, and communities.

B. Scope.  The scope of the Children with Special Health Care Needs Program includes the following:

1. Direct health care services.

2. Enabling services.

3. Population-based services.

4. Assessment of community health status and available resources.
5. Policy development to support and encourage better health.
The Children with Special Health Care Needs Program administers the following networks and services:

1. Care Connection for Children.

2. Child Development Services.

3. Virginia Bleeding Disorders Program.

4. Pediatric Screening and Genetics Services.

a. Virginia Newborn Screening System. 

b. Virginia Congenital Anomalies Reporting and Education System. 

5. Virginia Sickle Cell Awareness Program.

6. Pediatric Comprehensive Sickle Cell Clinic Network.

C. Target population.  The target population to receive services from the networks and programs within the Children with Special Health Care Needs Program are the following: 

1. Residents of the Commonwealth.

2. Individuals between the ages of birth and their twenty-first birthday except that the Virginia Bleeding Disorders Program and the Virginia Sickle Cell Awareness Program serve individuals of all ages.

3. Individuals diagnosed as having, or are at increased risk for having, a chronic physical, developmental, behavioral, or emotional condition and who also require health and related services of a type or amount beyond that required by children generally.

Each network and program within the CSHCN Program has its own specific eligibility criteria.

D. Goals.  The Title V national performance measures, as required by the federal Government Performance and Results Act (GPRA-Pub. L. 103-62), are used to establish the program goals.

12 VAC 5-191-50. Availability of funds; no entitlement.

Receipt of federal funds and subsequent administration of the State Plan for the Children with Special Health Care Needs are contingent upon annual federal review, approval, and compliance with other applicable federal law and regulations as outlined in USC §§ 701-710, Subchapter V, Chapter 7, Title 42 and CFR, Secretary of Health and Human Services, Chapter I, Title 42, and Subtitle A, Title 45.

Expenditures shall be limited to available funding.  These regulations do not create any legally enforceable right or entitlement to payment for medical services on the part of any person or any right or entitlement to participation.

For those program services and assistance requiring financial eligibility, the funds shall be committed on behalf of the eligible client based on the date that the programs, within the CSHCN Program, receive the original signed financial eligibility application.

12 VAC 5-191-60. Emergency suspension of services.

The commissioner may suspend any portion of the plan, including services provided, to ensure the financial integrity of the Children with Special Health Care Needs Program. The commissioner shall report any action taken under the provisions of this section to the Board of Health at its next scheduled meeting.

12 VAC 5-191-70. Financial requirements.

For those program services and assistance requiring financial eligibility, the determination shall be conducted in accordance with the State Board of Health Regulations Governing Eligibility Standards and Charges for Health Care Services to Individuals, 12 VAC 5-200 and its guidance documents that are currently in effect.

Applicants who are eligible for financial assistance under this plan must demonstrate that they are not eligible for other available state and federal medical assistance programs.  An application for such state or federal assistance programs must be completed and a denial of eligibility received in order to qualify for financial assistance under this plan.  The Children with Special Health Care Needs Program may limit financial assistance until the appropriate applications for the medical assistance programs have been processed for acceptance or denial. 

12 VAC 5-191-80. Appeal process.

A. An applicant for or client in receipt of services or assistance, as defined in this plan, may appeal the following actions:

1. Denial of services or assistance.

2. Termination of services or assistance.

3. Adverse determination regarding financial eligibility.

There are no further rights of appeal except as set forth in this section.  Applicants or clients have no right of appeal of a denial of services or assistance because of a lack of funds.

B. The applicant or client has the right to receive a written statement of the reasons for denial and be informed in writing of the appeal process, including time limits.

C. If a client already receiving services or assistance is denied those services or assistance, a written notice of termination including the reason of denial shall be given 30 days in advance of discontinuing services.  

D. First level of appeal:  An individual or his representative may make a written or oral appeal to the employee designated to be responsible for the administration of the different programs (the Care Connection for Children Program Director, Administrative Director for the Child Development Services, Bleeding Disorders Program Coordinator, or Sickle Cell Program Manager) within 30 days of the denial of service.  The respective program director, administrative director, program coordinator, or program manager shall review and make a written decision to the individual or his representative within 15 days from the date of receipt of the appeal.

E. Second level of appeal:  If the individual is not satisfied with the decision provided at the first level of appeal, the individual may appeal the decision in writing to the Director of the Children with Special Health Care Needs Program within 30 days of the denial from the individual program.  

F. Upon receipt of the appeal, the director shall review and make written recommendations to the commissioner, or the commissioner’s designee, within 15 days.  The director shall consider all written information and may confer, as deemed necessary, with the department’s adjudication officer in the Office of Family Health Services or other relevant experts.

G. Within 45 days following the date on which an appeal is filed, the commissioner, or commissioner’s designee, shall make a final decision.

12 VAC 5-191-90. Privacy.

A. The Children with Special Health Care Needs Program and program subcontractors shall protect the privacy of the client’s personal health information and the confidentiality of medical records in accordance with §§ 2.2-3700 through 2.2-3705.1, 2.2-3705.5, 2.2-3800 through 2.2-3809, 32.1-40, 32.1-41, 32.1-64.2, 32.1-67.1, 32.1-69, 32.1-69.2, 32.1-127.1:03, and 32.1-127.1:04 of the Code of Virginia; the federal Health Insurance Portability and Accountability Act of 1996 (42 USC §§ 1320 d et seq. and 45 CFR Part 164); and Title V of the Social Security Act ( 42 USC §§ 701-710, Subchapter V, Chapter 7 and 42 CFR 51a.6).

B. Access to minor’s health records and the authority to consent to surgical and medical treatment for certain minors shall be administered in accordance with §§ 20-124.6 and 54.1-2969 of the Code of Virginia, respectively.

C. Surveillance and investigation shall be consistent with §§ 32.1-40, 32.1-41, 32.1-66 and 32.1-39 of the Code of Virginia.

D. The department's children with special health care needs program and its contractors shall maintain security and confidentiality of databases in accordance with applicable federal and state laws and regulations.

12 VAC 5-191-100. Contracts with providers.

A. The program may choose to administer a pool of funds for payment of direct health care services for the uninsured and underinsured clients subject to availability of funds and guidelines that govern its eligibility and coverage of services.

B. The program and its contractors are payors of last resort for direct health care services.  All other payment sources, including Title XVIII (Medicare), Title XIX (Medicaid and its EPSDT Program), Title XXI (SCHIP), military health insurance, private health insurance, any other state and federal medical assistance program, or any entity that contracts to pay medical care costs for persons eligible for medical assistance in the Commonwealth shall be exhausted prior to program payment.
C. The program and its contractors will not pay any portion of the bill that is not covered by any insurer, state and federal medical assistance program, or any entity that contracts to pay medical care costs for persons eligible for medical assistance in the Commonwealth unless the service is totally nonreimbursable by them.

D. Providers of direct health care services are limited to those providers who:

1. Have credentials, licensure or certification in the clinical specialty to provide the approved services.

2. Accept the Medicaid fee-for-service rate of reimbursement for the specific service based upon the appropriate code set to identify procedures, services, and diagnoses as approved for use by the federal Centers for Medicare and Medicaid Services.
3. Accept the amounts as negotiated by the program, or a contractor on its behalf, as payment in full on behalf of the program, client, and his family or legal guardian.

E. Paraprofessional staff and volunteers may provide services under the direction of a provider who has credentials, licensure, or certification.

12 VAC 5-191-110. Special projects.

A. When approved by the commissioner or his designee, the plan does not preclude establishment of "Demonstration Projects" to test alternate means of service delivery.  All such projects shall be relevant to the services for children with special health care needs as provided through the administration of the plan.

B. The plan does not preclude seeking funding from other available funding sources to perform a special project.

12 VAC 5-191-120. Federally required assurances and certifications.

A. The Children with Special Health Care Needs Program is funded by the Title V of the federal Social Security Act, Maternal and Child Health Services Block Grant, which is matched by state funds.  The department is required to comply with the following: 

1. Civil Rights Assurance (45 CFR Part 80).

2. Assurance concerning the Handicapped (45 CFR Part 84).

3. Assurance concerning Sex Discrimination (45 CFR Part 86).

4. Assurance concerning Age Discrimination (45 CFR Part 90 and 45 CFR Part 91).

5. Human Subjects Certification, when applicable (45 CFR Part 46).

6. Certifications regarding Drug-free Workplace, Debarment and Suspension, Lobbying, Program Fraud Civil Remedies, and Environmental Tobacco Smoke.

7. Regulatory Provisions for Block Grants (45 CFR 96.50 (e)).

B. For funding received from other federal sources, the department is required to comply with the Office of Management and Budget Circular A-87, "Cost Principles for State, Local, and Indian Tribal Governments" as published in 67 FR 52558.

12 VAC 5-191-130. Federal stipulations for use and nonuse of funds.

A. The MCH Services Block Grant has, as its general purpose, the improvement of the health of all mothers and children in the nation consistent with the applicable health status goals and national health objectives established by the Secretary of Health and Human Services.  The funds enable each state to: 

1. Provide and assure mothers and children (in particular those with low income or with limited availability of health services) access to quality maternal and child health services; 

2. Reduce infant mortality and the incidence of preventable diseases and handicapping conditions among children; 

3. Provide rehabilitative services for blind and disabled individuals under the age of 16 years receiving benefits under Title XVI (Supplemental Security Income), to the extent medical assistance for such services is not provided under Title XIX (Medicaid); and 

4. Provide and promote family-centered, community-based, coordinated care for children with special health care needs and to facilitate the development of community-based systems of service for such children and their families.

B. Federal requirements prohibit MCH Services Block Grant funds from being used for the following purposes:

1. Purchase of major medical equipment. 

2. Cash payments to intended recipients of health services.

3. Purchase or improvement of land; the purchase, construction or permanent improvement of any building or other facility (other that minor remodeling).

4. Providing funds for research or training to any entity other than a public or nonprofit private entity.

5. Satisfying any requirement for the expenditure of nonfederal funds as a condition for the receipt of federal funds.  Further, federal funds from other block grants (e.g., preventive health) may be transferred into the MCH Services Block Grant Program by states, but MCH Block Grant funds may not be transferred to any other program.

C. For funding received from other federal sources, the department is required to comply with the Office of Management and Budget Circular A-87, "Cost Principles for State, Local, and Indian Tribal Governments" as published in 67 FR 52558.
12 VAC 5-191-140. Parent, legal guardian and client rights and responsibilities.

The parent, legal guardian, or client rights and responsibilities shall be described in existing program policies and shall be given to the client upon acceptance to the program.

12 VAC 5-191-150. Closure of client to the program.

A. The reasons for closure of a client to the program shall be in accordance with existing department eligibility guidance documents as stated in 12 VAC5-191-70.
B. If, at the time of closure to the program, the client still needs medical care for the condition for which he was in the program and for the service that he has been receiving from the program, the client will be referred to another source.  The services may terminate only following notice to the client that such services will be terminated. Medical care services cannot be terminated for clients receiving ongoing care without making a good faith effort to secure alternative care.

12 VAC 5-191-160. Transfer of client.

Transfer of a client geographically among the program’s centers or clinics shall be in accordance with existing program policies.

12 VAC 5-191-170. Description of the Care Connection for Children network.

Care Connection for Children is a statewide network of Centers of Excellence for Children with Special Health Care Needs that facilitates access to comprehensive medical and support services that are collaborative, family centered, culturally competent, fiscally responsible, community based, coordinated and outcome oriented to children and youth with special health care needs and their families.

12 VAC 5-191-180. Scope and content of the Care Connection for Children network.

A. Mission.  The Care Connection for Children network promotes the optimal health and development of children and youth living in the Commonwealth with special health care needs by working in partnership with families, service providers, and communities.

B. Scope of services.  The Care Connection for Children network provides the following enabling services:

1. Assistance in accessing specialty medical services and a medical home.

2. Care coordination.

3. Medical insurance benefits evaluation and coordination that may include services that promote the access to and the understanding of the use of private health insurance and state and federal medical assistance programs.

4. Information and referral. 

5. Collaboration with the Virginia Department of Education and its Education in Hospitals Program to provide consultation for families, educators and school administrators.

6. Transition from child to adult-oriented health care system.

7. Family-to-family support.

8. Training and technical assistance for community providers.

9. Promotion of a family-centered, community-based, and culturally-competent service delivery system through advisory councils.

Based on community need, the Care Connection for Children network may provide direct health care services.

C. Criteria to receive services from Care Connection for Children.  Children and youth are eligible to receive services from Care Connection for Children if they are:
1. Residents of the Commonwealth.

2. Between the ages of birth and their twenty-first birthday. 

3. Diagnosed with a disorder that:

a. Has a physical basis; 

b. Has lasted, or is expected to last, at least 12 months; and
c. Produces one of more of the following sequelae:

(1) Need for health care and ancillary services over and above the usual for the child's age, or for special ongoing treatments, interventions, or accommodation at home or school;
(2) Limitation in function, activities, or social role in comparison with healthy age peers in the general areas of physical, cognitive, emotional, and social growth and development;
(3) Dependency on one of the following to compensate for, or minimize limitation of, function, activities, or social role: medications, special diet, medical technology, assistive devices or personal assistance.

No financial eligibility criteria are required for clients to receive the enabling services.  However, clients who meet the above criteria must also meet the financial requirements for eligibility for access to a pool of funds for payment of their direct health care services.

D. Goals.  The Title V national performance measures, as required by the federal Government Performance and Results Act (GPRA-Pub. L. 103-62), are used to establish the program goals.  The following goals shall change as needed to be consistent with the Title V national performance measures:

1. Families of children with special health care needs will partner in decision making at all levels and will be satisfied with the services they receive.

2. All children with special health care needs will receive coordinated, ongoing, comprehensive care within a medical home.

3. All families of children with special health care needs will have adequate private or public insurance or both to pay for the services they need.

4. All children will be screened early and continuously for special health care needs.

5. Community-based service systems will be organized so families can use them easily.

6. All youth with special health care needs will receive the services necessary to make transitions to all aspects of adult life, including adult health care, work, and independence.

12 VAC 5-191-190. Care Connection for Children Pool of Funds.

Based on availability of funds, the Children with Special Health Care Needs Program may choose to administer a Care Connection for Children Pool of Funds for payment of direct medical care services for the uninsured and underinsured clients. The commissioner or his designee may issue a guidance document that interprets these regulations and provides guidance for their implementation.  The guidance document for the pool of funds shall include the financial requirements for eligibility as stated in 12 VAC 5-191-50, the policies for authorization of services, and the contractual assurances as noted in this regulation. The guidance document will assure that the funds are allocated to the children with the greatest financial need after all health insurance, federal, state, and community financial resources have been exhausted.  At a minimum, the guidance document shall be reviewed at least annually and revised as needed, whenever the regulations are reviewed, and also may be amended or revised as needed to meet changing circumstances.
12 VAC 5-191-200. Description of the Child Development Services network.

The Child Development Services is a statewide network of Child Development Clinics that facilitates the availability and accessibility of comprehensive, interdisciplinary developmental services for children and youth suspected to have or diagnosed with developmental, learning, or behavioral disorders.

12 VAC 5-191-210. Score and content of the Child Development Services Program.

A. Mission.  The Child Development Services Program promotes the optimal physical, language, cognitive, social, learning, self-help, behavioral, and emotional development and well-being of children.

B. Scope of services.  The child development clinics provide pediatric services in the specialty area of developmental and behavioral pediatrics. This health care field specializes in the diagnosis and treatment of developmental and psychosocial aspects of pediatric health care including developmental disorders and emotional, behavioral, and psychosomatic problems. 

Services offered at each clinic location may vary according to the needs of the community, expertise of the professional staff, and the overall goals and objectives for the current program. 

The Child Development Services network provides the following direct health care services and enabling services:

1. Interdisciplinary evaluations that may include a pediatric medical examination, nurse evaluation, psychosocial history, psychological assessment, and educational evaluation.
2. Treatment planning that may include the evaluation team developing a written report that integrates their findings, establishes diagnoses, and formulates recommendations for each client.
3. Care coordination.
4. Consultation.
5. Screenings for early identification of persons with developmental disorders.

6. Screening services to assist other agencies in their program implementation as may be described in a contract or memorandum of agreement. 

7. Information and referral.

8. Intervention services that may include medical, psychosocial, educational, or interdisciplinary treatment services.

9. Training and technical assistance for community providers. 

C. Criteria to receive services from Child Development Services.  Children and youth are eligible to receive services from Child Development Services if they are:
1. Residents of the Commonwealth.

2. Between the ages of birth and their twenty-first birthday.

3. Suspected to have or diagnosed with developmental, emotional or behavioral disorder or presence of severe or multiple risk factors for these conditions. 

No financial eligibility criteria are required for clients to receive the enabling services.  However, clients who meet the above criteria must also meet the financial requirements to receive direct health care services based on a sliding scale charge schedule.  The amount of the required charge shall be in accordance with the State Board of Health Regulation Governing Eligibility Standards and Charges for Health Care Services to Individuals, 12 VAC 5-200.

D. Goals.  The Title V national performance measures, as required by the federal Government Performance and Results Act (GPRA-Pub. L. 103-62), are used to establish the program goals.  The following goals shall change as needed to be consistent with the Title V national performance measures:

1. Children who are at greatest risk for developmental, emotional and behavioral disorders and in need of related services will receive early screening, diagnosis, and assistance in finding and accessing needed services.

2. Other state and local agencies will receive assistance in providing effective coordinated services for persons with special health care needs.

12 VAC 5-191-220. Description of the Virginia Bleeding Disorders Program.

The Virginia Bleeding Disorders Program supports a statewide network of comprehensive care centers to promote coordinated, family-centered, culturally-competent, multidisciplinary system of care for clients of all ages with inherited bleeding disorders and their families.  

12 VAC 5-191-230. Scope and Content of the Virginia Bleeding Disorders Program.

A. Mission.  Virginia Bleeding Disorders Program improves the availability and accessibility of comprehensive care for clients with inherited bleeding disorders and their families.  

B. Scope of services.  In collaboration with a network of comprehensive bleeding disorders clinics in the Commonwealth, services are provided by a multidisciplinary team that focuses on the physical, emotional, social, educational, financial and workplace impact of inherited bleeding disorders.  The comprehensive care team collaborates closely with the client’s primary care provider within their community.

The Virginia Bleeding Disorders Program provides the following enabling services: 

1. Assistance in accessing comprehensive specialty health care services for clients with inherited bleeding disorders and a medical home. 

2. Care coordination.

3. Insurance case management that may include a comprehensive resource assessment, consultation, and referral of eligible individuals to third party payers; education and assistance to individuals regarding health care choices relevant to insurance options; procurement of grants for the funding of third party medical coverage; and assistance to eligible individuals in the health insurance application and enrollment process and procurement of the least costly and beneficial medical coverage.

4. Information and referral.

5. Collaboration with the Virginia Department of Education and its Education in Hospitals Program to provide consultation for families, educators, and school administrators.

6. Transition from child to adult oriented health care system.

7. Family-to-family support.

8. Training and technical assistance for community providers.

9. Promotion of quality assurance and policy development through the Hemophilia Advisory Board.

C. Criteria to receive services of Virginia Bleeding Disorders Program.  Individuals are eligible to receive services from the Virginia Bleeding Disorder Program if they are:

1. Residents of the Commonwealth.

2. Any age.

3. Diagnosed as having an inherited bleeding disorder. 

4. Clients of a comprehensive bleeding disorder clinic.

No financial eligibility criteria are required for clients to receive the enabling services.  However, clients who meet the above criteria must also meet the financial requirements for eligibility for access to a pool of funds for payment of their direct health care services.

D. Goals.  The Title V national performance measures, as required by the federal Government Performance and Results Act (GPRA-Pub. L. 103-62), are used to establish the program goals.  The following goals shall change as needed to be consistent with the Title V national performance measures:

1. Clients with inherited bleeding disorders will partner in decision making at all levels and will be satisfied with the services they receive.

2. Clients with inherited bleeding disorders will receive coordinated, ongoing, comprehensive specialized care in partnership with their community-based primary care provider.

3. Clients with inherited bleeding disorders will have adequate private or public insurance or both to pay for the services they need.

4. All youth with inherited bleeding disorders will participate in preparing for transition to adult life, including adult health care, work and independence.

12 VAC 5-191-240. Bleeding disorders pool of funds.

Based on availability of funds, the Children with Special Health Care Needs Program may choose to administer a bleeding disorders pool of funds for payment of direct medical care services for the uninsured and underinsured clients.  The commissioner or his designee may issue a guidance document that interprets these regulations and provides guidance for their implementation.  The guidance document for the pool of funds shall include the financial requirements for eligibility as stated in 12 VAC 5-191-70, the policies for authorization of services, and the contractual assurances as noted in this regulation. The guidance document will assure that the funds are allocated to the children with the greatest financial need after all health insurance, federal, state, and community financial resources have been exhausted.  At a minimum, the guidance document shall be reviewed at least annually and revised as needed, whenever the regulations are reviewed, and also may be amended or revised as needed to meet changing circumstances.
12 VAC 5-191-250. Pediatric Screening and Genetics Services.

The Pediatric Screening and Genetics Services unit works to improve the health of children and families by preventing birth defects and developmental disabilities, promoting optimal child development, and promoting health and wellness among children and adolescents living with disabilities.

Pediatric Screening and Genetics Services include several programs, services, and projects, two of which are the Virginia Newborn Screening System and the Virginia Congenital Anomalies Reporting and Education System.

12 VAC 5-191-260. Scope and content of the Virginia Newborn Screening System.

A. The Virginia Newborn Screening System consists of two components: (i) Virginia Newborn Screening Services and (ii) Virginia Early Hearing Detection and Intervention Program.

B. Virginia Newborn Screening Services.

1. Mission.  The Virginia Newborn Screening Services prevents mental retardation, permanent disability, or death through early identification and treatment of infants who are affected by selected inherited disorders.
2. Scope of services.  The Virginia Newborn Screening Services provides a coordinated and comprehensive system of services to assure that all infants receive a screening test after birth for selected inherited metabolic, endocrine, and hematological disorders as defined in Regulations Governing the Newborn Screening and Treatment Program, 12 VAC 5-70.

These population-based, direct, and enabling services are provided through:

a. Biochemical dried bloodspot screening tests.

b. Follow up of abnormal results.

c. Diagnosis.

d. Education to health professionals and families.

e. Expert consultation on abnormal results, diagnostic testing, and medical and dietary management for health professionals.

Medical and dietary management is provided for the diagnosed cases and includes assistance in accessing specialty medical services and referral to Care Connection for Children.

The screening and management for specified diseases are governed by Regulations Governing the Newborn Screening and Treatment Program, 12 VAC 5-70.

3. Criteria to receive Virginia Newborn Screening Services.  All infants born in the Commonwealth are eligible for the screening test for selected inherited disorders.
4. Goal.  The Title V national performance measures, as required by the federal Government Performance and Results Act (GPRA-Pub. L. 103-62), are used to establish the program goals.  The following goal shall change as needed to be consistent with the Title V national performance measures:

All infants will receive appropriate newborn bloodspot screening, follow up testing, and referral to services.
C. Virginia Early Hearing Detection and Intervention Program.

1. Mission.  The Virginia Early Hearing Detection and Intervention Program promotes early detection of and intervention for infants with congenital hearing loss to maximize linguistic and communicative competence and literacy development. 

2. Scope of services.  The Virginia Early Hearing Detection and Intervention Program provides services to assure that all infants receive a hearing screening after birth, that infants needing further testing are referred to appropriate facilities, that families have the information that they need to make decisions for their children, and that infants and young children diagnosed with a hearing loss receive appropriate and timely intervention services.  These population-based and enabling services are provided through:

a. Technical assistance and education to new parents.

b. Collaboration with physicians and primary care providers.

c. Technical assistance and education to birthing facilities and those persons performing home births.

d. Collaboration with audiologists.

e. Education to health professionals and general public.

Once diagnosed, the infants are referred to early intervention services.  The screening and management for hearing loss are governed by the regulation, Virginia Hearing Impairment Identification and Monitoring System, 12 VAC 5-80.
3. Criteria to receive services from the Virginia Early Hearing Detection and Intervention Program.

a. All infants born in the Commonwealth are eligible for the hearing screening.
b. All infants who are residents of the Commonwealth and their families are eligible for the Virginia Early Hearing Detection and Intervention Program.
4. Goals.  The Title V national performance measures, as required by the federal Government Performance and Results Act (GPRA-Pub. L. 103-62), are used to establish the program goals.  The following goals shall change as needed to be consistent with the Title V national performance measures:
All infants will receive screening for hearing loss no later than one month of age, achieve identification of congenital hearing loss by three months of age, and enroll in appropriate intervention by six months of age.

12 VAC 5-191-270. Description of the Virginia Congenital Anomalies Reporting and Education System.

The Virginia Congenital Anomalies Reporting and Education System (VaCARES) is a birth registry of children under two years of age diagnosed with congenital anomalies using data from documents such as birth certificates filed with the State Registrar of Vital Records, hospital medical records, and newborn screening system records.  It is both a reporting and an education system.

12 VAC 5-191-280. Scope and content of the Virginia Congenital Anomalies Reporting and Education System.

A. Mission.  The Virginia Congenital Anomalies Reporting and Education System promotes the evaluation of the possible causes of birth defects, the improvement in the diagnosis and treatment of children with birth defects, and the provision of information to parents and health professionals about the health resources available to aid such children. 

B. Scope of services.  The Virginia Congenital Anomalies Reporting and Education System provides the following population-based and enabling services:

1. Identification of children having certain birth defects using data from documents such as birth certificates filed with the State Registrar of Vital Records, hospital medical records, and newborn screening system records.
2. Collection of data to evaluate the possible causes of birth defects.

3. Publication of birth defect surveillance data.

4. Technical assistance and education to health professionals and parents.

5. Referral to Care Connection for Children.

This system is governed by § 32.1-69.1 of the Code of Virginia.
C. Criteria to receive services from VaCARES.  Children with selected birth defects who are under two years of age and residents of Virginia are eligible for the services.

D. Goals.

1. Children with birth defects will receive early diagnosis and assistance in finding and accessing health care services. 

2. Birth defect surveillance data will be used in making decisions regarding health services planning and to promote scientific collaboration for the prevention of birth defects.
12 VAC 5-191-290. Description of the Virginia Sickle Cell Awareness Program.

The Virginia Sickle Cell Awareness Program (VASCAP) is a statewide program for the education and screening of individuals for the disease of sickle cell anemia or sickle cell trait and for such other genetically related hemoglobinopathies.

12 VAC 5-191-300. Scope and content of the Virginia Sickle Cell Awareness Program. 

A. Mission.  The Virginia Sickle Cell Awareness Program promotes awareness and provides access to screening and follow-up education for individuals and families identified with sickle cell disease and other genetically related hemoglobinopathies.
B. Scope of services.  The Virginia Sickle Cell Awareness Program provides the following enabling services in collaboration with local health departments:

1. Assistance for those unable to pay in accessing screening that includes screening for the purposes of preconceptual counseling, prenatal diagnosis, and the identification of sickle cell disease and related hemoglobinopathies in the child and adult.

2. Individual, community, and professional consultation about sickle cell disease and related hemoglobinopathies.
3. Post-screening counseling regarding carrier status or treatment.
4. Training and technical assistance for community providers.

5. Collaboration with Virginia Newborn Screening Program to track infants identified with sickle cell disease and related hemoglobinopathies to insure early parent education about the specific hemoglobinopathy, encourage confirmatory testing, and provide information about a network of Pediatric Comprehensive Sickle Cell Clinics located throughout the state.
C. Criteria to receive services from the Virginia Sickle Cell Awareness Program.  Individuals are eligible to receive services from the Virginia Sickle Cell Awareness Program if they are:
1. Residents of the Commonwealth.

2. Any age.

No financial eligibility criteria are required for clients to receive enabling services.  However, clients being screened for hemoglobin variants through local health departments who meet the above criteria must also meet the financial requirements based on a sliding scale charge schedule.  The amount of the required charge shall be in accordance with the State Board of Health Regulation Governing Eligibility Standards and Charges for Health Care Services to Individuals, 12 VAC 5-200.
D. Goal.  Individuals with the disease of sickle cell anemia or sickle cell trait and other genetically related hemoglobinopathies will receive early diagnosis and assistance in finding and accessing health care services.

12 VAC 5-191-310. Description of the Pediatric Comprehensive Sickle Cell Clinic Network.

The Pediatric Comprehensive Sickle Cell Clinic Network is a statewide group of clinics, located in major medical centers, that provide comprehensive medical and support services that are collaborative, family centered, culturally competent, community based and outcome oriented for newborns identified from newborn screening, children, and youth living with sickle cell disease.

12 VAC 5-191-320. Scope and content of the Pediatric Comprehensive Sickle Cell Clinic Network.

A. Mission.  The Pediatric Comprehensive Sickle Cell Clinic Network promotes the optimal health and development of children and youth living in the Commonwealth with sickle cell disease by working in partnership with families, service providers, community-based sickle cell programs and the Virginia Sickle Cell Awareness Program.

B. Scope of services.  The Pediatric Comprehensive Sickle Cell Clinic Network provides the following direct health care services and enabling services:

1. Multidisciplinary evaluation and treatment from a team of professionals that may include physician, nurse, social worker, and educational consultant.

2. Assistance in tracking newborns identified with sickle cell disease to ensure confirmation of newborn screening results and early access to care. 

3. Assistance in accessing comprehensive care and a medical home.

4. Educational genetic counseling and diagnostic family studies to insure the accurate diagnosis of sickle cell disease.

5. Parent and client education across the life span.

6. Collaboration with primary care providers.

7. Information and referral to community-based sickle cell support programs.

8. Collaboration with the Virginia Department of Education and its Education in Hospitals Program to provide consultation for families, educators and school administrators.

9. Transition from child to adult oriented health care system.

10. Family-to-family support.

11. Training and technical assistance for community providers.

12. Collection of surveillance data to insure clients are receiving services consistent with their level of risk.

C. Criteria to receive services from the Pediatric Comprehensive Sickle Cell Clinic Network.  Children and youth are eligible to receive services from the Pediatric Comprehensive Sickle Cell Clinic Network if they are:

1. Residents of the Commonwealth.

2. Between the ages of birth and their twenty-first birthday. 

3. Diagnosed with sickle cell disease.

No financial eligibility criteria are required for clients to receive the enabling services.  However, clients receiving direct health care services who meet the above criteria must also meet the financial requirements based on a sliding scale charge schedule of the major medical center.

D. Goals.  The Title V national performance measures, as required by the federal Government Performance and Results Act (GPRA-Pub. L. 103-62), are used to establish the program goals.  The following goals shall change as needed to be consistent with the Title V national performance measures:
1. Families of children with sickle cell anemia will partner in decision making at all levels and will be satisfied with the services they receive.

2. All children with sickle cell anemia will receive coordinated, ongoing, comprehensive care within a medical home.

3. All families of children with sickle cell anemia will have adequate private or public insurance or both to pay for the services they need.

4. Community-based service systems will be organized so families can use them easily.

5. All youth with sickle cell anemia will receive the services necessary to make transitions to all aspects of adult life, including adult health care, work, and independence.
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