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Proposed Regulations


STATE BOARD OF HEALTH

Title of Regulation: 12 VAC 5-120. Regulations for Testing Children for Elevated Blood-Lead Levels (adding 12 VAC 5-120-10 through 12 VAC 5-120-90).

Statutory Authority: § 32.1-46.1 of the Code of Virginia.
Public Hearing Date: October 24, 2001 - 10 a.m.
Public comments may be submitted until December 21, 2001.

(See Calendar of Events section

for additional information)

Agency Contact: Clayton Pape, Director, Lead Safe Program, Department of Health, 1500 E. Main Street, Richmond, VA 23219, telephone (804) 225-4463, FAX (804) 371-6031 or toll free 1-877-668-7987.

Basis: Section 32.1-46.1 of the Code of Virginia directs the Board of Health to promulgate regulations establishing a protocol for the identification of children at risk for elevated blood-level levels which shall provide (i) for blood-lead level testing at appropriate ages and frequencies, when indicated, and (ii) for criteria for determining low risk for elevated blood-lead levels and when such blood-lead level testing is not indicated. The protocol may also address follow-up testing for children with elevated blood-lead levels, dissemination of the protocol and other information to relevant health care professions, appropriate information for parents, and other means of preventing lead poisoning among children.

Purpose: The Commonwealth of Virginia has recognized the need for early identification of children with elevated blood-lead levels to alert parents and guardians to the need for intervention to prevent developmental, behavioral, and learning problems associated with elevated blood lead levels. The purpose of this chapter is to provide a protocol for identifying children with elevated blood-lead levels.

Substance: The intended regulations will establish a protocol for testing children for elevated blood-lead levels. The intended protocol is based on guidelines published by the Centers for Disease Control and Prevention in 1997 to assure a sound scientific basis for effective and efficient identification of elevated blood-lead levels that will protect the health of citizens.

Part I contains provisions that define key terms and set forth general information relating to the protocol for testing children for elevated blood-lead levels. These provisions include a statement of the general policy, purpose and administration of the regulations.
Part II sets forth the protocol for identifying children with elevated blood-lead levels. The protocol includes the ages and frequencies of testing, time limits for confirming screening tests, criteria for determining low risk for elevated blood-lead levels and when blood testing is not indicated, and provisions for providing guidelines for follow-up testing and appropriate information to parents and health care professionals.
No potential issues have been identified that may need to be addressed as a permanent final regulation is developed.

Issues: The emergency regulations established a protocol for testing children for elevated blood-lead levels. The protocol is based on guidelines published by the Centers for Disease Control and Prevention in 1997 to assure a sound scientific basis for effective and efficient identification of elevated blood-lead levels that will protect the health of children. The protocol gives health care providers a standard for determining if children are at risk of exposure to lead and should be tested or not at risk and not tested. The judgment of the provider takes precedence in the decision to perform a blood-lead test, or testing may also be done upon request of the parents or guardian.

A number of private laboratories are now reporting test results to the Lead-Safe Virginia program on a voluntary basis. The program will consult with laboratories not reporting at this time to determine the most efficient means to accommodate reporting through existing computer database formats.

The Commonwealth benefits from the more comprehensive reporting of blood-lead test results to the program. This will give Lead-Safe Virginia the ability to conduct a more complete analysis of who and where tests are being conducted. It will improve surveillance, epidemiologic applications and reporting. The program will be better able to identify target populations and geographic areas for intervention. The regulations will allow the program to more specifically focus resources into high-risk populations and geographic target areas within the Commonwealth. There are no disadvantages of the proposed regulation to the public or the department.

Department of Planning and Budget's Economic Impact Analysis: The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 2.2-4007 G of the Administrative Process Act and Executive Order Number 25 (98). Section 2.2-4007 G 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. The analysis presented below represents DPB’s best estimate of these economic impacts.

Summary of the proposed regulation. The proposed regulation establishes a protocol for health care providers to use in identifying and testing children for elevated blood-lead levels. The regulation also requires the reporting of all laboratory blood-lead test results to the Virginia Department of Health.

Estimated economic impact. Although no threshold for the toxic effects of lead has been identified, the negative effects of lead exposure on the cognitive development of young children have been widely demonstrated.1 Some researchers have also found associations between lead exposure and weakness in attention, aggression, somatic complaints, and antisocial or delinquent behaviors.2
The identification and testing protocol set forth in the proposed regulation is based on guidelines published by the Centers for Disease Control and Prevention (CDC) in 1997. In the development of these guidelines, CDC quantitatively compared the economic costs and benefits of universal screening (previously recommended by CDC in 1991) as the prevalence of elevated blood-lead levels varied. According to the American Academy of Pediatrics, the 1997 CDC guidelines provide “a basis for public health authorities to decide on appropriate screening policy using local blood-lead level (BLL) data and/or housing data collected from the U.S. Bureau of the Census. This strategy is intended to increase the screening and follow-up care of children who most need these services … and to reduce unnecessary testing of children unlikely to be exposed to lead. These new recommendations will have important ramifications on pediatricians’ efforts to participate in early identification, treatment, and eradication of childhood lead poisoning.”3
The proposed testing protocol seems to have a sound scientific basis for effective and efficient screening of children and is likely to promote early identification of children with elevated blood-lead levels, prevent increased exposure to lead, and possibly reduce long term medical and social costs associated with lead poisoning. An increase in the number of blood-level tests performed can also be expected; however, the magnitude of this increase is unknown since the current number of children tested is not available. The average cost per test ranges from $25 to $50 per test, depending on the location. Medicaid and most insurance plans cover blood-lead level tests for children and tests performed at local health clinics are provided at no charge to the recipient.

Required reporting of test results will allow more comprehensive analysis by VDH to better identify target populations and geographic areas for intervention. Development of a web-based laboratory-reporting page over the next two years by VDH is expected to cost $90,000 and system maintenance is estimated at $12,000 to $18,000 per year. Funding for this project has been requested from the Centers for Disease Control and Prevention, Childhood Lead Poisoning Prevention Program grant. Additional support may be funded by the Title V Maternal and Child Health grant. There are currently 15 to 18 clinical laboratories in Virginia that process blood-lead level tests. Compliance with the new reporting requirement will have a minimal effect for six of those labs that are currently reporting to VDH on a continuous basis. For the other nine to twelve labs, VDH estimates the new requirement could increase costs for each lab by $500 to $3,500 per year, depending on the volume of tests performed. Changing to an electronic means of reporting is likely to reduce costs for labs that are currently submitting paper test results and will also result in savings for VDH staff time by eliminating manual data entry of paper test results.

The following table summarizes the anticipated effects resulting from promulgation of this regulation. While the overall net economic impact is not measurable at this time, it is likely to be positive.

Estimated Economic Impacts of the Proposed Regulations for Testing Children for Elevated Blood-Lead Levels 
(12 VAC 5-120)

Expected Effect
Estimated Cost
Estimated Benefit

Development of a web-based laboratory reporting page:



Initial development (FY 2002)
$45,000


Expansion to facilitate exchange of information between VDH and local health departments (FY 2003)
$45,000


System maintenance
$12,000 to $18,000 per year


Additional blood-lead level tests - unknown magnitude
$25 to $50 per test


Required electronic reporting of all blood-lead level test results:



Six laboratories currently reporting to VDH on a continuous basis
minimal


Nine to twelve laboratories not currently reporting to VDH on a continuous basis
$500 to $3,500 per year


Six laboratories currently submitting (continuous or intermittently) paper test results

not quantifiable, but likely significant

Savings in VDH staff time by eliminating manual data entry of paper test results

not quantifiable, but likely significant

More comprehensive reporting allowing VDH to better identify target populations and geographic areas for intervention

not quantifiable, but likely significant

Early identification of children with elevated blood-lead levels, prevention of increased exposure, reduction In long term medical and social costs associated with lead poisoning

not quantifiable, but likely significant

Businesses and entities affected. The proposed regulation will affect all clinical laboratories that process blood-lead tests. VDH estimates that there are currently 15 to 18 facilities in Virginia that would be affected.

Localities particularly affected. The proposed regulations are not expected to uniquely affect any particular localities.

Projected impact on employment. The proposed regulations are not expected to have any significant impact on employment.

Effects on the use and value of private property. The proposed regulations are not expected to have any significant effects on the use and value of private property.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The department concurs substantially with the economic impact assessment dated June 21, 2001, prepared by the Department of Planning and Budget regarding the proposed chapter (12 VAC 5-120).

Summary:

The proposed regulations establish a protocol for testing children for elevated blood-lead levels and reporting all laboratory blood-lead test results to the Virginia Department of Health. The intended protocol is based on guidelines published by the Centers for Disease Control and Prevention in 1997 to assure a sound scientific basis for effective and efficient identification of elevated blood-lead levels that will protect the health of citizens.

CHAPTER 120.
TESTING CHILDREN FOR ELEVATED BLOOD-LEAD LEVELS.

PART I.
DEFINITIONS AND GENERAL INFORMATION.

12 VAC 5-120-10. Definitions.

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

“Board” means the State Board of Health.

“Commissioner” means the Commissioner of Health.

“Elevated blood-lead level” for children means 10 or more micrograms of lead per deciliter of whole blood in a child up to and including 72 months of age.

“Health care provider” means a physician or his designee or an official of a local health department.

“High-risk zip code area” means a zip code area listed in guidelines issued by the Virginia Department of Health in which 27% or more of the housing was built before 1950 or 12% or more of the children have elevated blood-lead levels based on current available data.

“Physician” means a person licensed to practice medicine in any of the 50 states or the District of Columbia.

“Qualified laboratory” means a laboratory that is certified by the Health Care Financing Administration in accordance with the Clinical Laboratory Improvement Act (42 CFR Part 430) and is participating in the Centers for Disease Control and Prevention’s Blood Lead Laboratory Proficiency Program.

“µg/dL” means micrograms of lead per deciliter of whole blood.

12 VAC 5-120-20. Statement of general policy.

The Commonwealth of Virginia has recognized the need for early identification of children with elevated blood-lead levels to alert parents and guardians to the need for intervention to prevent physical, developmental, behavioral, and learning problems associated with elevated blood-lead levels in children, and to prevent exposure of other children.

The purpose of this chapter is to provide a protocol for identifying children with elevated blood-lead levels.

PART II.
PROTOCOL FOR IDENTIFICATION OF CHILDREN WITH ELEVATED BLOOD-LEAD LEVELS.

12 VAC 5-120-30. Schedule for testing.

Virginia health care providers should test all children up to and including 72 months of age for elevated blood-lead levels according to the following schedule unless they are determined under 12 VAC 5-120-60 to be at low risk for elevated blood-lead levels. All blood-lead samples shall be analyzed by a qualified laboratory.

1. Children should be tested at ages one and two years.

2. Children from 36 through 72 months of age should be tested if they have never been tested.

3. Additional testing may be ordered by the health care provider.

12 VAC 5-120-40. Confirmation of blood-lead levels.

Testing may be performed on venous or capillary blood collected in tubes or on filter paper. If a test of capillary blood reveals an elevated blood-lead level, the results shall be confirmed by a repeat blood test (preferably venous):

1. Within three months if the result of the capillary test is 10 µg/dL to 19 µg/dL.

2. Within one week to one month if the result of the capillary test is 20 µg/dL to 44 µg/dL. (The higher this test result, the more urgent the need for a confirmation test.)

3. Within 48 hours if the result of the capillary test is 45 µg/dL to 59 µg/dL.

4. Within 24 hours if the result of the capillary test is 60 µg/dL to 69 µg/dL.

5. Immediately as an emergency laboratory test if the result of the capillary test is 70 µg/dL or higher.

Elevated blood lead results from venous blood testing shall be deemed a confirmed test.

12 VAC 5-120-50. Risk factors requiring testing.

A health care provider should test a child for elevated blood-lead level, or have a child tested, if the provider determines, in the exercise of medical discretion, that such testing is warranted, and that the child meets one or more of the following criteria:

1. Eligible for or receiving benefits from Medicaid or the Special Supplemental Nutrition Program for Women, Infants and Children (WIC);

2. Living in a high-risk zip code area;

3. Living in or regularly visiting a house or child care facility built before 1950;

4. Living in or regularly visiting a house, apartment, dwelling or other structure, or a child care facility built before 1978 with peeling or chipping paint or with recent (within the last six months), ongoing, or planned renovations;

5. Living in or regularly visiting a house, apartment, dwelling or other structure in which one or more persons have elevated blood-lead levels;

6. Living with an adult whose job or hobby involves exposure to lead as described in Preventing Lead Poisoning in Young Children (CDC, 1991);

7. Living near an active lead smelter, battery recycling plant, or other industry likely to release lead;

8. The child’s parent or guardian requests the child’s blood be tested due to any suspected exposure; or

9. A health care provider recommends the child’s blood be tested due to any suspected exposure.

The Department of Health will maintain a list of high-risk zip code areas in Virginia.

12 VAC 5-120-60. Determination of low risk for elevated blood-lead levels.

Blood-lead testing is not indicated for children determined by a health care provider to be at low risk for elevated blood-lead levels. A health care provider may determine a child to be at low risk for elevated blood-lead level if the child meets none of the criteria listed in 12 VAC 5-120-50.

12 VAC 5-120-70. Samples submitted to a qualified laboratory.

A. All blood samples submitted to a qualified laboratory for analysis shall be accompanied by a completed laboratory requisition with all of the required data as determined by the Department of Health.

B. All qualified laboratories accepting blood samples for lead analysis under this chapter shall submit all required data to the board within 10 business days of analysis. The data shall be sent by a secure electronic means that has been approved by the Department of Health.

C. Any laboratory reporting under this section shall be deemed in compliance with the stipulations of § 32.1-36 of the Code of Virginia and 12 VAC 5-90-90 of the Board of Health Regulations for Disease Reporting and Control.

12 VAC 5-120-80. Follow-up testing and information.

The Department of Health will establish guidelines for follow-up testing for children with confirmed elevated blood-lead levels, provide or recommend appropriate information for parents, and disseminate the protocol and other information to relevant health care professionals.

12 VAC 5-120-90. Exclusion from testing when risk is low and on religious grounds.

In accordance with § 32.1-46.2 of the Code of Virginia, every child in the Commonwealth should be tested for elevated blood-lead levels unless the parent, guardian or other person standing in loco parentis obtains a determination that the child is at low risk for elevated blood-lead levels or unless the parent, guardian or other person having control or charge of such child objects to such testing on the basis that the procedure conflicts with his or her religious tenets or practices.

VA.R. Doc. No. R01-88; Filed October 2, 2001, 10:24 a.m.
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