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TITLE 12. HEALTH

BOARD OF HEALTH

Proposed Regulation

Title of Regulation: 12VAC5-90. Regulations for Disease Reporting and Control (amending 12VAC5-90-80).
Statutory Authority: §32.1-35 of the Code of Virginia.

Public Hearing Information: No public hearings are scheduled. 

Public Comments: Public comments may be submitted until 5 p.m. on October 3, 2008.

Agency Contact: Diane Woolard, Ph.D., Director, Disease Surveillance, Department of Health, 109 Governor Street, Richmond, VA 23219, telephone (804) 864-8124, or email diane.woolard@vdh.virginia.gov.

Basis: Section 32.1-35 of the Code of Virginia authorizes the Board of Health to promulgate a list of diseases that must be reported to the Department of Health. The department will use the data to compile statistics on the occurrences of these infections in different localities and populations across Virginia.

Purpose: Methicillin-resistant Staphylococcus aureus (MRSA) has the potential to cause severe illness.  The public has grown increasingly concerned about this threat to the health of their communities. The Virginia Department of Health is interested in promulgating regulations to require the reporting of the most severe MRSA infections confirmed by laboratories in order to better characterize and track the occurrence of these infections in Virginia communities.

Substance: 12VAC5-90-80 B is being amended to add methicillin-resistant Staphylococcus aureus in normally sterile body sites to the requirement to report vancomycin-intermediate and -resistant Staphylococcus aureus infections. The reporting requirement applies only to laboratory directors.

Issues: The primary advantage to the public is that there will now be an additional source of information about these infections, about which the public has concerns. The primary advantage to the agency is that this regulation will allow public health scientists to better characterize and track the occurrence of these infections in Virginia communities. The regulatory action poses no disadvantages to the public or the Commonwealth. This requirement will increase the workload for laboratory staff to report the infections.

The Department of Planning and Budget's Economic Impact Analysis:
Summary of the Proposed Amendments to Regulation. The proposed regulations add permanently Methicillin-Resistant Staphylococcus aureus to the list of diseases that must be reported to the Virginia Department of Health by laboratories. The proposed changes have been in effect since October 2007 under emergency regulations.

Result of Analysis. There is insufficient data to accurately compare the magnitude of the benefits versus the costs.

Estimated Economic Impact. The State Board of Health (Board) proposes to make permanent emergency regulations that have been in effect since October 2007.  The proposed changes require laboratory directors to report Methicillin-Resistant Staphylococcus aureus (MRSA) infections confirmed from specimens collected from normally sterile sites of the body.

Health professionals generally consider the presence of MRSA bacteria on the skin or in the nose normal. Though these bacteria are generally harmless, they may cause serious illness in individuals with weakened immune systems. Thus, the Board proposes to require reporting of cases when specimens collected from normally sterile sites of the body are infected.

The compliance costs of the proposed reporting are expected to be small. The main compliance costs are the staff time devoted to report the confirmed infections and the cost of reporting which in most cases would include the cost of stationeries and postage. Also, Virginia Department of Health (VDH) will have to devote some staff time to process the reports it receives.  VDH estimates that approximately 100 laboratories will be reporting about 2,700 cases annually.

Expected benefits from the proposed regulations also appear to be small. Unlike other reportable diseases on the list, there does not appear to be much that VDH can do once a confirmed infection is reported. However, the proposed reporting would afford VDH an easy way of monitoring MRSA infections in the Commonwealth.

Businesses and Entities Affected. The proposed regulations apply to approximately 100 laboratories.

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

Projected Impact on Employment. No significant impact on employment is expected other than the increase in staff time to report and process about 2,700 occurrences expected per year.

Effects on the Use and Value of Private Property. No significant effect is expected on the use and value of private property.

Small Businesses: Costs and Other Effects. Approximately 2/3 of the affected 100 laboratories are believed to be small businesses. Laboratories that are small businesses are expected to incur small staff time and office expenses needed for reporting of MRSA cases.

Small Businesses: Alternative Method that Minimizes Adverse Impact. There is no other known alternative that would achieve the same goal less costly.

Real Estate Development Costs. The proposed regulations are not expected to create any real estate development costs.

Legal Mandate. The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with §2.2-4007.04 of the Administrative Process Act and Executive Order Number 36 (06).  Section 2.2-4007.04 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 adverse effect on small businesses, §2.2-4007.04 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: The department concurs generally with the economic impact analysis performed by the Department of Planning and Budget.

Summary: 
This proposed amendment will make permanent an emergency regulation that went into effect on October 24, 2007. It requires laboratory directors to report methicillin-resistant Staphylococcus aureus (MRSA) infections confirmed from specimens collected from normally sterile sites of the body, which indicate a serious, invasive form of the infection.
Part III 
Reporting of Disease 

12VAC5-90-80. Reportable disease list.

A. The board declares suspected or confirmed cases of the following named diseases, toxic effects, and conditions to be reportable by the persons enumerated in 12VAC5-90-90. Conditions identified by an asterisk (*) require rapid communication to the local health department within 24 hours of suspicion or confirmation, as defined in subsection C of this section. Other conditions should be reported within three days of suspected or confirmed diagnosis. 

Acquired immunodeficiency syndrome (AIDS) 

Amebiasis 

*Anthrax 

Arboviral infections (e.g., EEE, LAC, SLE, WNV) 

*Botulism 

*Brucellosis 

Campylobacteriosis 

Chancroid 

Chickenpox (Varicella) 

Chlamydia trachomatis infection 

*Cholera 

Creutzfeldt-Jakob disease if <55 years of age

Cryptosporidiosis 

Cyclosporiasis 

*Diphtheria 

*Disease caused by an agent that may have been used as a weapon 

Ehrlichiosis 

Escherichia coli infection, Shiga toxin-producing 

Giardiasis 

Gonorrhea 

Granuloma inguinale 

*Haemophilus influenzae infection, invasive 

Hantavirus pulmonary syndrome 

Hemolytic uremic syndrome (HUS) 

*Hepatitis A 

Hepatitis B: (acute and chronic) 

Hepatitis C (acute and chronic) 

Hepatitis, other acute viral 

Human immunodeficiency virus (HIV) infection 

Influenza 

*Influenza-associated deaths in children <18 years of age

Kawasaki syndrome 

Lead-elevated blood levels 

Legionellosis 

Leprosy (Hansen's disease) 

Listeriosis 

Lyme disease 

Lymphogranuloma venereum 

Malaria 

*Measles (Rubeola) 

*Meningococcal disease 

*Monkeypox 

Mumps 

Ophthalmia neonatorum 

*Outbreaks, all (including but not limited to foodborne, nosocomial, occupational, toxic substance-related, and waterborne) 

*Pertussis 

*Plague 

*Poliomyelitis 

*Psittacosis 

*Q fever 

*Rabies, human and animal 

Rabies treatment, post-exposure 

Rocky Mountain spotted fever 

*Rubella, including congenital rubella syndrome 

Salmonellosis 

*Severe acute respiratory syndrome (SARS) 

Shigellosis 

*Smallpox (Variola) 

Streptococcal disease, Group A, invasive 

Streptococcus pneumoniae infection, invasive, in children <5 years of age

Syphilis (report *primary and *secondary syphilis by rapid means) 

Tetanus 

Toxic shock syndrome 

Toxic substance-related illness 

Trichinosis (Trichinellosis) 

*Tuberculosis, active disease 

Tuberculosis infection in children <4 years of age

*Tularemia 

*Typhoid fever 

*Unusual occurrence of disease of public health concern 

*Vaccinia, disease or adverse event 

Vancomycin-intermediate or vancomycin-resistant Staphylococcus aureus infection 

*Vibrio infection 

*Viral hemorrhagic fever 

*Yellow fever 

Yersiniosis 

B. Conditions reportable by directors of laboratories. 

Conditions identified by an asterisk (*) require rapid communication to the local health department within 24 hours of suspicion or confirmation, as defined in subsection C of this section. Other conditions should be reported within three days of suspected or confirmed diagnosis. 

Amebiasis—by microscopic examination, culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

*Anthrax—by culture, antigen detection or nucleic acid detection 

Arboviral infection—by culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

*Botulism—by culture or identification of toxin in a clinical specimen 

*Brucellosis—by culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

Campylobacteriosis—by culture 

Chancroid—by culture, antigen detection, or nucleic acid detection 

Chickenpox (varicella)—by culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

Chlamydia trachomatis infection—by culture, antigen detection, nucleic acid detection or, for lymphogranuloma venereum, serologic results consistent with recent infection 

*Cholera—by culture or serologic results consistent with recent infection 

Creutzfeldt-Jakob disease if <55 years of age—presumptive diagnosis—by histopathology in patients under the age of 55 years

Cryptosporidiosis—by microscopic examination, antigen detection, or nucleic acid detection 

Cyclosporiasis—by microscopic examination or nucleic acid detection 

*Diphtheria—by culture 

Ehrlichiosis—by culture, nucleic acid detection, or serologic results consistent with recent infection 

Escherichia coli infection, Shiga toxin-producing—by culture of E. coli O157 or other Shiga toxin-producing E. coli, Shiga toxin detection (e.g., by EIA), or nucleic acid detection 

Giardiasis—by microscopic examination or antigen detection 

Gonorrhea—by microscopic examination of a urethral smear specimen (males only), culture, antigen detection, or nucleic acid detection 

*Haemophilus influenzae infection, invasive—by culture, antigen detection, or nucleic acid detection from a normally sterile site 

Hantavirus pulmonary syndrome—by antigen detection (immunohistochemistry), nucleic acid detection, or serologic results consistent with recent infection 

*Hepatitis A—by detection of IgM antibodies 

Hepatitis B (acute and chronic)—by detection of HBsAg or IgM antibodies 

Hepatitis C (acute and chronic)—by hepatitis C virus antibody (anti-HCV) screening test positive with a signal-to-cutoff ratio predictive of a true positive as determined for the particular assay as defined by CDC, HCV antibody positive by immunoblot (RIBA), or HCV RNA positive by nucleic acid test. For all hepatitis C patients, also report available results of serum alanine aminotransferase (ALT), anti-HAV IgM, anti-HBc IgM, and HBsAg 

Human immunodeficiency virus infection—by culture, antigen detection, nucleic acid detection, or detection of antibody confirmed with a supplemental test. For HIV-infected patients, report all results of CD4 and HIV viral load tests 

Influenza—by culture, antigen detection by direct fluorescent antibody (DFA) or nucleic acid detection 

Lead-elevated blood levels—by blood lead level greater than or equal to 10 μg/dL in children ages 0-15 years, or greater than or equal to 25 μg/dL in persons older than 15 years of age 

Legionellosis—by culture, antigen detection including urinary antigen), nucleic acid detection, or serologic results consistent with recent infection 

Listeriosis—by culture 

Malaria—by microscopic examination, antigen detection, or nucleic acid detection 

*Measles (rubeola)—by culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

*Meningococcal disease—by culture or antigen detection from a normally sterile site 

*Monkeypox—by culture nucleic acid detection 

Mumps—by culture, nucleic acid detection, or serologic results consistent with recent infection 

*Mycobacterial diseases—(See 12VAC5-90-225 B) Report any of the following: 

1. Acid fast bacilli by microscopic examination; 

2. Mycobacterial identification—preliminary and final identification by culture or nucleic acid detection; 

3. Drug susceptibility test results for M. tuberculosis. 

*Pertussis—by culture, antigen detection, or nucleic acid detection 

*Plague—by culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

*Poliomyelitis—by culture 

*Psittacosis—by culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

*Q fever—by culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

*Rabies, human and animal—by culture, antigen detection by direct fluorescent antibody test, nucleic acid detection, or, for humans only, serologic results consistent with recent infection 

Rocky Mountain spotted fever—by culture, antigen detection (including immunohistochemical staining), nucleic acid detection, or serologic results consistent with recent infection 

*Rubella—by culture, nucleic acid detection, or serologic results consistent with recent infection 

Salmonellosis—by culture 

*Severe acute respiratory syndrome—by culture, nucleic acid detection, or serologic results consistent with recent infection 

Shigellosis—by culture 

*Smallpox (variola)—by culture or nucleic acid detection 

Staphylococcus aureus infection, resistant, as defined below:
1. Methicillin-resistant - by antimicrobial susceptibility testing of a Staphylococcus aureus isolate, with a susceptibility result indicating methicillin resistance, cultured from a normally sterile site;
2. Vancomycin-intermediate or vancomycin-resistant Staphylococcus aureus infection - by antimicrobial susceptibility testing of a Staphylococcus aureus isolate, with a vancomycin susceptibility result of intermediate or resistant, cultured from a clinical specimen.
Streptococcal disease, Group A, invasive—by culture from a normally sterile site 

Streptococcus pneumoniae infection, invasive, in children <5 years of age—by culture from a normally sterile site in a child under the age of five years

*Syphilis—by microscopic examination (including dark field), antigen detection (including direct fluorescent antibody), or serology by either treponemal or nontreponemal methods 

Toxic substance-related illness—by blood or urine laboratory findings above the normal range, including but not limited to heavy metals, pesticides, and industrial-type solvents and gases 

Trichinosis (trichinellosis)—by microscopic examination of a muscle biopsy or serologic results consistent with recent infection 

*Tularemia—by culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

*Typhoid fever—by culture 

*Vaccinia, disease or adverse event—by culture or nucleic acid detection 

Vancomycin—intermediate or vancomycin-resistant Staphylococcus aureus infection—by antimicrobial susceptibility testing of a Staphylococcus aureus isolate, with a vancomycin susceptibility result of intermediate or resistant, cultured from a clinical specimen 
*Vibrio infection—by culture 

*Viral hemorrhagic fever—by culture, antigen detection (including immunohistochemical staining), nucleic acid detection, or serologic results consistent with recent infection 

*Yellow fever—by culture, antigen detection, nucleic acid detection, or serologic results consistent with recent infection 

Yersiniosis—by culture, nucleic acid detection, or serologic results consistent with recent infection 

C. Reportable diseases requiring rapid communication. Certain of the diseases in the list of reportable diseases, because of their extremely contagious nature or their potential for greater harm, or both, require immediate identification and control. Reporting of persons confirmed or suspected of having these diseases, listed below, shall be made within 24 hours by the most rapid means available, preferably that of telecommunication (e.g., telephone, telephone transmitted facsimile, pagers, etc.) to the local health director or other professional employee of the department. (These same diseases are also identified by an asterisk (*) in subsection A and subsection B, where applicable, of this section.) 

Anthrax 

Botulism 

Brucellosis 

Cholera 

Diphtheria 

Disease caused by an agent that may have been used as a weapon 

Haemophilus influenzae infection, invasive 

Hepatitis A 

Influenza deaths in children <18 years of age

Measles (Rubeola) 

Meningococcal disease 

Monkeypox 

Outbreaks, all 

Pertussis 

Plague 

Poliomyelitis 

Psittacosis 

Q fever 

Rabies, human and animal 

Rubella 

Severe acute respiratory syndrome (SARS) 

Smallpox (Variola) 

Syphilis, primary and secondary 

Tuberculosis, active disease 

Tularemia 

Typhoid fever 

Unusual occurrence of disease of public health concern 

Vaccinia, disease or adverse event 

Vibrio infection 

Viral hemorrhagic fever 

Yellow Fever 

D. Toxic substance-related illnesses. All toxic substance-related illnesses, including pesticide and heavy metal poisoning or illness resulting from exposure to an occupational dust or fiber or radioactive substance, shall be reported. 

If such illness is verified or suspected and presents an emergency or a serious threat to public health or safety, the report of such illness shall be by rapid communication as in subsection C of this section. 

E. Outbreaks. The occurrence of outbreaks or clusters of any illness which may represent a group expression of an illness which may be of public health concern shall be reported to the local health department by the most rapid means available. 

F. Unusual or ill-defined diseases or emerging or reemerging pathogens. Unusual or emerging conditions of public health concern shall be reported to the local health department by the most rapid means available. In addition, the commissioner or his designee may establish surveillance systems for diseases or conditions that are not on the list of reportable diseases. Such surveillance may be established to identify cases (delineate the magnitude of the situation), to identify the mode of transmission and risk factors for the disease, and to identify and implement appropriate action to protect public health. Any person reporting information at the request of the department for special surveillance or other epidemiological studies shall be immune from liability as provided by §32.1-38 of the Code of Virginia. 
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