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INITIAL STATEMENT OF REASONS 
SUMMARY OF CHANGES
The California Department of Public Health (Department
) is amending California Code of Regulations (CCR), Title 17, Sections 6020, 6035, 6051, 6065, 6070, and 6075.  
This emergency regulation:

· Amends Sections 6020 and 6035 by deleting the requirement for hepatitis B vaccine for admission or advancement to the 7th grade; specifies the requirement for full immunization against pertussis for admission or advancement to the 7th through 12th grades for one-year, and the immunizing agent, pertussis vaccine (Tdap) to meet this new one-year requirement; and deletes obsolete and conflicting language related to Td.  
· Amends Section 6051 to reformat into two subparagraphs to delineate between medical exemption and personal beliefs exemption. The regulation is amended to require a new personal beliefs exemption letter or affidavit for the pertussis (Tdap) booster requirement. An optional form to document personal beliefs exemption (PBE) for the pertussis Tdap booster requirement is incorporated by reference. 
· Amends Section 6065 to specify what date components are required as documentary proof of immunization for the pertussis immunization age requirement and to delete an obsolete immunization requirement for cohort of students who have graduated.  
· Amends Section 6070 to add a recording requirement for Tdap dose given during month of 7th birthday and adds a required form for the governing authority to document the pertussis immunization or exemption status of each pupil to meet the requirement for 7th through 12th grades.  
· Amends Sections 6075 to add a required form for the governing authority to report aggregate pertussis immunization status for pupils by grade level for the one-year requirement.
BACKGROUND

Under existing law, Health and Safety Code (HSC), Sections 120325 -120375, children are required to receive certain immunizations in order to attend public and private elementary and secondary schools, child care centers, family day care homes, nursery schools, day nurseries and developmental centers.  The immunizing agents and age-appropriate immunization requirements are specified by the Department, in consultation with the California Department of Education (CDE), pursuant to HSC, Sections 120330 and 120335, and defined by the Department in regulations (CCR, Title 17, Sections 6020 and 6035). A parent or guardian may exercise the right to refuse required immunizations by filing a letter or affidavit stating that the immunization is contrary to his/her beliefs (HSC, Section 120365). The Department also specifies the documenting and reporting requirements for governing authorities (CCR, Title 17, Sections 6065, 6070, and 6075). The governing authority is defined in HSC, Section 120335 (a) as “the governing board of each school district or the authority of each other private or public institution responsible for the operation and control of the institution or the principal or administrator of each school or institution.”
Advancements in research and development of new immunizations continue to expand the number of recommended vaccines. National immunization recommendations are developed and harmonized by the federal Advisory Committee on Immunization Practices (ACIP) in cooperation with the American Academy of Pediatrics (AAP), and the American Academy of Family Physicians (AAFP) and published yearly. 
School immunization requirements are developed by each state and generally reflect national recommendations but are updated less frequently and do not necessarily require all recommended vaccines. In 1995, the Legislature added a Kindergarten hepatitis B vaccine requirement which was implemented in 1997.  In 1997, the Legislature added a 7th grade hepatitis B vaccine requirement to increase coverage for hepatitis B vaccine for children who were not affected by the Kindergarten requirement. This 7th grade requirement was implemented in 1999. In 1999, Varicella vaccine was required by the Legislature for Kindergarten entry. This requirement was implemented in 2001.  
California is in the midst of a pertussis epidemic. In 2010, there were 10 infant deaths and more than 9,000 cases of pertussis reported to the Department; the most cases reported in one year in California since 1947. The infants who died were too young to begin their immunizations and were most likely infected by adolescents and adults with pertussis disease. Routine childhood immunization against pertussis does not provide lasting immunity. The first pertussis-containing vaccines for adolescents and adults were licensed in 2005 as a combination tetanus toxoid, reduced diphtheria toxoid, and acellular pertussis vaccine (Tdap). Tdap vaccine is recommended by ACIP, AAP, and AAFP to protect adolescents and adults against pertussis. Based on recent survey data
, many adolescents have not received a recommended pertussis booster. The 7th through 12th grade pupils are at highest risk of waning pertussis immunity and without intervention will continue to prolong the pertussis epidemic.  

The Legislature determined it would be in the public interest and welfare to adopt immunization requirements for pertussis booster vaccine for adolescents. Assembly Bill (AB) 354 (Arambula, Chapter 434, Statutes of 2010) signed into law on September 29, 2010, amends HSC, Sections 120325 and 120335 to remove the statutory age restriction for pertussis immunization and require all pupils being admitted or advancing to the 7th through 12th grades during the 2011-2012 school year to be fully vaccinated against pertussis.  
AB 354 identifies two separate and distinct implementation dates. For this reason, the Department is promulgating two individual regulation packages. This package reflects the Tdap requirement for pupils in 7th through 12th grades, for statutory provisions that are effective July 1, 2011 and inoperative on July 1, 2012. A second package specifying the Tdap requirement for 7th grade pupils only would implement ongoing statutory requirements that take effect on July 1, 2012.
Additionally, AB 354 deleted the requirement for full immunization against hepatitis B as a condition for admission or advancement to the 7th grade. This requirement is no longer necessary as pupils entering 7th grade were required to have hepatitis B before admission to Kindergarten.  

AUTHORITY

HSC, Section 131200, authorizes the Department to adopt and enforce regulations for the execution of its duties. HSC, Section 120330 authorizes the Department to adopt and enforce regulations, in consultation with the California Department of Education, to carry out Chapter 1, Educational and Child Care Facility Immunization Requirements (commencing with Section 120325 but excluding Section 120380). 

NECESSITY

HSC, Section 120330, authorizes the Department to specify in regulations the details of the pupil immunization requirements, including the immunizing agents and recording and reporting requirements for schools. The regulations are needed to provide specific instructions for the regulated public, health care providers, schools, school governing authorities, and local health departments. If the regulations are not amended the governing authorities will have no direction regarding the specifics of the one-year pertussis requirement for pupil admission or advancement to the 7th through 12th grades. Without the specificity of regulation, enforcement of the requirement by schools will be inconsistent or difficult to implement, possibly resulting in lower pertussis vaccination rates.  
FEDERAL STATUTE OR REGULATIONS

The regulation does not duplicate or conflict with any existing federal law or regulation.  
AMENDMENTS

AMENDMENTS TO DEFINITIONS AND SPECIFIC PURPOSE IN CCR, TITLE 17, SECTIONS 6020-6065

The purpose and factual basis of the standard adopted as an emergency rule are outlined below:
Article 2. Required Immunizations

Section 6020
This regulation amends subsections (b), (c) and (d), and adds subsection (h).  The regulation amendment adds and defines tetanus toxoid, reduced diphtheria toxoid, and acellular pertussis vaccine as Tdap in subsection (b). The amendment adds pertussis vaccine and Tdap to subsection (c) and deletes pertussis in subsection (d). A new sub-section (h) adds the new immunization requirement for 8th through 12th grade entry or advancement. These changes are reflected in Table 1. 
Reasons

The Department is amending subsection (b) to add the definition for tetanus toxoid, reduced diphtheria toxoid, and acellular pertussis vaccine (Tdap). Tdap was licensed in 2005 in the United States and is the only pertussis-containing vaccine available for adolescents and adults ages 10 years and older. Previous regulatory requirements were adopted before this vaccine was available. The addition of the Tdap definition makes specific the correct pertussis-containing vaccine to fulfill the pertussis immunization requirement for 7th through 12th grades. Subsection (c) is amended to include Tdap vaccine as an option to meet this requirement. Subsection (d) is amended to align with the revised statute, HSC Sections 120325 and120335.  Subsection (h) is added to refer the affected public to Table 1: Immunization Requirements, for pupils entering or advancing into 8th through 12th grades.
Table 1
The immunization requirements are displayed in Table 1 in a format that allows the regulated public and authority to easily obtain information on immunizations required for any age school entry. The requirement for pertussis vaccine is added and hepatitis B immunization for admission or advancement into the 7th grade is deleted in Table 1.
Specific changes to Table 1 are as follows:

Elementary school, secondary school/7-17 years section
Vaccine column:
The phrase “Diphtheria and tetanus toxoids, given as DTP, DT, or Td” is amended to read “Diphtheria and tetanus toxoids and pertussis vaccine given as DTP, DT, Td, or Tdap”, and the parenthetical statement “(pertussis not required)” is deleted.

Total doses received column:
The parenthetical statement “(See below for additional recommendations for 7th grade enrollment effective 7/1/99.)” is deleted.
Reasons
These columns are amended to add pertussis vaccine given as Tdap.  Non-substantive changes were made to add a comma and move the word “or” after the word “Td” in the amended phrase.  The addition of Tdap to the list of acceptable vaccines accommodates the inclusion of the pertussis containing vaccine licensed for adolescents. The deletion of the parenthetical statements “(pertussis not required)” and “(See below for additional recommendations for 7th grade enrollment effective 7/1/99.)” are necessary to avoid confusion with the new pertussis requirement. 
Seventh Grade/Any section
Institution column:

The superscript “4” is moved from after the phrase “Seventh Grade” to the Vaccine Column after the vaccine “Measles”.

Vaccine column:

Delete [Hepatitis B] add [Tdap6,7]. Add Superscript 4 to Measles.  Delete [Recommended but not required: Tetanus-diphtheria, given as DTP, DT, Td or Tetanus].

The vaccine “Hepatitis B” is replaced with the vaccine and superscript “Tdap6, 7”.  The phrase “Recommended but not required: Tetanus diphtheria, given as DTP, DT, Td, or Tetanus” is deleted. The formatting line directly above this phrase is also deleted.
Total doses received column:

Delete [3 doses]. Add [1 dose on or after 7th birthday]. Delete bold perforated line.  Delete [One Td dose is recommended if 5 years or more have elapsed since the last dose.].
The phrase “3 doses” is deleted and the phrase “1 dose on or after the 7th birthday” is added. The statement “One Td Dose is recommended if 5 years or more have elapsed since the last dose.” is deleted. The formatting line directly above this statement is also deleted.
Reasons
Due to the deletion of the Hepatitis B requirement, the superscript “4” is moved from Seventh Grade (Institution Column) to the Measles (Vaccine Column) as footnote 4 now applies solely to the measles requirement which is unchanged in regulation. Hepatitis B is deleted and Tdap vaccine is added to align the regulation with the requirements of HSC, Section 120335.  The superscripts “6” and “7” are added to refer the reader to clarifying footnotes described below. The Tdap dose requirement, specified as 1 dose on or after the 7th birthday, replaces the obsolete dose language related to Hepatitis B.  The deletion of the phrases “Recommended but not required: Tetanus diphtheria, given as DTP, DT, Td, or Tetanus” and “one Td Dose is recommended if 5 years or more have elapsed since the last dose.” are necessary to avoid confusion with the new pertussis requirement. The deletion of the two formatting lines is a non-substantive change.  

Add new section [Eighth through Twelfth Grades8/ Any pupil under 18 years]
Institution column:

The phrase “Eighth through Twelfth Grades8” is added.

Age column:

The phrase “Any pupil under 18 years” is added.

Vaccine column:

The vaccine and superscript “Tdap6,7” is added.

Total doses received column:

The phrase “1 dose on or after the 7th birthday” is added. 
Reasons
This entire section is added to specify the one-year statutory requirement for pertussis immunization for 8th through 12th grade pupils.  The superscripts “6”, “7” and “8” are added to refer the reader to clarifying footnotes described below.
Footnotes section
The footnotes, “6Pupils must have received at least one dose of Tdap prior to admission or advancement into the 7th through 12th grades.”, “7If DTP was given on or after age 7 years instead of Tdap, this dose may also be counted as a valid dose for this requirement.”, and “8This requirement is effective July 1, 2011, through June 30, 2012.”, are added.

Reasons
Footnote “6” is added to clarify the Tdap dose required prior to admission or advancement in accordance with HSC 120335.  Footnote “7” is added to clarify which vaccines meet the requirement as stated above for elementary school, secondary school/7 – 17 years section.  Footnote “8” is added to refer to the effective and end dates of this requirement in accordance with HSC 120335.
Nonsubstantive Amendment
The authority and reference note is updated. 
Article 3. Admission to School, Child Care Center, Day Nursery, Nursery School, Family Day care home, or Development Center

Section 6035 - Conditional Admission
Table 2

Diphtheria, Tetanus, and Pertussis section 

Vaccine column:
FOR PUPILS AGE 7 AND OLDER: 
The phrase “Diphtheria-tetanus” is amended to read “Diphtheria-tetanus-pertussis (DTP, Tdap) and diphtheria-tetanus toxoids”. The parenthetical statement “(Pertussis not required)” is deleted.

Dose column:
The statement “Recommended but not required for 7th grade entry2: Booster dose of Td” is deleted and the phrase “One Tdap dose” is added.
Time intervals column:
The statement “Before entry, 1 Td dose is recommended if 5 years or more have elapsed since the last dose of DTP, DT, Td or Tetanus.” is amended to read “Before 7th through 12th grade entry.”

Reasons

The vaccine column is amended to add pertussis and diphtheria-tetanus toxoids to align the vaccine requirements with the HSC and National ACIP recommendations.  The deletion of the parenthetical statement and recommendation are necessary to avoid confusion with the new pertussis requirement. The addition of the one Tdap dose requirement is necessary to align with the statutory pertussis immunization mandate as authorized by HSC, Sections 120325 and 120335. The time interval column is also amended to delete the obsolete recommendation and specify the applicable time interval for Tdap. A non-substantive change is made to replace a comma after “entry” with a period.
Hepatitis B section

Vaccine column:
The statement “For children entering 7th grade on or after July 1, 1999, the series shall be in process or completed.” is deleted.
Reasons

The deletion of the Hepatitis B requirement aligns with HSC, Section 120335. 

Varicella section
Vaccine column:
After the vaccine Varicella, the superscript “3” is renumbered to superscript “2”.

Reasons
The renumbering of the footnote superscript was necessary due to the deletion of footnote “2” and is a non-substantive change.
Footnote section
The footnote “2 Applies only to children (of any age) entering or advancing to the 7th grade on or after July 1, 1999.” is deleted.  The footnote “3” is renumbered as footnote “2”.
Reasons

Footnote “2” is deleted as it no longer applies to any vaccine listed in this table.  As a result, previously existing footnote “3” is redesignated as “2”; this is a non-substantive change. 
Nonsubstantive Amendment

The authority and reference note is updated.
Section 6051- Unconditional Admission with Permanent Medical Exemption or Personal Beliefs Exemption.
This section is amended to incorporate by reference the new form, Personal Beliefs Exemption [CDPH 8261 (03/11)] to be part of the mandatory permanent pupil record for pupils whose parent/guardian have requested this exemption using this form. 

Reasons

Under HSC, Section 120365, a Personal Beliefs Exemption (PBE) shall be granted upon the filing with the governing authority a letter or affidavit from the pupil’s parent or guardian stating that immunization is contrary to his or her beliefs. The fact of the PBE shall be recorded on the California School Immunization Record, PM 286 (CCR, Title 17, Section 6051). Additionally, HSC, Section 120365, and CCR, Title 17, Section 6060, state that whenever there is good cause to believe that an unimmunized student has been exposed to the disease for which immunization has been declined, the student may be temporarily excluded from school until they are no longer at risk of developing the disease. 

A parent or guardian may have signed and submitted, via a letter or affidavit, a PBE with the governing authority when his/her child entered school, usually at the kindergarten level. At that time, this immunization requirement did not exist; therefore, the Department is requiring the parent/guardian to file a new PBE with the governing authority specific to the new pertussis booster requirement.  Parent/guardians are required to sign a new PBE so that they can make an informed decision for this new vaccine requirement.  The new PBE provides documentation that the parent/guardian has exercised their PBE from the pertussis booster requirement.  

To accommodate the parent/guardian who wishes to exempt from the 7th through 12th grade pertussis requirement, the Department offers this new PBE form [CDPH 8261(03/11)] at the school, to provide the pupil’s parent/guardian with the option to file a PBE while at the school.  As alternatives,  current statute still allows for a PBE to be recorded in the form of a letter or affidavit from the pupil’s parent or guardian. The letter or affidavit exempting a pupil from the new pertussis booster requirement is filed with the governing authority and kept in the pupil’s permanent record. 
The PBE statement on the new form [CDPH 8261(03/11)] has been adapted from and is consistent with that on the California School Immunization Record (PM 286) and includes a Spanish translation of the statement. This new form includes student identifying information which will assist the school with documentation and record keeping of personal beliefs exemptions. This form also includes detailed information specific to pertussis and the potential for exclusion from school for an extended period in the event of an outbreak.  As with the PM 286, the new PBE form [CDPH 8261(03/11)], or letter, or affidavit is a record keeping document used exclusively by schools, and is to be kept at the school. 
Nonsubstantive Amendment

The authority and reference note is updated. The section is reformatted to provide ease of viewing different types of exemptions.
Article 5. Records As Evidence of Immunization

Section 6065 – Documentary Proof
This regulation amendment adds the requirement that for a dose of Tdap vaccine given during the month of the pupil’s 7th birthday, the written record shall give the month, day, and year of immunization. Additionally, the obsolete subsection (d) is deleted.  
Reasons

The month, day and year of Tdap immunization is required to be documented if given during the month of the pupil’s 7th birthday in order for schools to determine whether the Tdap immunization was given on or after the 7th birthday.

Children admitted to California schools before March 5, 1986 have now all advanced out of school so subsection (d) is no longer necessary and is deleted. 

Nonsubstantive Amendment

The authority and reference note is updated.
Section 6070 – School/Child Care Facility Immunization Record 

This section is amended to add Tdap to the vaccines that must include the date of immunization if administered in the month of the 7th birthday. 
A new subsection (f) is added to require the governing authority to document receipt of a pertussis (Tdap) vaccine dose on a supplemental sticker form, Tdap (Pertussis Booster) Requirement [PM 286 S (01/11)], which is affixed to the front of the pupil’s existing California School Immunization Record (PM 286). The supplemental sticker is incorporated by reference.  This is a self-explanatory data collection tool for the schools.
Reasons
To comply with HSC, Section 120335, Tdap is added to the vaccines that require documentation of the date administered, so that the governing authority can determine that the dose was given on or after the 7th birthday.  
For pupils who are being admitted or are advancing into the 7th through 12th grades beginning July 1, 2011, the governing authority needs the ability to record each pupil’s immunization in the their cumulative record to demonstrate compliance with the Tdap immunization requirement. Pupils enrolled in California schools already have a PM 286 form as part of their permanent cumulative record. This PM 286 is initiated at Kindergarten entry and follows the student through 12th grade. For this reason, the Department developed the PM 286 S (01/11) to document receipt of a Tdap immunization on or after the 7th birthday or that the pupil has a medical or personal belief exemption on file. This form allows the governing authority to have one place where the information is documented for each student.  
The governing authority will use this information to compile and record student compliance with the Tdap requirement and report cumulative compliance data for each school. Because of the burden to schools, this subsection is added to clarify the immunization record requirement for this specific one-time group of pupils. The sticker form was developed in consultation with CDE and is added to make complying with the documentation and reporting requirements less burdensome for the governing authority.
Nonsubstantive Amendment

The authority and reference note is updated.
Section 6075 - Reporting
A new subsection (a)(5) is added to incorporate the new form, Pertussis (Tdap) Assessment of 7-12th Grade Students 2011- 2012 School Summary Sheet, CDPH 8260, incorporated by reference. 
Reasons
The new reporting form, Pertussis (Tdap) Assessment of 7-12th Grade Students 2011- 2012 School Summary Sheet, CDPH 8260 (01/11), will accommodate the mandatory reporting for the one-time 7th through 12th grade pertussis (Tdap) immunization requirement. The governing authority shall report on the number of pupils admitted or continuing 7th through 12th grades, who meet the pertussis (Tdap) requirement or have a medical or personal beliefs exemption. Each public and private school in the state is required to provide this information to assist public health officials as required in HSC, Section 120375 (c). This aggregate reporting will provide statistical compliance information with the mandate for the Department and local public health agencies. The form also includes identifying information of the person completing and submitting the summary report on behalf of the governing authority. 
Nonsubstantive Amendment

The authority and reference note is updated.
STATEMENTS OF DETERMINATION

A. ALTERNATIVES DETERMINATION:

The Department has determined that no reasonable alternative considered by the Department or that has otherwise been identified or brought to the attention of the Department would be more effective in carrying out the purpose for which this emergency action is proposed, or would be as effective and less burdensome to affected private persons than the emergency action.  

B. LOCAL MANDATE DETERMINATION:
Existing regulations (CCR, Title 17, Sections 6000 - 6075) and the governing statutes (HSC, Sections 120325 - 120380) may impose a mandated cost for pupil immunization assessment by schools pursuant to Government Code, Section 17561.  The State Controller’s Office may be required to reimburse public school districts for the additional costs associated with this new immunization requirement.  This reimbursement is based on per pupil per vaccine dose.  The decision on costs incurred would be determined by the Commission on State Mandates. 
C. ECONOMIC IMPACT STATEMENT:

The Department has made an initial determination that these regulations would not have a significant statewide adverse economic impact directly affecting businesses, including the ability of California businesses to compete with businesses in other states.  

The Department has determined that the emergency regulations would not significantly affect the following:

(1) The creation or elimination of jobs within the State of California.

(2) The creation of new businesses or the elimination of existing businesses within the State of California.

(3) The expansion of businesses currently doing business within the State of California.

D. EFFECT ON SMALL BUSINESSES: 
The Department determined that the emergency action will effect small businesses but should not be unduly burdensome.  These small businesses (private schools with 7th through 12th grades) would not be eligible for cost reimbursement if it is determined by the Commission on State Mandates that the regulations impose a reimbursable state mandate.
E. HOUSING COSTS DETERMINATION:

The Department has made an initial determination that the emergency regulations will have no impact on housing costs.
DOCUMENTS RELIED UPON
American Academy of Pediatrics. [Pertussis (Whooping Cough)].  In: Pickering LK, Baker CJ, Kimberlin DW, Long SS, eds. Red Book: 2009 Report of the Committee on Infectious Diseases. 8th ed. Elk Grove Village, IL: American Academy of Pediatrics; 2009; 504-521.

Centers for Disease Control and Prevention.  Preventing Tetanus, Diphtheria, and Pertussis Among Adolescents: Use of Tetanus Toxoid, Reduced Diphtheria Toxoid, and Acellular Pertussis Vaccines.  Recommendations of the Advisory Committee on Immunization Practices (ACIP).  MMWR 2006; 55 (RR-3): 1-43. http://www.cdc.gov/mmwr/PDF/rr/rr5503.pdf
Centers for Disease Control and Prevention.  National, State, and Local Area Vaccination Coverage Among Adolescents Aged 13—17 Years---United States, 2009.  MMWR Weekly 2010; 59 (32): 1018-1023.
Purdy KW, Hay JW, Botteman MF, et al.  Evaluation of Strategies for Use of Acellular Pertussis Vaccine in Adolescents and Adults: A Cost-Benefit Analysis.  Clin Infect Dis 2004; 39: 20-28.

Centers for Disease Control and Prevention.  Updated Recommendations for Use of Tetanus Toxoid, Reduced Diphtheria Toxoid and Acellular Pertussis (Tdap) Vaccine from the Advisory Committee on Immunization Practices, 2010.  MMWR Weekly 2011; 60 (01): 13-15.

� Effective July 1, 2007, the California Department of Health Services was split into two separate agencies, the Department of Health Care Services, and the Department of Public Health.  This split was effected by the passage of S.B. 162, Chapter 241, Statutes of 2006.  The subject of this emergency regulatory package was assigned in that legislation to the Department of Public Health
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