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January 23, 2008

THE SECRETARY

The Honorable Edwin B. Erickson

Majority Chairperson

Senate Public Health and Welfare Committee
281 Main Capitol Building

Harrisburg, PA 17120-3026

Re:  Department of Health — Proposed Regulations No. 10- 181
School Immunization Requirements

Dear Senator Erickson:

Enclosed are proposed regulations for review by your Committee in accordance with the
Regulatory Review Act (71 P.S. §§ 745.1-745.15). These proposed amendments would make
changes to existing regulations relating to school immunization requirements, including the
addition of two new immunizations, the movement of two immunizations from the requirements
for entry into the seventh grade or at the age of 12 years into those required for school
attendance, the updating of dosage requirements, and the addition of a 4-day grace period for
vaccine administration. In addition, the Department is proposing language to clarify what
requirements relating to immunizations apply to children under the age of 5 years who are
present in a school, and what requirements apply to children attending certain specified
programs, for example, early intervention programs operated by contractors or subcontractors
including intermediate units. Lastly, the proposed regulations would change school reporting
requiremernts.

Section 5(d) of the Regulatory Review Act, 71 P.S. § 745.5(d), provides that the
Committee may, at any time prior to the submittal of the regulation in final form, convey to the
proposing agency and the Independent Regulatory Review Commission its comments,
recommendations and objections to the proposed regulations and provide the agency with any
pertinent staff reports. The Department expects the regulations to be published on February 9,
2008. A 30-day comment period is provided.

Section 5.1(a) of the Regulatory Review Act, 71 P.S. § 745.5a(a), provides that upon
completion of the agency’s review of comments, the agency shall submit to the Committee a
copy of the agency’s response to the comments received, the names and addresses of the
commentators who have requested additional information relating to the final-form regulations,
and the text of the final-form regulations which the agency intends to adopt.
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The Department will provide the Committee within 5 business days of receipt, a copy of
any comment received pertaining to the proposed regulations. The Department will also provide
the Committee with any assistance it requires to facilitate a thorough review of the proposed
regulations. If you have any questions, please contact Brent Ennis, Director of the Office of
Legislative Affairs, at (717) 783-3985.

Sincerely,
’

Calvin B. Johnson, M.D., M.P.H.
Secretary of Health

Enclosures

























































































































































(20b) Provide the past three-year expenditure history for programs affected by the regulation.

FY-3 FY-3 FY—-3 Current FY
Program 2003 2004 2005 2006
Immunization $8,663,511 $7,611,364 $7,920,317 $11,477,000

| (21) Using the cost-benefit information provided above, explain how the benefits of the regulation
outweigh the adverse effects and costs. -

The expenditure history figures shown above in item 20b are not cost-benefit data. They are gross
expenditures for the program excluding direct assistance received from the CDC for vaccines.. The
only additional costs the Immunization Program would incur because of the proposed amendments
are for the purchase of vaccine. The cost to the public, the regulated community and to state and
local government that would be prevented by the implementation of these proposed amendments,

| and the lives of children and of adults in the Commonwealth that would be saved by the prevention
of these vaccine preventable diseases outweighs any adverse effect and cost incurred.

(22) Describe the nonregulatory alternatives considered and the costs associated with those
alternatives. Provide the reasons for their dismissal.

There are no non-regulatory alternatives.

(23) Describe alternative regulatory schemes considered and the costs associated with those
schemes. Provide the reasons for their dismissal. ' ’

No alternative regulatory schemes were considered.

(24) Are there any provisions that are more stringent than federal standards? If yes, identify the
specific provisions and the compelling Pennsylvania interest that demands stronger regulation.

No, there are no provisions in this proposed amendment that are more stringent than federal
standards. '

(25) How does this regulation compare with those of other states? Will the regulation put
Pennsylvania at a competitive disadvantage with other states?

According to the 2001-2002 State Immunization Requirements published by the CDC:
e 46 states have varicella requirements for elementary and/or middle school.
e 46 states have hepatitis B requirements for elementary and/or middle school.
e 27 states have tetanus and diphtheria requirements for middle school.

To date, no states have school requirements for MCV, but some states are in the process of -
implementing requirements similar to those being proposed by the Department in this proposed
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rulemaking,
(26) Will the regulation affect existing or proposed amendments of the promulgatmg agency or
other state agencies? If'yes, explain and provide specific citations. .

These proposed amendments would not adversely affect other existing or proposed amendments of
the Department or other state agenc1es The Department has discussed these requirements with the
Department of Education, which is in agreement with the Department’s proposed amendments.

(27) Will any public hearings or information meetings be scheduled? Please prov1de the dates
times, and locations, if available.

A stakeholders meeting was held on October 20, 2005, to gain input from key individuals involved
in the education and school systems, the public and private provider community and the managed

care and insurance entities.

Further, the Department will provide a 30-day pubhc comment period upon pubhcatlon of the
proposed amendments in the Pennsylvania Bulletin. v

(28) Will the regulation change existing reporting, record keeping, or other paperwork
requirements? Describe the changes and attach copies of forms or reports that will be required as a

result of implementation, if available.

Schools would need to report in accordance with the new reporting requirements, and the
Department would need to review and include those new reported numbers in its report to the
CDC. The additional paperwork requirements for the Commonwealth, including both the '
Department and PDE, and the regulated community would be minimal however, since school
districts already complete an annual report regarding the number of immunizations and follow up
on provisional enrollment. Schools are currently required to report immunization rates to the .
‘Department in order for the Department to satisfy CDC requirements relating to reportmg of
immunizations. School nurses, who perform record keeping and reporting requirements in the
schools, currently maintain and report this information. The CDC, however, is in the process of
changing these requirements. Currently, the CDC requires annual immunization reporting for
school students. The CDC is moving to require this reporting to include the status of the number
‘of doses of individual antigens that have been administered to students. The proposed
amendments are intended to comply with these anticipated CDC school immunization-reporting
requirements.  The Department would provide reporting forms to schools, as it currently does,
| and the reports would be sent to the same Department area as the current reports.

(29) Please list any special provisions which have been developed to meet the particular needs of
affected groups or persons including, but not limited to, minorities, elderly, small businesses, and

farmetrs.

The vaccines are available from the Department and from the County and Municipal Health
Department clinics located in each county of the state, at low or no cost to the parent. Vaccines are
made available at no cost to private providers enrolled in the Vaccines For Children (VFC)
Program for children through 18 years of age who have no insurance, who are Medicaid eligible or
who are Alaskan Native or American Indian. In addition, VFC Program vaccine is also made
available to other public clinic sites (Federally Qualified Health Centers and Rural Health Clinics)
for the same population as indicated above but also for underinsured children through 18 years of
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age. Vaccines are made available to schools at no cost through the Department’s School Based |
Catch Up Program for those students who have no medical home or are unable to seek the

1mmumzat10n through a public clinic site.

(30) What is the anticipated effective date of the regulation; the date by which compliance with the
regulation will be required; and the date by which any required permits, licenses or other approvals

must be obtained?

The proposed amendments will become effective upon final publication in the Pennsylv
Bulletin.

(31) Provide the schedule for continual review of the regulation.

The Department will review the proposed amendments as well as the remainder of the regulatlons
relating to school immunization requlrements ona penodlc basis.
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