
(7) Briefly explain the regulation in clear and nontechnical language. (100 words or less)

The proposed regulations are intended to make revisions to Subchapter C of Title 28 (relating to
immunizations), in order to ensure that children attending school in the Commonwealth are adequately
protected against potential outbreaks of vaccine preventable diseases. In some cases, the only way to
ensure that children are adequately protected, particularly those children who are medically unable to obtain
a vaccination, and, therefore, vulnerable, is to require the immunization of as many children attending
school as possible. The Department intends to achieve this goal by revising language in § 23.85 (relating to
responsibilities of schools and school administrators) allowing for a child to be provisionally admitted to
school for an 8 month period even though the child does not have all the required immunizations for
admittance or continued attendance as set out in § 23.83 (relating to immunization requirements).

The Department also intends to use this proposed rulemaking to change the manner and time frames for
schools to report immunization rates to the Department, in order to obtain the most accurate immunization
data possible, to acknowledge that certain types of vaccine are no longer available in the United States, and
to add a requirement to immunize against pertussis, the incidence of which has gradually been increasing in
the United States since the 1980s. The Department is also proposing to add a second dose of
meningococcal vaccine before entry to 1 2th grade.
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(8) State the statutory authority for the regulation. Include specific statutory citation.

The Department obtains its authority to promulgate regulations relating to immunizations in schools
from several sources. Generally, the Disease Prevention and Control Law of 1955 (35 P.S. § 521.1 et
çq.) (Act) provides the Advisory Health Board (Board) with the authority to issue rules and regulations
on a variety of matters relating to communicable and non-communicable diseases, including what
control measures are to be taken with respect to which diseases, provisions for the enforcement of
control measures, requirements concerning immunization and vaccination of persons and animals, and
requirements for the prevention and control of disease in public and private schools. (35 P.S. §
521.16(a)). Section 16(b) of the Act (35 P.S. § 521.16(b)) gives the Secretary of Health (Secretary) the
authority to review existing regulations and make recommendations to the Board for changes the
Secretary considers to be desirable.

The Department also finds general authority for the promulgation of its regulations in the Administrative
Code of 1929 (71 P.S. § 51 q.) Section 2102(g) of the Administrative Code (71 P.S. § 532(g)) gives
the Department this general authority. Section 2 111(b) of the Administrative Code of 1949 (71 P.S. §
54 1(b)) provides the Board with additional authority to promulgate regulations deemed by the Board to
be necessary for the prevention of disease, and for the protection of the lives and the health of the people
of the Commonwealth. That section further provides that the regulations of the Board shall become the
regulations of the Department.

The Department’s specific authority for promulgating regulations relating to school immunizations is
found in the Administrative Code and in the Public School Code of 1949 (24 P.S. § 1-101 et q.)
Section 2111(c.1) of the Administrative Code (71 P.S. § 541(c.1)) provides the Board with the authority
to make and revise a list of communicable diseases against which children are required to be immunized
as a condition of attendance at any public, private, or parochial school, including kindergarten. The
section requires the Secretary to promulgate the list, along with any rules and regulations necessary to
insure the immunizations are timely, effective, and properly verified.

Section 1303a of the Public School Code (24 P.S. § 13-1303a) provides that the Board will make and
review a list of diseases against which children must be immunized, as the Secretary may direct, before
being admitted to school for the first time. The section provides that the school directors,
superintendents, principals, or other persons in charge of any public, private, parochial, or other school
including kindergarten, must ascertain whether the immunization has occurred, and certificates of
immunization will be issued in accordance with rules and regulations promulgated by the Secretary with
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the sanction and advice of the Board.

(9) Is the regulation mandated by any federal or state law or court order, or federal regulation? Are there
any relevant state or federal court decisions? If yes, cite the specific law, case or regulation as well as,
any deadlines for action.

No, the proposed regulation is not mandated by any federal or state law or court order, or federal
regulations. There are no relevant state or federal court decisions relating to these proposed regulations.

(10) State why the regulation is needed. Explain the compelling public interest that justifies the
regulation. Describe who will benefit from the regulation. Quantify the benefits as completely as
possible and approximate the number of people who will benefit.

This proposed regulation is needed in order to decrease the threat of vaccine-preventable disease
outbreaks in the general population. Many of these are diseases more prevalent among school age
children, but can quickly spread to the adult population as well. This can be accomplished by ensuring
the continuance of “herd immunity”. Low vaccination rates can lead to a waning of herd immunity, that
is, the protection for the community against certain communicable diseases that arises when a critical
mass of persons are immunized against those diseases. Herd immunity is what protects persons who are
unable to receive vaccination, including those who are too young to receive the vaccine, pregnant
women, or immunocompromised individuals. A waning of herd immunity may, in turn, lead to the re
emergence of vaccine preventable diseases considered to have been almost eliminated.

Following the outbreak of measles occurring in the state of California in early 2015, and the occurrence
of a case of measles in the Commonwealth (although not epidemiologically connected to the California
outbreak), the Department reviewed its vaccination rates in schools and school districts, and found those
rates to be lower than is optimal for the health of the Commonwealth. The Department determined that
it was imperative for the health of the citizens of the Commonwealth for the rate of vaccination among
children attending school to be increased. In considering how to achieve this end, the Department. in
conjunction with the Department of Education, implemented an educational campaign to increase rates.
Reviewing the Commonwealth’s vaccination rates among school children, the Department decided,
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however, that this type of campaign would not be sufficient to raise rates of vaccination to the level that
would prevent the spread of dangerous coimmunicable diseases within the Commonwealth.

The Department determined from its reported school immunization data that the largest number of non-
vaccinated children attending school was not due to the medical and religious exceptions from
vaccination allowed by law. Those children attending school in a provisional status make up the largest
number of non-vaccinated children reported to the Department. The number of children reported to the
Department as attending school in a provisional status in kindergarten and seventh grade for school year
2013-20 14 was in excess of 52,000. These numbers led the Department to the conclusion that the high
number of children provisionally admitted to and attending school might, at some future point,
contribute to a lessening of herd immunity, and the occurrence of the outbreak of a serious
communicable disease.

In addition, the Department noted that the rates of vaccination among children increased significantly
when the date on which schools were required to report was extended at the Department’s request.
When, in 2014, the Department asked schools to report 2014-2015 data to it in December 31, rather
than October 15, as set forth section 23.86(a) (relating to school reporting), the vaccination rates among
school children increased. The rate for completion of the MMR kindergarten grade level (measles,
mumps, rubella) vaccine increased from 87.49 in 2013 to 91.72 in 2014. This, combined with the
relatively low number of medical, philosophical and religious exemptions reported, led the Department
to conclude that it was not a refusal to be vaccinated that was causing low vaccination rates among
school children, but rather the lack of urgency felt by families to have vaccination requirements
completed by school entrance or the start of school. This lack of urgency may be a function of the
successful vaccination campaigns of the past, and the near elimination of dangerous childhood diseases
from a normal childhood. Parents believe that they no longer need fear, as they did in the past, that a
child will be blinded, seriously disabled or killed by measles, polio, diphtheria, pertussis, tetanus,
hepatitis B or chickenpox, since up to the present time, these diseases do not occur with the frequency
that they did in the past.

The California outbreak, however, gives the lie to this false sense of security. Diseases such as measles,
mumps, rubella, polio, diphtheria, meningitis, pertussis and chickenpox have not been eradicated, and
may and do return to an unvaccinated population. In recent years, there have been breakthrough
outbreaks in the Commonwealth and in other states of pertussis and chickenpox. Based on this
information, and determining that an educational campaign, while useful, may not be sufficient to raise
vaccination rates above the necessary percentage to ensure the continuation of protection for the
Commonwealth, the Department has determined that it is in the best interests of all of the citizens of the
Commonwealth to propose to eliminate the provisional period, protecting and strengthening existing
herd immunity.

4



(11) 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 regulations.

‘l’here are no federal standards that relate to this proposed regulation.

(12) How does this regulation compare with those of the other states? How will this affect
Pennsylvania’s ability to compete with other states?

Reviewing the available vaccination data from surrounding states shows that Pennsylvania’ s rates are
lower than those states. The median length for provisional periods throughout the country is 30 days.
The following chart shows the length of provisional periods for Pennsylvania and for surrounding states,
along with the measles, mumps and rubella vaccination (MMR) rates for kindergarten (K) in those states
for the year 2013. Although West Virginia has a provisional period as long as Pennsylvania, it has no
religious/philosophical exception.

Provisional period 2013 K MMR % rate
In days

Ohio 15 96.2
WVA 240 96.1
VA 90 93.1
NY 14 96.8
NJ 15 96.8
MD 20 97.6
DE 14 96.4
PA 86.4

(Email from the Centers for Disease Control and Prevention (CDC), Federal Department of Health and
Human Services, October 2013 (First Colunw); and Morbidity and Mortality Weekly Report (MMWR)
(Vol. 63. No. 41) (October 17, 2014) (Second Column)).

States surrounding Pennsylvania with exception of West Virginia have a higher MMR rate and a shorter
provisional time period. Pennsylvania is the only state in this group with less than 90% MMR rate.

Pennsylvania’s reduction of a provisional period for school admission should not have an impact, either
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positive or negative, on the Commonwealth’s ability to compete with other states. The reduction of the
provisional period, should, however, increase herd immunity in the Commonwealth. and, therefore,
make the Commonwealth a safer place for children and for adults.

(13) Will the regulation affect any other regulations of the promulgating agency or other state agencies?
If yes, explain and provide specific citations.

The proposed regulations do not affect other regulations of the Department, but they do affect
regulations of the Pennsylvania Department of Education (PDE). PDE has a similar regulation at 22 Pa.
Code § 11.20 (relating to noninimunized children), allowing for an 8 month provisional period. The
Department and PDE have discussed this issue, and both agencies are moving to eliminate the 8 month
provisional period from their respective regulations. Because the regulations were not jointly
promulgated, the agencies are doing this in separate rulemakings.

(14) Describe the communications with and solicitation of input from the public, any advisory
council/group, small businesses and groups representing small businesses in the development and
drafting of the regulation. List the specific persons and/or groups who were involved. (“Small business”
is defined in Section 3 of the Regulatory Review Act, Act 76 of 2012.)

The Department held the Advisory Health Board meeting on November 4, 2015. That meeting is a
public meeting at which the Department presents the proposed regulations to that Board for its review
and approval. The Department published notice of that meeting in the Pennsylvania Bulletin on October
24, 2015 (45 Pa.B. 6332 (October 2, 2015), in advance of the meeting, and in accordance with the
requirements of the Sunshine Law. No members of the public or any stakeholder group appeared to
provide comment regarding the proposed regulations. The Board approved the proposed regulations
unanimously.

The Department also presented the regulations to the Health Policy Board on November 17, 2015, a
board made up of representatives of health care providers, including facilities and practitioners, insurers,
business, labor and consumers. Comments received at that meeting were favorable.

The Department has prepared and distributed to media outlets an FAQ document discussing the
proposed regulations.
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The Department reached out to representatives of the Pennsylvania School Nurses Association to discuss
the proposed regulations, and provided the same information that was presented to the Advisory Health
Board.

In November of 2015, Department sent information to school nurses across the Commonwealth
explaining changes to reporting procedures. The Department also sent out a survey to schools regarding
the information intended to be included in the proposed regulation.

Further, in general, the Department issued a letter in June of 2015, to all physicians in the
Commonwealth, urging them to participate in its “Don’t Wait to Vaccinate” campaign. The letter
strongly urged all physicians to ensure that their patients were immunized before beginning school.

In addition to the communications initiated by the Department, the Department of Education, during its
process of promulgating companion revisions proposed in regulation number 006-337, offered three
opportunities for public comment on its draft proposed regulations at public meetings of the Board.
PDE’ s proposed regulations would reference the Department’s proposed requirements for
immunizations, exemptions, temporary waivers and provisional admissions as set out in the
Department’s proposed rulemaking. Opportunities for comment were provided during meetings of the
Committee on Chapter 11 and the Council of Basic Education on January 13, 2016, and at the meeting
of the State Board of Education (State Board) on January 14, 2016.

In addition, to gamer input from small business owners, the State Board submitted a copy of the
proposed regulation to the National Federation of Independent Business (NFIB) with a request that NFIB
review and provide feedback relevant to the impact of the regulation on small business owners in the
Commonwealth. The State Board has not been apprised of any concerns on behalf of the small business
community.

(15) Identify the types and number of persons, businesses, small businesses (as defined in Section 3 of
the Regulatory Review Act, Act 76 of 2012) and organizations which will be affected by the regulation.
Uo ar 111e

All citizens of the Commonwealth with school aged children, who attend public, private, parochial or
nonpublic school, and all of those children, would be affected by these proposed requirements. Parents
and guardians will be required to ensure that their school-aged children are appropriately vaccinated
before attending school.

All school districts, public, private and parochial schools, including kindergartens, special education
classes, home education programs and vocational classes in the Commonwealth would be affected by
these proposed regulations. All school administrators and their designees for purposes of ensuring that
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children have the necessary and appropriate immunizations would be affected by the proposed
regulations. These requirements, however, are already in place, although the Department’s proposed
amendments are intended to make some changes to the current requirements, which should not greatly
increase the work currently performed by schools in order to report to the Department. For example,
school administrators or their designees are currently required to ensure that children attending school
have the appropriate vaccinations, and to review immunization records every 60 days to ensure that
immunizations are up-to-date, and that those children not having the appropriate immunizations or the
appropriate exceptions are excluded. (See 28 Pa. Code § 23.83 and 23.85) (relating to immunization
requirements; responsibilities of schools and school administrators). The Department’s proposed
amendments would change this requirement to every 30 days, however, the requirement for a review
currently exists.

Further, although the Department is proposing to change the dates on which immunizations must be
reported, schools are currently required to count the number of doses received in kindergarten and in the
seventh grade, and report those numbers to the Department. That change, however, would push the time
frames for reporting back from October at the present time, to December 31 of each year. This proposed
change would provide schools additional time to report; that change should be beneficial to schools.
The Department had requested reports be sent in to the Department at the later December date in the past
school year, with some success.

Finally, adding a requirement for electronic reporting could take require additional time, since additional
training might need to be done to ensure schools are familiar with how to use the system, and how to
accurately report. Such training, offered by the Department, would take some employee staff time. This
time, however, should be reduced once training is accomplished since reporting electronically should
eliminate paperwork review and calculations.

All practitioners (including physicians, physician’s assistants, and nurses) would be affected by these
proposed regulations in the sense that they would provide the vaccination or history of immunity that
allows a child to attend school, and that they would sign off on the medical certificate setting out the
time frame in which a child would obtain remaining doses of a multiple dose vaccine series. These
practitioners, however, would not in any way be regulated in their scope of practice or in their business
by the proposed regulations.

(16) List the persons, groups or entities, including small businesses, that will be required to
comply with the regulation. Approximate the number that will be required to comply.

All citizens of the Commonwealth with school-aged children and their children would be required to
comply with the proposed rulemaking.

All public, private, parochial or nonpublic schools. including vocational schools, intermediate units. and
special education and home education programs, cyber and charter schools would be affected by these
proposed regulations. With the exception of home education programs, data on which is not maintained,
the number of schools affected would be 7,495.
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All health care practitioners that provide immunizations to children as a part of their practice may be
peripherally affected by the regulations, but they are not required to comply with them, since their scope
of practice would not be affected by these proposed regulations.

(17) Identify the financial, economic and social impact of the regulation on individuals, small
businesses, businesses and labor communities and other public and private organizations.
Evaluate the benefits expected as a result of the regulation.

Families with insurance coverage should not see any out-of-pocket cost for the added vaccines. Families
without coverage would need to seek other assistance to pay for the vaccines, or pay out-of-pocket. The
Department provides vaccines to providers for certain eligible children through the federal Vaccines for
Children (VFC) Program. The VFC Program provides vaccines 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, Rural Health Clinics and Deputized State Health Centers) for the same population as
indicated above but also for underinsured children through 18 years of age.

In addition, parents and guardians would be required to obtain a history of immunity from a physician,
physician’s assistant or nurse practitioner, and could no longer prove their child’s immunity by their own
statement of history of disease. This could involve additional time and cost to the parent or guardian.
Additional time and costs could also by created by the need to obtain a medical certificate signed by a
practitioner in the event the child needs additional doses of a multiple dose vaccine. The savings in
prevention of vaccine preventable illnesses for both the child in question, and other children and adults
with whom that child comes into contact, would, however, outweigh the cost of the vaccine and the cost
of the visit to obtain the medical history or certificate.

Although the proposed regulations would not regulate practitioners in any way, to the extent that
physicians, nurse practitioners and physician’s assistants may be requested by parents and guardians to
provide vaccination histories or other proof of vaccination, these practitioners could also be affected
tangentially. Practitioners would also be affected by the fact that children missing doses of multiple
dose vaccines would now need the practitioner to sign a medical certificate setting out the time frame for
obtaining those vaccinations in order for the child to be allowed to enter school. Obtaining these
documents may require an additional visit to the practitioner.

The proposed regulation would also affect school districts and their employees, since school districts are
required to ensure that children attending school have the appropriate vaccinations. Vaccination
requirements are already in place, and schools already have mechanisms in place to make these
determinations. While the proposal to require more frequent monitoring of students who are not fully
immunized could impact a school’s administrative duties, the impact would vary depending on the
number of children in a school who are not fully immunized. The impact also would depend on how a
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school elects to utilize the discretion granted to it per 28 Pa. Code § 23.85(e)(3) in designating staff
responsible for fulfilling monitoring duties.

These proposed regulations do add a requirement for a dose of meningococcal vaccine in the 1 2thi grade,
or the school year in which the child turns 18. Further, the Department is proposing to eliminate
requirements for separate vaccinations for diphtheria and for tetanus, and is proposing to combine those
into a combination form, which would include the pertussis antigen as well. The Department does
already require a dose of Tdap, which includes all three antigens, in the seventh grade. With respect to
pertussis, since the antigen is merely added to an existing vaccination requirement, that of diphtheria and
tetanus, rather than counting another vaccine, schools would be required to account for a different
version of the vaccine.

The proposed rulemaking would benefit the parents of school-aged children and the administrators and
professional staff of public, private, parochial or nonpublic schools, including vocational schools,
intermediate units, and special education and home education programs, cyber and charter schools, in
understanding the rules for student attendance in relation to immunizations by providing clarity and
consistency in understanding regulations that address immunization requirements across state agencies.

Most importantly, ensuring that children are vaccinated for preventable childhood diseases prior to
entering school and in order to attend school will prevent the spread of dangerous diseases throughout
the Commonwealth, will ensure the development and maintenance of herd immunity so that persons
unable to be vaccinated are protected from disease, and will prevent children suffering illness, parents
and guardians from financial loss and the potential loss of a child, and society from both financial loss
and emotional turmoil connected with the spread of a dangerous illness throughout the community.

(18) Explain how the benefits of the regulation outweigh any cost and adverse effects.

The savings in the prevention of an outbreak of a childhood illness in a school or school district, which
could necessitate the issuance of letters to parents and guardians warning of the outbreak, potential
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exclusions and readmissions of children and of staff with administrative costs related to checking for
appropriate exclusion and readmission criteria, and, in an extreme case, the potential shutdown of the
school, with the attendant costs, should outweigh the minimal cost in staff time of ensuring that children
have all the required vaccinations before entering or attending school.

Further, there is a financial and emotional savings in the preventing of childhood illnesses. Other
children coming into contact with sick children are spared sufferings from the illness. Adults susceptible
to the illness through being immuno-compromised, or in situations where there is ‘breakthrough”
disease, due to the wearing down of immunity (pertussis for instance), also may become ill, and lose
time and productivity at work. Parents and guardians must take care of the sick child, which could also
lead to loss of productivity, lost work time, and potentially a loss of employment, depending upon the
length and severity of the illness. Pregnant women coming into contact with certain childhood illnesses
can suffer catastrophic effects to the baby. And, although there is now a tendency to downplay the
seriousness of childhood illnesses, deaths still occur. In 2014, 18 deaths from chickenpox and pertussis
occurred nationwide.

Aside from the emotional toll such illnesses and deaths take, and personal financial loss, society suffers
a loss, from the loss of work time for parents and guardians taking care of sick children, and from the
cost associated with preventing and controlling outbreaks of disease, including expenditure of time and
funds by state and local governments in order to locate the index case. trace contacts, and ensure that all
persons are properly vaccinated or obtain proper treatment. In the worst case scenario, a state or local
government could find itself ordering and enforcing isolation or quarantine of more than one person,
which takes staff time and funding, as the measles outbreak in California showed. See response to
Paragraph 21.

(19) Provide a specific estimate of the costs and/or savings to the regulated community associated with
compliance, including any legal, accounting or consulting procedures which may be required. Explain
how the dollar estimates were derived.

Families with insurance coverage should not see any out-of-pocket cost for the added vaccines. Families
without coverage would need to seek other assistance to pay for the vaccines, or pay out-of-pocket. The
Department provides vaccines to providers for certain eligible children through the VFC Program.

In addition, parents and guardians would be required to obtain a history of immunity from a physician,
physician’s assistant or nurse practitioner, and could no longer prove their child’s immunity by their own
statement of history of disease. This could involve additional time and cost to the parent or guardian.
Additional time and costs could also by created by the need to obtain a medical certificate signed by a
practitioner in the event the child needs additional doses of a multiple dose vaccine. The savings in
prevention of vaccine preventable illnesses for both the child in question, and other children and adults
with whom that child comes into contact, would, however, outweigh the cost of the vaccine and the cost
of the visit to obtain the medical history or certificate.
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Although the proposed regulations would not regulate practitioners in any way, to the extent that
physicians, nurse practitioners and physician’s assistants may be requested by parents and guardians to
provide vaccination histories or other proof of vaccination, these practitioners could also be affected
tangentially. Practitioners would also be requested by parents or guardians of children missing doses of
multiple dose vaccines to sign a medical certificate setting out the time frame for obtaining those
vaccinations in order for the child to be allowed to enter school. Obtaining these documents could
require an additional visit to the practitioner for parents, guardians and children, however.

The proposed regulation would also affect school districts and their employees, since school districts are
required to ensure that children attending school have the appropriate vaccinations. Vaccination
requirements are already in place, and schools already have mechanisms in place to make these
determinations. These proposed regulations do add a requirement for a dose of meningitis in the 1 2th

grade, or the school year in which the child turns 18. Further, the Department is proposing to eliminate
requirements for separate vaccinations for diphtheria and for tetanus, and is proposing to combine those
into a combination form, which would include the pertussis antigen as well. The Department does
already require a dose of TdaP, which includes all three antigens, in the seventh grade. With respect to
pertussis, since the antigen is merely added to an existing vaccination requirement, that of diphtheria and
tetanus, rather than counting another vaccine, schools would be required to account for a different
version of the vaccine.

The savings in the prevention of an outbreak of a childhood illness in a school or school district, which
could necessitate the issuance of letters to parents and guardians warning of the outbreak, potential
exclusions and readmissions of children and of staff with administrative costs related to checking for
appropriate exclusion and readmission criteria, and, in an extreme case, the potential shutdown of the
school, with the attendant costs, should outweigh the minimal cost in staff time of ensuring that children
have all the required vaccinations before entering or attending school.

The savings to parents, children, and society in general are stated in Paragraph 18.

(20) Provide a specific estimate of the costs and/or savings to the local governments associated with
compliance, including any legal, accounting or consulting procedures which may be required. Explain
how the dollar estimates were derived.

There would he no fiscal impact on local governments. Local governments could see a slight cost
savings, since local governments do bear some of the cost of disease outbreak investigations and control
measures. The Department addresses the potential impact of these proposed amendments on schools
and school districts, which may be considered to be local government, in Paragraphs 18, 19 and 21.
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(21) Provide a specific estimate of the costs and/or savings to the state government associated with the
implementation of the regulation, including any legal, accounting, or consulting procedures which may
be required. Explain how the dollar estimates were derived.

The Commonwealth would incur some costs for the purchase of vaccine, through the expenditure of
federal immunization grant funds. The Commonwealth would also incur costs through the Medical
Assistance Program, which pays for administering the vaccines for eligible persons. The Department
makes vaccines 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 age. The
Commonwealth should realize savings, at the same time, based on the amount of funds that would not be
needed to control the outbreak of the disease the vaccine prevents.

A rough estimate of the measles outbreak in California last year, provided by the California Department
of Public Health, puts the estimated public health cost in California in 2015 for the outbreak from $1.56
million dollars to $3.91 million dollars. Using a median cost per hospitalization from outbreaks from
2009-2013, California estimates total direct hospital costs at close to $500,000.

California provided information on the resource burden of controlling the outbreak as well:

• In Alameda County, there were six outbreak-related cases of measles and 700 measles contacts
were identified.

• Orange County Health Care Agency required 1767 additional hours of work for measles outbreak
control. This included surge staff assisting from other programs, volunteers, and overtime from
nursing, epidemiology, and laboratory staff.

• In Orange County over 2000 community contacts required follow up, including contacts from 56
healthcare facility exposure events.

• In San Bernardino County over 180 suspected cases were investigated and over 600 measles
contacts were identified. The estimated cost of staffing for the outbreak was $18,500.

• In Ventura County public health administered 94 MMR vaccine doses, 31 doses of IGIM, drew
blood for 60 IgG tests and performed 355 immunization record reviews.

• At VRDL, between 12/1/14 and 4/10/15, 1516 measles tests on 866 patients were performed.
This included 950 PCR tests, 469 serological tests (ETA or IFA), and 97 specimens that were
genotyped.

• At local public health laboratories PCR testing was performed for 922 patients
• Approximately 15 FTE from the Immunization Branch (IZB) and the Viral and Disease

Rickettsial Disease Laboratory (VRDL) worked on the measles response for 14 weeks (rough
estimate since not all FTE tracked time).

California is basing its rough cost calculations on median costs per measles case arrived at in a CDC
study on 2011 measles outbreaks published in the journal, Vaccine (Ortega-Sanchez, Vijayaraghavan,
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Barskey, Wallace, The Economic Burden ofSixteen Measles Outbreaks on United States Public Health
Departments in 2011, 32 (2014) 1311-1317). The main findings from the study showed that the average
outbreak duration was 22 days, the total identified contacts per outbreak ranged from 8,936 to 17,450,
and the total cost burden ranged from $2.7 million dollars to $5.3 million dollars.

There were three separate Pennsylvania outbreaks included in that study. The cost data for all 16
outbreaks as broken down by the California Department of Public Health is as follows (the Pennsylvania
cost data included is highlighted):

Public health costs of measles outbreaks (adapted by California from Ortega-Sanchez, 2014)

Outbreak Total cost Total cost Cost per Cost per case
name # cases (mm) (max) case (mm) (max)
MN1 22 918847 1640798 41765.77 74581.73
IN 14 584721 1044144 41765.79 74581.71
CA/MD/WI/N
C 9 421244 752221 46804.89 83580.11
KS 6 280829 501481 46804.83 83580.17

UT1 7 83532 208829 11933.14 29832.71

UT2 6 71598 178996 11933.00 29832.67

PAl 6 71598 178996 11933.00 29832.67

MIIMN/TX 6 71598 178996 11933.00 29832.67

NY 6 71598 178996 11933.00 29832.67

NY/MD 5 59665 149163 11933.00 29832.60

VA 4 47732 119331 11933.00 29832.75

PA3 4 47732 119331 11933.00 29832.75

CA 3 2685 22375 895.00 7458.33
FL 3 2685 22375 895.00 7458.33
MN2 3 2685 22375 895.00 7458.33

PA 3 2685 22375 895.00 7458.33

Clearly, ensuring children are appropriately vaccinated, and thus severely reducing the chances of these
types of outbreaks, significantly reduces costs to state (and local) government.

(22) For each of the groups and entities identified in items (19)-(21) above, submit a statement of legal,
accounting or consulting procedures and additional reporting, recordkeeping or other paperwork,
including copies of forms or reports, which will be required for implementation of the regulation and an
explanation of measures which have been taken to minimize these requirements.

1. Commonwealth and Schools/School Districts
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The proposed change in the regulation would give schools additional time to report. The Department
would need to review and include those new reported numbers in its report to the CDC. Schools are
currently required to report immunization coverage status for their students to the Department in order
for the Department to satisfy CDC requirements relating to reporting of immunizations.

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
this annual report regarding the number of immunizations and follow up on provisional enrollment.
School nurses, who perform record keeping and reporting requirements in the schools, currently
maintain and report this information. They would have additional time to make reports, since the
reporting date has been extended by two months. The Department would provide training on electronic
reporting, and for schools unable to electronically report would provide reporting forms to schools, as it
currently does, and the reports would be sent to the same Department office as the current reports. The
Department has also included in the proposed regulation that schools who cannot report electronically
may still report on paper, although it has proposed that these reports be due to the Department two weeks
earlier that the electronic reports, to allow for processing time.

II. Local Government

There is no additional paperwork requirement for local government. (The Department has included
school districts, which may be considered to be local government, under the heading of “Regulated
Community.”)

III. Parents and Guardians

Parents and guardians would be required to obtain a history of immunity from a physician, physician’s
assistant or nurse practitioner, and could no longer prove their child’s immunity by their own statement
of history of disease. Parents and guardians would be required to obtain a history of measles, mumps
and rubella by laboratory testing and a written history of mumps from a practitioner in order to show
immunity. This would be a new requirement added to current regulations. They would also be required
to obtain a written history of varicella from a practitioner, or a laboratory diagnosis of disease to prove
immunity to varicella. The regulations currently allow a written history from a parent or guardian to
prove immunity from varicella. This could involve additional time and cost to the parent or guardian.
Additional time and costs could also by created by the need to obtain a medical certificate signed by a
practitioner in the event the child needs additional doses of a multiple dose vaccine. The savings in
prevention of vaccine preventable illnesses for both the child in question, and other children and adults
with whom that child comes into contact, would, however, outweigh the cost of the vaccine and the cost
of the visit to obtain the medical history or certificate.
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(23) In the table below, provide an estimate of the fiscal savings and costs associated with
implementation and compliance for the regulated community, local government, and state government
for the current year and five subsequent years.

Current FY FY +1 FY +2 FY +3 FY +4 FY +5
Year Year Year Year Year Year

SAVINGS: $ $ S $ $ $0

Regulated Community 0 0 0 0 0 0

Local Government 0 0 0 0 0 0

State Government 0 0 0 0 0 0

Total Savings 0 0 0 0 0 0

COSTS:

I_______

_______

Regulated Community $ 0 0 0 0 0 0

Local Government 0 0 0 0 0 0
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State Government 0 0 [ 0 0 0 0

Total Costs 0 0 0 0 0 0

REVENUE LOSSES:

Regulated Community 0 0 0 0 0 0

Local Government 0 0 0 0 0 0

State Government 0 0 0 0 0 0

Total Revenue Losses 0 0 0 0 0 0

(23 a) Provide the past three year expenditure history for programs affected by the regulation.

Program FY -3 FY -2 FY -1 Current FY

Disease Control
. . $10,246,372.00 $10,849,523.00 $10,554,251.00 $11,589,000.00Imrnurnzation

The expenditure figures in 23a are not cost-benefit data. They are the gross expenditures for the program
excluding direct assistance from CDC for vaccines. The only additional costs the Immunization Program
must incur because some of the proposed amendments are for the purchase of vaccine.

Some estimate of adding a dose of vaccine to the list could be extrapolated from considering the cost to
adding a dose of meningococcal vaccine in the 1 2th grade. In determining costs related to this particular
proposed regulation, the Department is basing costs to the regulated community on the number of
children in a birth cohort who would be required to obtain the immunization by paying out of pocket or
by another private pay method, such as private health insurance for these immunizations. According to
the Department’s population estimates, there were 1,743,790 children birth through age 18 in
Pennsylvania in 2014. Of this number. 874,967. or over half, were eligible to receive vaccines through
the federal Vaccines for Children Program, at no cost to themselves or to the community. The VFC
Program is federally funded, and no state funds are used to purchase vaccines for Pennsylvania children.
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The Department is proposing to add a dose of meningococcal vaccine prior to entry into the 12th grade.
According to the Pennsylvania Department of Education, the total number of students in 12th grade in
2014 was 147,040. The private sector cost of a dose of meningococcal vaccine is $112.93 per dose. By
requiring one dose of meningococcal vaccine for each child attending 12th grade, the total cost to the
community for adding a dose of meningococcal vaccine in the 12th grade could be as high as
$16,605,227.20, if every child were required to purchase the dose through private pay methods.
Because, however, fully one-half of the population is be eligible for the Vaccines for Children Program,
and would receive the vaccine either free of charge or for a vaccine administration fee, the cost could
total as much as the cost would be roughly $1,701,253. This is calculating the cost at the maximum
regional charge in the Commonwealth, which is $23. 14 per administration of the dose. For those
children not covered by the VFC Program, the cost would be $112.93 per vaccine, or a total of
$8,302,614.

The cost to the public, the regulated community and to the state and local government still be
outweighed, however, by the fact that vaccine preventable diseases would be prevented by the
implementation of these proposed amendments and the lives of the children and of the adults in the
Commonwealth that would be saved by the prevention of these vaccine preventable disease. In an article
in Pediatrics April 2014 entitled “Economic Evaluation of the Routine Childhood Immunization
Program in the United States, 2009,” analysis showed that routine childhood immunization of a cohort
of 4,261,494 would prevent 42,000 early deaths and 20 million cases of disease.

(24) For any regulation that may have an adverse impact on small businesses (as defined in Section 3 of
the Regulatory Review Act, Act 76 of 2012), provide an economic impact statement that includes the
following:

(a) An identification and estimate of the number of small businesses subject to the regulation.
(b) The projected reporting, recordkeeping and other administrative costs required for compliance

with the proposed regulation, including the type of professional skills necessary for preparation
of the report or record.

(c) A statement of probable effect on impacted small businesses.
(d) A description of any less intrusive or less costly alternative methods of achieving the purpose of

the proposed regulation.

(a) See the response to Number 19.

(b) See the response to Number 22.

(c) While practitioners (including physicians, physician’s assistants, and nurses) are not affected by
these proposed regulations in the sense that their scope of practice is not being regulated in any way, they
would be requested by the parents or guardians of children to provide the vaccination or history of
immunity that allows a child to attend school. They would also be requested to provide a signed medical
certificate in the event a child was missing certain doses of multiple dose vaccinations, in order for the
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child to be allowed to attend school.

Parents and guardians of school- aged children and those children, who are most closely affected by the
proposed regulations, are not small businesses.

(d) No alternative method to achieving the purpose of the proposed regulation was considered.

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

The Department has included a provision in the proposed regulations to reflect federal requirements
relating to the education of homeless children. Proposed Section 83.25(f) is intended to exempt a child
from exclusion from school if he or she is not immunized, or cannot provide immunization records due
to homelessness. These children will quali1 to receive Vaccines for Children vaccines at no cost, and
could potentially be served at a state health center, or any VFC Program provider.

The Department has also included a provision in the regulations that allows for a waiver of the
regulations in the event that a child is transferring into a school because of a disaster and cannot locate
his or her vaccination records.

The Department provides immunization clinics throughout the state providing vaccine at no cost for
children who do not have health insurance, or who do not have health insurance that covers vaccines.

The Department has also been cognizant of the need for schools to be able to implement the regulations
with little disruption to the function of a school. The Department has set reporting requirements later in
the school year to take into account, in part, the need to provide the school with time to assess students
and obtain the data. In addition, although this is not a provision of the proposed regulation, per Se, the
Department would attempt to set the effective date of the regulations at a point in the school year at
which schools can most easily notify students of new requirements for the succeeding year. This would
assure successful implementation both for the school and for the Department.
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(26) Include a description of any alternative regulatory provisions which have been considered and
rejected and a statement that the least burdensome acceptable alternative has been selected.

The Department had considered proposing a eliminating the provisional period entirely. After
consideration, however, the Department has determined that a severely reduced provisional period,
allowing for 5 school days to obtain the last or next dose of a multiple dose vaccine along with a signed
medical certificate stating how and when the child will receive the remaining doses meets the
Department’s goals of ensuring the health and safety of the citizens of the Commonwealth. The
Department’s intention is to prevent a deleterious impact on herd immunity from a lackadaisical
response to reporting requirements for school attendance. Failure to obtain the required vaccinations,
could be the cause of potential outbreaks of serious diseases, including measles, which could have
devastating impacts on the community.

(27) In conducting a regulatory flexibility analysis, explain whether regulatory methods were considered
that will minimize any adverse impact on small businesses (as defined in Section 3 of the Regulatory
Review Act, Act 76 of 2012), including:

a) The establishment of less stringent compliance or reporting requirements for small businesses;
b) The establishment of less stringent schedules or deadlines for compliance or reporting

requirements for small businesses;
c) The consolidation or simplification of compliance or reporting requirements for small

businesses;
d) The establishment of performing standards for small businesses to replace design or operational

standards required in the regulation; and
e) The exemption of small businesses from all or any part of the requirements contained in the

regulation.
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The proposed regulation does not carry an adverse impact for small businesses.

(28) If data is the basis for this regulation, please provide a description of the data, explain in detail how
the data was obtained, and how it meets the acceptability standard for empirical, replicable and testable
data that is supported by documentation, statistics, reports, studies or research. Please submit data or
supporting materials with the regulatory package. If the material exceeds 50 pages, please provide it in a
searchable electronic format or provide a list of citations and internet links that, where possible, can be
accessed in a searchable format in lieu of the actual material. If other data was considered but not used,
please explain why that data was determined not to be acceptable.

The Department became concerned regarding the possibility of waning of herd immunity in the
Commonwealth based on its review of its School Immunization Law Report (SILR) data. This data is
comprised of reports from schools of immunization data for kindergarten and for the 7th grade. The data
indicated to the Department that there was a possibility that, if immunizations were not increased, there
could be problems for maintaining herd immunity. The Department, therefore, determined to take steps
to reduce the provisional admittance to school period, thus increasing the number of children
appropriately vaccinated, and protecting herd immunity for those vaccine preventable diseases. The data
in question is stored in a SQL Server 2012 database, which allows the Department to replicate and test it
as along as it exists in that database. The Department requires the SILR forms used by school nurses to
collect individual data are signed by a doctor and based on each student’s medical records. Nurses
should then follow-up with parents as necessary, interpret, and compile the data for aggregate data input,
which the Department will test for validity and completeness with the web application. The Department
added validations for 2015. Immunization program staff follow-up with school nurses by phone calls as
they review the paper and the electronically submitted forms. Health district nurses also audit
AmishlMennonite schools, as an additional measure to ensure quality data. The Department has created
reports to use to review and compare data both for a single year and from year to year as an additional
validation measure and have contacted the school-based submitter to verify and correct the data as
necessary.
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(29) Include a schedule for review of the regulation including:

A. The date by which the agency must receive public comments:
B. The date or dates on which public meetings or hearings

will be held:

C. The expected date of promulgation of the proposed
regulation as a final-form regulation:

D. The expected effective date of the final-form regulation:

E. The date by which compliance with the final-form
regulation will be required:

F. The date by which required permits, licenses or other
approvals must be obtained:

A. The agency must receive public comment within 30 days after publication of the proposed
rulemaking in the Pennsylvania Bulletin.

B. The Advisory Health Board public meeting was held on November 4, 2015, and the proposed
regulations were discussed and approved by that body.

C. The proposed regulations would be published as final within 2 years of publication as proposed
rulemaking in the Pennsylvania Bulletin.

D. Upon publication of the final rulemaking and order in the Pennsylvania Bulletin.

E. Compliance would be required on the first day of the next school year following publication as final
rulemaking in the Pennsylvania Bulletin.

F. Permits, licenses or other approvals would not be required by the proposed rulemaking.

(30) Describe the plan developed for evaluating the continuing effectiveness of the regulations after its
implementation.

The Department continually reviews the validity and efficacy of its regulations.
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Notice is hereby given that the Department of Health (Department), with the approval of

the State Advisory Health Board (Board), proposes to amend 28 Pa. Code Chapter 23,

Subchapter C (relating to immunization). The proposed amendments are set forth in

Annex A hereto.

A. PURPOSE OF THE REGULATION

The proposed regulations are intended to make revisions to Subchapter C of Title 28

(relating to immunizations), in the main, to take steps to ensure that children attending

school in the Commonwealth are adequately protected against potential outbreaks of

vaccine preventable diseases. In some cases, the only way to ensure that children are

adequately protected, particularly those children who are medically unable to obtain a

vaccination, and, therefore, vulnerable, is to require the immunization of all children

attending school. The Department intends to achieve this goal by revising language in §

23.85 (relating to responsibilities of schools and school administrators) allowing for a

child to be provisionally admitted to school even though the child does not have all the

required immunizations for admittance or continued attendance as set out in § 23.83

(relating to immunization requirements).

Following the outbreak of measles occurring in the state of California in early 2015, and

the occurrence of a case of measles in the Commonwealth (although not

epidemiologically connected to the California outbreak), the Department reviewed its

vaccination rates in schools and school districts, and found those rates to be lower than is

optimal for the health of the Commonwealth. Low vaccination rates can lead to a waning



of “herd immunity,” that is, the protection for the community against certain

conimunicable diseases that arises when a critical mass of persons are immunized against

those diseases. Herd immunity is what protects persons who are unable to receive

vaccination, including those who are too young to receive the vaccine, pregnant women,

or immunocompromised individuals. A waning of herd immunity may, in turn, lead to

the re-emergence of vaccine preventable diseases considered to have been almost

eliminated.

The Department determined that it was imperative for the health of the citizens of the

Commonwealth for the rate of vaccination among children attending school to be

increased. In considering how to achieve this end, the Department, in conjunction with

the Department of Education, implemented an educational campaign to increase rates.

Reviewing the Commonwealth’s vaccination rates among school children, the

Department decided, however, that this type of campaign would not be sufficient to raise

rates of vaccination to the level that would prevent the spread of dangerous

communicable diseases within the Commonwealth.

The Department determined from its reported school immunization data that the largest

number of non-vaccinated children attending school was not due to the medical and

religious exceptions from vaccination allowed by law. Those children attending school

in a provisional status make up the largest number of non-vaccinated children reported to

the Department. The number of children reported to the Department as attending school

in a provisional status in kindergarten and seventh grade for school year 2013-2014 was
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in excess of 53,000. These numbers led the Department to the conclusion that the high

number of children provisionally admitted to and attending school might, at some future

point, contribute to a lessening of herd immunity, and the occurrence of the outbreak of a

serious communicable disease.

In addition, the Department noted that the rates of vaccination among children increased

significantly when the date on which schools were required to report was extended at the

Department’s request. When, in 2014, the Department asked schools to report 2014-

2015 data to it in December 31, rather than October 15, as set forth section 23.86(a)

(relating to school reporting), the vaccination rates among school children increased. The

rate for completion of the MMR kindergarten grade level (measles, mumps, rubella)

vaccine increased from 87.49 in 2013 to 91.72 in 2014. This, combined with the

relatively low number of medical, philosophical and religious exemptions reported, led

the Department to conclude that it was not a refusal to be vaccinated that was causing low

vaccination rates among school children, but rather the lack of urgency felt by families to

have vaccination requirements completed by school entrance or the start of school. This

lack of urgency may be a function of the successful vaccination campaigns of the past,

and the near elimination of dangerous childhood diseases from a normal childhood.

Parents believe that they no longer need fear, as they did in the past, that a child will be

blinded, seriously disabled or killed by measles, polio, diphtheria, pertussis, tetanus,

hepatitis B or chickenpox, since up to the present time, these diseases do not occur with

the frequency that they did in the past.
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The California outbreak, however, gives the lie to this false sense of security. Diseases

such as measles, mumps, rubella, polio, diphtheria, meningitis, pertussis and chickenpox

have not been eradicated, and may and do return to an unvaccinated population. In

recent years, there have been breakthrough outbreaks in the Commonwealth and in other

states of pertussis and chickenpox. Based on this information, and determining that an

educational campaign, while useful, may not be sufficient to raise vaccination rates above

the necessary percentage to ensure the continuation of protection for the Commonwealth,

the Department has determined that it is in the best interests of the public’s health to

propose to eliminate the provisional period, protecting and strengthening existing herd

immunity.

The Department also intends to use this proposed rulemaking to change the manner and

time frames for schools to report immunization rates to the Department, in order to obtain

the most accurate immunization data possible, to acknowledge that certain types of

vaccine are no longer available in the United States, and to add a requirement to

immunize against pertussis, the incidence of which has gradually been increasing in the

United States since the 1 980s. The Department is also proposing to add a second dose of

meningococcal vaccine before entry to 12th grade.

B. REOUIREMENTS OF THE REGULATION

CHAPTER 23. SCHOOL HEALTH

SUBCHAPTER C. IMMUNIZATION

Section 23.82. Definitions.
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The Department is proposing to add two new terms to the regulations, “full

immunization” and “medical certificate.” The new terms would be necessary to define

the proposed requirements for a revised provisional period. “Full immunization” would

mean that a child has received all immunizations required by § 23.83(b), and the

“medical certificate” would be used by a health care provider, or a public health official if

the child receives vaccinations through the public health system, to set out what

immunizations the child requires to be fully vaccinated, and by when the child must

receive them. Failure to meet the terms of the certificate would then allow for the child’s

exclusion from school, pursuant to proposed § 23.85(e).

Section 23.83. Immunization requirements.

Subsection (b,). Requiredfor attendance.

The Department proposes to amend subsection (b) (relating to required for attendance),

to reflect the fact that several vaccines required for school attendance are no longer

available in the United States in certain forms. For example, two pediatric acellular

vaccines are available in the United States, however, DTP is not, and the use of DT is

very rare, and limited to children for whom use of the pertussis antigen is contraindicated.

The Department, therefore, proposes to combine paragraphs (1) and (2) (relating to

diphtheria; tetanus) to require the vaccine in a combination form.

The Department is also proposing to add pertussis to new paragraph (1). The

Department’s existing regulations require a dose of Tdap, which includes pertussis, in

the seventh grade. The Department has proposed adding pertussis to address the need to
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fight the resurgence of a vaccine-preventable disease. The incidence of pertussis has

been increasing since the 1980s, and during the period from 2010-2013, 13 pediatric

deaths were reported in the United States.

Because MMR is no longer made as separate antigens, the Department proposes to

require the combination form, and proposes combining paragraphs (4), (5) and (6) into a

new paragraph (3) to reflect that fact. The Department has included language into new

paragraph (3) to take into consideration the fact that other countries still may use separate

antigens. This allows schools to count as properly vaccinated those children arriving

from other countries having been vaccinated with those types of vaccines.

The Department has also revised the section to allow for immunity to be proven by a

history of measles and rubella by laboratory testing, and a written statement of history of

mumps disease from a physician, nurse practitioner, or physician’s assistant. This is to

ensure that the diagnosis of disease is the basis for the determination of a history of

immunity, and is intended to ensure that a child has, in fact, had the disease for which the

statement of history is given. See proposed subsection (b)(3).

The remainder of the subsection has been renumbered to take into account the

combination of the paragraphs discussed.

Proposed subsection (b) (5). Varicella (chickenpox).
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The Department is proposing to revise former subsection (b)(8) (relating to chickenpox

(varicella)), now subsection (b)(5), to change the title to “Varicella (chickenpox),”

which gives the scientific name first, and to change current language, which allows for

evidence of varicella immunity to be shown either by laboratory confirmation, or a

statement of history from a physician, parent or guardian. The proposed language would

only accept a history from a physician, nurse practitioner, or physician’s assistant. See

proposed subsection (b)(5)(ii)(B). This is in keeping with the federal Centers for

Disease Control and Prevention of the Department of Health and Human Services (CDC)

Advisory Council on Immunization Practices (ACIP) recommendations, and is intended

to ensure that the child has actually had chickenpox. Many types of viruses can cause

rashes; the Department wishes to make certain that the persons providing evidence that

the child has actually had the disease are those able to diagnose chickenpox disease, and

familiar with the chickenpox rash. This change, as with the other recommended revisions

included in this propose rulemaking, is focused on ensuring that children are protected

from disease, either by vaccination, or, for those children unable to be vaccinated for

medical reasons, by allowing attendance at school only when the child shows a history of

immunity, and is therefore unable to spread disease.

Subsection (c,). Requiredfor entry into 7th grade.

The Department is proposing to revise subsection (c), and has therefore proposed to

retitle that subsection as, “Special requirements for tetanus and diphtheria toxoid and

acellular pertussis vaccine and meningococcal vaccine,” to take into account new

proposed paragraph (2). The Department, following recommendations from ACIP to
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ensure protection for students from meningitis into their post-secondary education, is

proposing to add a dose of meningococcal vaccine, for entry into the 12th grade, or in an

ungraded school, in the school year the child turns 18 years of age. In accordance with

ACIP reconimendations for children attending college, if the child has had a previous

dose on or after his or her 1 6th birthday, however, the requirement would not apply. (Sçç

MMWR March 22, 2013; 62 (RRO2):1-22; see also

http ://www.cdc. gov/vaccines/schedules/hcp/imz/child-adolescent.html). The

Department has restructured subsection (c) to add this language, and has renumbered the

section’s paragraphs and subparagraphs to account for the restructuring of the subsection.

The Department is also proposing to revise subsection (c)( 1) (relating to tetanus and

diphtheria toxoid and acellular pertussis vaccine (Tdap)). That section currently requires

that at least one dose of Tdap for entry into seventh grade if at least five years have

elapsed since the last does of a vaccine containing tetanus and diphtheria. Tdap may be

administered regardless of the interval of time between the last does of a vaccine

containing a tetanus or diphtheria toxoid. The Department proposes, therefore, to require

one dose of Tdap in combination form. ACIP recommends a single dose of Tdap for

persons 11 through 18 years of age.

Section 23.85. Responsibilities of schools and school administrators.

Subsection (e). Provisional admittance to school.

The Department proposes to amend subsection (e). This subsection currently sets out

requirements allowing a child to be provisionally admitted to school for up to an 8 month
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period if the child has a plan for completion of the required immunizations in the child’s

school health record, or, in the case of a multiple dose vaccine, if the child has received

one dose and there is a plan for completion of the remaining doses in the child’s health

record. The section further sets out requirements for the school administrator or his or

her designee to review that plan every 60 days. The section requires that the school

administrator not admit the child or allow continued attendance after the end of that 8

month period.

The Department is proposing to eliminate the 8 month provisional period and, instead, to

set up requirements that would allow for exclusion of students under certain

circumstances. The requirements would differ for single dose versus multiple dose

vaccines.

If a child did not have a single dose vaccine that is required by § 23.83(b), then the child

would be excluded from school.

With respect to multiple dose vaccinations, if the child does not have at least one dose of

any of the multiple dose vaccinations, then the child may not attend school. The child

could be provisionally admitted for a 5 school day period if the child receives the final

dose of a multiple dose vaccine within 5 school days of the child’s first day of

attendance. The child’s parent or guardian would need to provide the certificate of

immunization on or before that fifth day as proof of the immunization. If a child has the

first dose of a multiple dose vaccine series, is scheduled to and does receive the next dose
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during the 5 school day provisional period, and provides a medical certificate scheduling

any remaining doses, the child may attend school, so long as the child adheres to the

medical certificate. Again, the child’s parent or guardian must provide the medical

certificate on or before that fifth school day. If, however, the next dose of a vaccine

series is not medically appropriate for the within the 5 school day period, and the child

has a medical certificate as defined by the proposed regulations, showing when the child

will receive the remaining doses, the child may be provisionally admitted to school, so

long as the child adheres to that immunization schedule.

As with existing regulation, it would be the responsibility of the school administrator to

review that medical certificate and determine whether or not the child is following the

schedule, and whether or not to exclude the child who fails to follow his or her schedule.

The Department is proposing to change the time frame for that review, however, from 60

days to at least every 30 days to ensure more accountability. A child’s parent or

guardian may, of course, bring to the school administrator’s attention the fact that he or

she has become up to date with vaccination requirements at any time, without waiting for

the administrator’s review. Further, the Department is proposing to require a school to

maintain the medical certificate until the child’s official school immunization record is

completed, to ensure accurate records on immunizations. This is important in the event

of an outbreak of any vaccine preventable disease in the school.

The Department has reviewed the regulatory and statutory schemes of other states. The

Department found that the provisional period, allowing admission and attendance for an 8
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month period before requiring all required immunizations be completed, is one of the two

longest in the country, along with the State of West Virginia. West Virginia, however,

has high vaccination rates among school children, because it, unlike the Commonwealth,

allows no religious or philosophical exception. The Department determined that a shorter

provisional period for admission or attendance at school was necessary, because a length

of time as long as the current 8 month period, which allows children who could be

vaccinated but are not to attend school, puts at risk those children and staff who cannot be

vaccinated.

Proposed subsections (g) and (Ii)

The Department proposes new subsections (g) and (h) to set out circumstances under

which a child could be admitted to school even without the immunizations required under

§ 23.83. The Department, having proposed to limit the provisional period, is also

proposing to include language allowing for a temporary waiver of those requirements.

Proposed subsection (g) recognizes that under certain circumstances, a child who cannot

prove his or her immunization status must be allowed access to school. Federal law

requires schools to permit homeless children to be admitted regardless of immunization

requirements. See the McKinney-Vento Homeless Education Assistance Improvements

Act of 2001,42 U.S.C. §S 11431 etq. Proposed subsection(g)(l) states that schools

must comply with federal law. Proposed subsection (g)(2) takes into account potential

problems with providing information upon transfer into a school, and allows a 30-day
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period to obtain and provide either proof of immunizations, or proof of the need for an

exemption.

Proposed subsection (h) would address situations in which a child, through no action of

the child or the child’s family, is prevented from obtaining a vaccination, or from proving

the child’s immunization status. Proposed subsection (h)(l) would provide for a

temporary waiver of requirements when vaccine is unavailable through a vaccine

shortage. Such shortages have occurred in the past, due to problems at manufacturing

plants, or potentially because of a high demand for vaccine. Because the Department

wishes to ensure that an actual vaccine shortage exists, and that it is one recognized by

the vaccine experts, proposed subsection (h)(l) requires that the shortage be recognized

by the CDC before a waiver would be considered.

Proposed subsection (h)(2) would address a situation like that following Hurricane

Katrina, in which displaced children were sent to the Commonwealth to stay with friends

and family in the wake of that disaster, and sought admittance to Commonwealth schools

for an extended period of time. Those children did not have access to immunization

records, either paper or electronic. In order to return those children to the classroom, and

some semblance of a normal life, as quickly as possible, the immunization requirements

were not enforced.

The Department is proposing that any waiver have limits and that those limits be

publicized by notice in the Pennsylvania Bulletin. This would ensure that children can
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return to a classroom, even though they are unable to access vaccination records, due to

no fault of their own, but that the waiver would not continue indefinitely and that

appropriate limits are set. For example, it is conceivable that a disaster could occur

affecting one part of the Commonwealth, or even one school district. There would be no

need to remove requirements in areas not affected. Further, one vaccination could be in

short supply, but that would not require the lifting of requirements for other vaccinations.

In addition, the waiver would be time limited, because, at some point, the need for the

waiver would be outweighed by the need for the protection of those with whom

unvaccinated children have contact.

Section 23.86. School reporting.

This section currently addresses requirements for schools’ reporting immunization data to

the Department. The Department makes these requirements of schools in order for it to

meet reporting requirements placed on the Department by the CDC. The Department is

proposing to revise subsection (a) to change the date by which schools are required to

report to it from October 15 of each school year to December 31, and to require reporting

electronically. This would allow for a more accurate report, and allow more time for

schools to gather information to make the report. The CDC requests annual school

immunization coverage reports from the Department as part of the Federal Immunization

Grant process. In reviewing reporting data, the Department has determined that by

requesting the data by October 15, schools are reporting data too early in the school year,

and the reporting does not accurately reflect the actual number of children receiving

immunizations.
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The Department, recognizes, however, that some schools that are required reporters will

not be able to complete a report electronically. The Department proposes to require those

schools to report on paper, by an earlier date, December 15 of each year. See proposed

subsection (b). This would provide the Department with sufficient time to compile and

enter those reports before those schools reporting electronically begin to submit their

reports.

Paragraph (7) has been revised to require reporting of the number of children in

kindergarten and seventh grade who were denied admission because of their inability to

provide documentation of the required vaccinations.

The Department has renumbered the remainder of the section to take these changes into

account.

C. AFFECTED PERSONS

The proposed amendments would affect all children entering and attending school in the

Commonwealth, particularly those who are not current with the required vaccinations for

school entry and continued attendance. These children would no longer be given an

eight month period to obtain required vaccinations, and could be excluded from school

until they obtain the appropriate vaccinations, and if necessary, signed medical

certificate, proof of immunity, or medical or philosophical exclusion.

14



The proposed amendments would also affect the parents or guardians of these students,

since parents and guardians would have to ensure that the children receive the required

vaccinations and, if necessary, medical certificate, have appropriate proof of immunity,

or obtain exclusions in order to enter and to continue to attend school. Parents and

guardians would no longer be able to provide a history of varicella in order to prove a

child’s immunity, but would be required to obtain a statement from a practitioner able to

diagnose the disease. The same requirement would be added for measles and mumps.

The proposed changes to the provisional period could cause parents and guardians to

have to find child care, or miss work, in order to keep the child at home while these

requirements were being fulfilled.

The effects of time and funds spent should be outweighed by the benefits to children and

their parents, however. Because requiring these immunizations or a more accurate proof

of immunity would protect children from contracting measles, polio, diphtheria, pertussis,

meningitis, chickenpox and mumps, and other childhood diseases, their parents or

guardians would not have to miss work, worry, or pay medical bills related to these

diseases. Physicians and health care providers would not have to treat sick children.

Department staff would not need to become involved in the prevention of outbreaks of

vaccine preventable diseases as they do now. Children and school staff members who

are unable to be vaccinated would now be protected as well.

Those children who suffer the adverse reactions to a required immunization and their

parents or guardians would also be affected. The potential for a fairly rare reaction to
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these childhood vaccinations must be balanced against the benefits provided from

requiring them. Children and adults who might otherwise have become ill, or perhaps

died, from meningitis, pertussis, diphtheria, tetanus chickenpox or mumps, polio, measles

and the other listed vaccine preventable diseases are affected beneficially by these

proposed amendments.

The proposed amendments would affect school districts and their employees, since

school districts are required to ensure that children attending school have the appropriate

vaccinations, and now, the time periods in which the school administrator is to review

immunization records is being shortened from 60 to 30 days. Adding or changing the

immunization requirements adds to the work of these individuals. Adding a requirement

for electronic reporting could add an additional time requirements, since additional

training could be done to ensure schools are familiar with how to use the system, and

how to accurately report. Such training, offered by the Department, would take some

employee staff time. This time, however, should be offset once training is accomplished

since reporting electronically should eliminate paperwork review and calculations. The

overall impact of new reporting requirements should be slight, however, in that school

districts already have systems in place to document immunization status of students. It

would, in fact, eliminate one of the required fields for reporting, that of the number of

children provisionally admitted. Further, many schools already report electronically

using the Department’s reporting system. In addition, providing additional time to report

should be beneficial to schools. The Department had requested reports be sent at the later

December date in the past school year, with some success.
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D. COST AND PAPERWORK ESTIMATE

1. Cost

a. Commonwealth.

The Commonwealth would incur some costs for the purchase of vaccine, through the

expenditure of federal immunization grant funds. The Commonwealth would also incur

costs through the Medical Assistance Program, which pays for administering the vaccines

for eligible persons. The Department makes vaccines 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 age. The Commonwealth should realize savings, at the same time, based on the

amount of funds that would not be needed to control the outbreak of the disease the

vaccine prevents.

b. Local Government

There would be no fiscal impact on local governments. Local governments could see a

slight cost savings, since local governments do bear some of the cost of disease outbreak

investigations and control measures. (The Department addresses the potential impact of

these proposed amendments on school districts, which may be considered to be local

government, under the heading of “Regulated Community.”)
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c. Regulated Community

Families with insurance coverage should not see any out-of-pocket cost for the added

vaccines. Families without coverage would need to seek other assistance to pay for the

vaccines, or pay out-of-pocket. The Department provides vaccines to providers for

certain eligible children through the VFC Program.

In addition, parents and guardians would be required to obtain a history of immunity

from a physician, physician’s assistant or nurse practitioner, and could no longer prove

their child’s immunity by their own statement of history of disease. This could involve

additional time and cost to the parent or guardian. Additional time and costs could also

by created by the need to obtain a medical certificate signed by a practitioner in the event

the child needs additional doses of a multiple dose vaccine. The savings in prevention of

vaccine preventable illnesses for both the child in question, and other children and adults

with whom that child comes into contact, would, however, outweigh the cost of the

vaccine and the cost of the visit to obtain the medical history or certificate.

To the extent that physicians, nurse practitioners and physician’s assistants may be

requested by parents and guardians to provide vaccination histories or other proof of

vaccination, these practitioners could also be affected tangentially. Practitioners would

also be affected by the fact that children missing doses of multiple dose vaccines would

now need the practitioner to sign a medical certificate setting out the time frame for
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obtaining those vaccinations in order for the child to be allowed to enter school.

Obtaining these documents may require an additional visit to the practitioner.

The proposed regulation would also affect school districts and their employees, since

school districts are required to ensure that children attending school have the appropriate

vaccinations. Vaccination requirements are already in place, and schools already have

mechanisms in place to make these determinations. These proposed regulations do add a

dose of meningitis in the grade, or the school year in which the child turns 18, and

pertussis to the list of diseases for which a child must be vaccinated to be in school. With

respect to pertussis, however, the antigen is merely added to an existing vaccination

requirement, that of diphtheria and pertussis, so that rather than counting another vaccine,

schools would be required to account for a different version of the vaccine.

The savings in the prevention of an outbreak of a childhood illness in a school district

should outweigh the minimal cost in staff time.

d. General public

The general public should not see an increase in cost. The general public should see a

decrease in costs resulting from a reduction in medical treatment needed to treat the

disease. The general public may see a benefit in the reduction of vaccine preventable

diseases, such as measles, pertussis, chickenpox, mumps and meningitis. Since the

school environment is conducive to the contracting and transmission of diseases among

children and adults with no immunity, failure to immunize properly not only puts



children and adults at risk for contracting these debilitating diseases, it also places the

public at risk since these diseases are then easily spread by staff and children outside the

school setting and into the general public.

2. Paperwork Estimates

a. Commonwealth and the Regulated Community

The proposed change in the regulation would give schools additional time to report. The

Department would need to review and include those new reported numbers in its report to

the CDC. Schools are currently required to report immunization coverage status for their

students to the Department in order for the Department to satisfy CDC requirements

relating to reporting of immunizations. 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 this annual report

regarding the number of immunizations and follow up on provisional enrollment. School

nurses, who perform record keeping and reporting requirements in the schools, currently

maintain and report this information. They would have additional time to make reports,

since the reporting date has been extended by two months. The Department would

provide reporting forms to schools, as it currently does, and the reports would be sent to

the same Department office as the current reports. The Department has also included in

the proposed regulation that schools who cannot report electronically may still report on

paper, although it has proposed that these reports be due to the Department two weeks

earlier that the electronic reports, to allow for processing time.
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School administrators would also be required to review a medical certificate to allow

students to attend school, however, school administrators currently are required to review

an immunization plan, which contains similar information to the newly proposed medical

certificate, although the plan need not be signed by a health care practitioner. The

proposed regulations would require that the medical certificate be reviewed every 30

days in order to keep the child in school, and the current regulations allow for the child to

remain in school for 8 months, so that heightened scrutiny by the school administrator

would be required. A closer review of that documentation, however, would raise the

level of compliance with the vaccination requirements, and would, in turn, act to ensure

the presence of herd immunity to protect those who cannot be vaccinated, and the public

in general.

b. Local Government

There is no additional paperwork requirement for local government. (The Department

has included school districts, which may be considered to be local government, under the

heading of “Regulated Community.”)

c. General Public

There is no additional paperwork requirement for the general public.

E. STATUTORY AUTHORITY

The Department obtains its authority to promulgate regulations relating to immunizations

in schools from several sources. Generally, the Disease Prevention and Control Law of
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1955 (35 P.S. § 521.1 et çq.) (Act) provides the Advisory Health Board (Board) with the

authority to issue rules and regulations on a variety of matters relating to communicable

and non-communicable diseases, including what control measures are to be taken with

respect to which diseases, provisions for the enforcement of control measures,

requirements concerning immunization and vaccination of persons and animals, and

requirements for the prevention and control of disease in public and private schools. (35

P.S. § 521.16(a)). Section 16(b) of the Act (35 P.S. § 521.16(b)) gives the Secretary of

Health (Secretary) the authority to review existing regulations and make

recommendations to the Board for changes the Secretary considers to be desirable.

The Department also finds general authority for the promulgation of its regulations in the

Administrative Code of 1929 (71 P.S. § 51 et q.) Section 2102(g) of the Administrative

Code (71 P.S. § 532(g)) gives the Department this general authority. Section 2 111(b) of

the Administrative Code of 1949 (71 P.S. § 541(b)) provides the Board with additional

authority to promulgate regulations deemed by the Board to be necessary for the

prevention of disease, and for the protection of the lives and the health of the people of

the Commonwealth. That section further provides that the regulations of the Board shall

become the regulations of the Department.

The Department’s specific authority for promulgating regulations relating to school

immunizations is found in the Administrative Code and in the Public School Code of

1949 (24 P.S. § 1-101 etçq.) Section 2111(c.1) of the Administrative Code (71 P.S. §

541 (c. 1)) provides the Board with the authority to make and revise a list of
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communicable diseases against which children are required to be immunized as a

condition of attendance at any public, private, or parochial school, including

kindergarten. The section requires the Secretary to promulgate the list, along with any

rules and regulations necessary to insure the immunizations are timely, effective, and

properly verified.

Section 1303a of the Public School Code (24 P.S. § 13-1303a) provides that the Board

will make and review a list of diseases against which children must be immunized, as the

Secretary may direct, before being admitted to school for the first time. The section

provides that the school directors, superintendents, principals, or other persons in charge

of any public, private, parochial, or other school including kindergarten, must ascertain

whether the immunization has occurred, and certificates of immunization will be issued

in accordance with rules and regulations promulgated by the Secretary with the sanction

and advice of the Board.

F. EFFECTIVENESS/SUNSET DATES

The proposed amendments would become effective upon their publication in the

Pennsylvania Bulletin as final rulemaking. No sunset date has been established. The

Department will continually review and monitor the effectiveness of these regulations.

G. REGULATORY REVIEW

Under section 5(a) of the Regulatory Review Act, the act of June 30, 1989 (Pt. 73, No.

19) (71 P.S. § 745.1-745.15), the Department submitted a copy of these proposed
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regulations on March 29, 2016, to the Independent Regulatory Review Commission

(IRRC) and the Chairpersons of the House Health and Human Services Committee and

the Senate Public Health and Welfare Committee. In addition to submitting the proposed

regulations, the Department has provided IRRC and the Committees with a copy of a

detailed Regulatory Analysis Form. A copy of this material is available to the public

upon request.

Under section 5(g) of the Regulatory Review Act, IRRC may convey any comments,

recommendations or objections to the proposed regulations within 30 days of the close of

the public comment period. The comments, recommendations or objections shall specify

the regulatory review criteria that have not been met. The act specifies detailed

procedures for review, prior to final publication of the regulation, by the Department, the

General Assembly and the Governor of comments, recommendation or objections raised.

H. CONTACT PERSON

Interested persons are invited to submit written comments, suggestions or objections

regarding the proposed regulation to Cindy Findley, Director, Division of Immunization,

Department of Health, P.O. Box 90, Harrisburg, PA 17108, (717)787-5681, within 30

days after publication of this notice in the Pennsylvania Bulletin. Persons with a

disability who wish to submit comments, suggestions, or objections regarding the

proposed regulation may do so by using the above number or address. Speech andlor

hearing impaired persons may use V/TT (717) 783-6514 or the Pennsylvania AT&T
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Relay Service at (800-654-5984[TT]). Persons who require an alternative format of this

document may contact Ms. Findley so that necessary arrangements may be made.
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ANNEX A

TITLE 28. HEALTH AND SAFETY

PART III. PREVENTION OF DISEASES

CHAPTER 23. SCHOOL HEALTH

Subchapter C. IMMUNIZATION

***

Section 23.82. Definitions.

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

***

CertfIcate of immunization. -- The official form furnished by the Department. The

certificate is filled out by the parent or health care provider and signed by the health care

provider, public health official or school nurse or a designee. The certificate is given to the

school as proof of full immunization. The school maintains the certificate as the official school

immunization record or stores the details of the record in a computer data base.

***

Full immunization. — The completion of the requisite number of dosages of the specific

antigens at recommended time and age intervals set out in 23.83 (relating to immunization

requirements).
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Medical certificate. — The official form furnished by the Department setting out the

immunization plan for a student who is not fully immunized, filled out and signed by a health

care provider, or by a public health official when the immunization is provided by the

Department or a local health department, and given to a school as proof that the student is

scheduled to complete the required immunizations.

***

Section 23.83. Immunization Requirements.

***

(b) Requiredfor attendance. The following immunizations are required as a condition

of attendance at school in this Commonwealth.

(1) [Diphtheria. Four or more properly:spaced doses of diphtheria

toxoid, which may be administered as a single antigen vaccine form.

The fourth dose shall be administered on or after the 4th birthday.

(2) Tetanus. Four or more properly-spaced doses of tetanus toxoid, which

may be administered as a single antigen vaccine or in a combination

form. The fourth dose shall be administered on or after the 4tb

birthday.] Diphtheria, tetanus and pertussis. Four or more properly

spaced doses administered in a combination form (diphtheria, tetanus



and acellular pertussis (DTaP or diphtheria, tetanus and pertussis

(DTP)). If a child has a contraindication to pertussis, the child should

receive diphtheria and tetanus vaccine (DT) to complete the

vaccination series . The fourth dose shall be administered on or after

the fourth birthday.

[(3)] Poliomyelitis. [Three or more] Four properly spaced doses of either oral

polio vaccine or enhanced activated polio vaccine, which may be

administered as a single antigen vaccine, or in a combination form. [If a

child received any doses of inactivated poiio vaccine administered

prior to 1988, a fourth dose of inactivated polio vaccine is required]

The fourth dose shall be administered on or after the fourth birthday

and at least six months after the previous dose.

[(4) Measles (rubeola). Two properly-spaced doses of live attenuated

measles vaccine, the first dose administered at 12 months of age or

older, or a history of measles immunity proved by laboratory testing

by a laboratory with the appropriate certification. Each dose of

measles vaccine may be administered as a single antigen vaccine or in

a combination form.
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(5) German measles (rubella). One dose of live attenuated rubella

vaccine, administered at 12 months of age or older or a history of

rubella immunity proved by laboratory testing by a laboratory with

the appropriate certification. Rubella vaccine may be administered as

a single antigen vaccine or in a combination form.

(6) Mumps. Two properly-spaced doses of live attenuated mumps

vaccine, administered at 12 months of age or older or a physician

diagnosis of mumps disease indicated by a written record signed by

the physician or the physician’s designee. Mumps vaccine may be

administered as a single antigen vaccine or in a combination form.]

Measles frubeola), mumps, and rubella (German measles). One of the

following:

jj Multiple antigens. Two properly-spaced doses of live attenuated

measles, mumps, rubella combination vaccine, the first dose

administered at 12 months of age or older.

Jjj Single antigens. In the event the antigens were given separately,
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and not in a combination vaccine, the dosage is as follows: Two

properly-spaced doses of live attenuated measles vaccine, the first

dose administered at 12 months of age or older. One dose of live

attenuated rubella vaccine, administered at 12 months of age or

older. Two properly-spaced doses of live attenuated mumps

vaccine, administered at 12 months of age or older.

(iii) Evidence of immunitV. Evidence of immunity may be shown by a

history of measles and rubella immunity proved by laboratory

testing by a laboratory with the appropriate certification and a

written statement of a history of mumps disease from a physician,

nurse practitioner or physician’s assistant.

[(7)j4 Hepatitis B. Three properly-spaced doses of hepatitis B vaccine, unless a

child receives a vaccine as approved by the Food and Drug Administration

for a two-dose regimen, or a history of hepatitis B immunity proved by

laboratory testing. Hepatitis B vaccine may be administered as single

antigen vaccine or in a combination form.

[(8)] [Chickenpox (varicella)] Varicella ‘€‘hkken pox?. One of the following:
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(i) Varicella vaccine: Two properly-spaced doses of varicella vaccine,

the first dose administered at 12 months of age or older. Varicella

vaccine may be administered as a single antigen vaccine or in a

combination form.

jj) Evidence of immunity. -- Evidence of immunity may be shown by

one of the following:

(A) Laboratory evidence of immunity or laboratory

confirmation of disease.

(B) A written statement of a history of chickenpox disease from

a [parent, guardian or] physician, nurse practitioner or

physician’s assistant.

(c) Special requirements for Tetanus and diphtheria toxoid and acellular pertussis

vaccine and meningococcal vaccine.

Requiredfor entry into 7th grade. In addition to the immunizations listed

in subsection (b), the follow..ing immunizations are required at any public,

private, parochial or nonpublic school in this Commonwealth, including

vocational schools, intermediate unit, special education and home

education programs, and cyber and charter schools as a condition of entry
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for students entering the 7t1L grade; or, in an ungraded class, for students in

the school year that the student is 12 years of age:

[(1)1ü_Tetanus and diphtheria toxoid and acellular pertussis vaccine

[(IdaP)] (Tdap). [One dose if at least five years have elapsed

since the last dose of a vaccine containing tetanus and

diphtheria as required in subsection (b).] One dose of [TdaP

may be administered as a single antigen vaccine on Tdap in a

combination form.

[(2)]fjMeningococcal Conjugate Vaccine (MCJ”9. One dose of

Meningococcal Conjugate Vaccine. [MCV may be administered

as a single antigen vaccine or in a combination form.]

***

) Required for entrV into 12th srrade. In addition to the immunizations

listed in subsections (b) and (c), one dose of Meningococcal Conjugate

Vaccine (MCV) is required for entry into 12th grade at any public,

private, parochial or nonpublic school in this Commonwealth,

including vocational schools, intermediate unit, special education and

home education programs, and cyber and chanter schools, or, in an

ungraded class, for students in the school year that the student is 18

years of age, if the child has not received a previous dose on or after
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the child’s 16th birthday.

***

23.85. Responsibilities of schools and school administrators.

(e) Provisional admittance to school.

(I) Multiple dose vaccine series. If a child has not received all of the antigens

for a multiple dose vaccine series described in § 23.83, the child may not be

admitted to school, unless [be provisionally admitted to school oniy if

evidence of the administration of at least one dose of each antigen described

in § 23.83 for multiple dose vaccine series is given to the school administrator

or the administrator’s designee and the parent or guardian’s plan for

completion of the required immunizations is made part of the child’s health

record.jthe child has at least one dose of each multiple dose vaccine series

required by 23.83, and one of the following occurs:

The child receives the final dose of each multiple dose vaccine

series required by 23.83 within five school days of the child’s

first day of attendance, and the child’s parent or guardian

provides a certificate of immunization on or before the fifth

school day.

fl If the child needs additional doses of a multiple dose vaccine
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series in order to meet the requirements of 23.83, the child

receives the next scheduled dose during the five school days

referenced in paragraph (i), and the child’s parent or guardian

provides a medical certificate scheduling the additional

required doses on or before the fifth school day.

jjjj If the child needs additional doses of a multiple dose vaccine

series in order to meet the requirements of 23.83, but the

next dose is not medically appropriate during the five school

days referenced in paragraph (1), the child’s parent or

guardian provides a medical certificate scheduling those

additional doses on or before the fifth school day.

(2) Single dose vaccines. If a child has not received a vaccine for which only

a single dose is required, [the child may be provisionally admitted to school if

the parent or guardian’s plan for obtaining the required immunization is

made a part of the child’s health recordi, the child may not be admitted to

school.

(3) Completion ofrequired immunizations. The [plan for completion of the
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required immunizations] medical certificate shall be reviewed at least every

[60130 days by the school administrator or the school administrator’s designee.

Subsequent immunizations shall be entered on the certificate of immunization or

entered in the school’s computer database. Immunization requirements described

in § 23.83 shall be completed [within 8 months of the date of provisional

admission to school. If the requirements are not met, the school

administrator may not admit the child to school or permit continued

attendance after that 8 month provisional periodi in accordance with the

requirements of the medical certificate. If, upon review, the requirements

of the medical certificate are not met, the school administrator may exclude

the child from school.

L4.) A school shall maintain the medical certificate until the official school

immunization record is completed.

(f A school shall maintain on file a certificate of immunization for a child enrolled. *

* *

g) The provisions of this section shall not apply to a child if either of the

following occur:

fl The child has not been immunized or is unable to provide
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immunization records due to being homeless. A school shall comply

with any and all federal laws pertaining to the educational rights of

homeless children, including the McKinney-Vento Homeless

Education Assistance Improvements Act of 2001, 42 U.S.C. 11431 et

f) The child, when moving or transferring into a school within the

Commonwealth, is unable to provide immunization records

immediately upon enrollment into the school. The child’s parent or

guardian shall have 30 days to provide immunization records to the

school to show proof of immunization as set out in 23.83 (relating to

immunization requirements), or to satisfy the requirements for an

exemption as set forth in 23.84 (relating to exemption from

immunization).

The Secretary may issue a temporary waiver of the immunization

requirements referenced in 23.83 (relating to immunization requirements)

under either of the following circumstances:

Lfl The federal Centers for Disease Control and Prevention of the

Department of Health and Human Services recognizes a nation-wide

shortage of supply for a particular vaccine;
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In the event of a disaster impacting the ability of children transferring

into a school to provide immunization records.

The details of the waiver shall be set out in a notice published in the

Pennsylvania Bulletin.

§23.86. School reporting.

(a) A public, private, parochial or nonpublic school in this Commonwealth, including

vocational schools, intermediate units, special education and home education programs and cyber

and charter schools, shall report immunization data to the Department electronically by

[October l5jDecember 31 of each year, using [formsj a format and system provided by the

Department.

(b) In the event a public, private, parochial or nonpublic school cannot complete

its report electronically, it shall report to the Department by December 15 of each year,

using a form provided by the Department.

The school administrator or the administrator’s designee shall forward the reports

to the Department as indicated on the reporting form provided by the Department.

[(c)j Duplicate reports shall be submitted to the county health department if the school

is located in a cowity with a full-time health administrator.

[(d)1The school administrator or the administrator’s designee shall ensure that the

12



school’s identification information, including the name of the school, school district, county and

school address, is correct, and shall make any necessary corrections, prior to submitting the

report.

[(e)]fflContent of the reports shall include the following information:

***

(7) The number of students in [any] kindergarten, 7th grade [level], or in an

un-graded school, age 12 only, who were denied admission because of

the student’s inability to [qualify for provisional admission or, in an un

graded school, in any age group]provide documentation of the

required vaccine doses.

***

13
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COMMONWEALTH OF PENNSYLVANIA
DEPARTMENT OF HEALTH

March 29, 2016

Mr. David Sumner
Executive Director
Independent Regulatory Review Commission
14th Floor, 333 Market Street
Harrisburg, PA 17101

Re: Department of Health — Proposed Regulations No. 10-197
School Immunization Regulations

Dear Mr. Sumner:

Enclosed are proposed regulations for review by the Commission in accordance with the
Regulatory Review Act (71 P.S. § 745.1-745.15). The proposed regulations would ensure that
children attending school in the Commonwealth are adequately protected against potential
outbreaks of vaccine preventable diseases. The revisions reduce the provisional period that
currently allows a child to be provisionally admitted to school for an up to 8 month period, even
though the child does not have all the required immunizations for admittance or continued
attendance. The proposed rulemaking would also make revisions to acknowledge that certain
types of vaccine are no longer available in the United States, and to add a requirement to
immunize against pertussis, the incidence of which has gradually been increasing in the United
States since the 1 980s. The Department is also proposing to add a second dose of
meningococcal vaccine before entry to 1 2th grade.

Section 5(g) of the Regulatory Review Act, 71 P.S. § 745.5(g), provides that the
Commission may, within 30 days after the close of the public comment period, convey to the
proposing agency and the Standing Committees any comments, recommendations and objections

to the proposed regulations. The Department expects the regulations to be published on April 9,
2016. 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 Commission 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.

The Department will provide the Commission within 5 business days of receipt, a copy of

any comment received pertaining to the proposed regulations. The Department will also provide

KAREN M MURPHY PHD, RN / SECRETARY
625 Forster Street 8th Floor West Health & Welfare Building Harrisburg, PA 17120 I 717.787.6436 Fax 717.787.0191 www.health.state.pa.us



the Commission with any assistance it requires to facilitate a thorough review of the proposed
regulations.

If you have any questions, please contact Neil Malady, Director of the Office of
Legislative Affairs, at (717) 787-6436.

Sincerely,

Karen M. Murphy, D.\ R.N.
Secretary of Health

Enclosures
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X Proposed Regulation

Final Regulation C

Final Regulation with Notice of Proposed Rulemaking Omitted C

=
120-day Emergency Certification of the Attorney General

120-day Emergency Certification of the Governor

Delivery of Tolled Regulation
a. With Revisions b. Without Revisions

FILING OF REGULATION

DATE SIGNATURE DESIGNATION

( I HOUSE COMMI7TEE ON HEALTH
I I H1

i’iji, j )jJ’ MAJORITY CHAIR Cv .

MINORITY CHAIR U-c’1O

SENATE COMMITTEE ON PUBLIC HEALTH & WELFARE

3Iö MAJORITY CHAIR +}

•
——

-
MINORITY CHAIR 1.

3M) I INDEPENDENT REG ULA TORY REVIEW COMMISSION

__AENtrFtn6mitte-en1)

?( LEGISLATIVE REFERENCE B UREA U (for Proposed only)

March 16, 2016


