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BACKGROUND

Overview

Today’s hearing addresses an array of issues regarding the development of new laws and policies on childhood immunizations.  These issues were initially raised last year with the introduction of several bills related to the prevention of disease through the use of vaccines.  Primarily, the Senate Health and Human Services Committee's concerns relate to potential unintended consequences of mandating additional vaccines as school entry requirements, including: 

· Devoting limited resources which may be more valuable in other areas of public health;

· Potentially contributing to parents’ fears and skepticism about vaccines;

· Unnecessarily vaccinating children who already have immunity;

· Unnecessarily requiring mandates when voluntary use, and standards of practice, are adequate; and

· Safety concerns about administering vaccinations to children.

Legislation

Last year, the Committee heard two bills that sought to add new immunizations to those that the state mandates for admittance to schools and day care centers:

1. AB 182 (Vargas) on hepatitis A; and

2. AB 1354 (Pescetti) on pneumococcal infection.

The Committee failed to pass both bills, and instead committed to having this informational hearing on policymaking on vaccines, particularly the use of school mandates.  The bills were granted reconsideration and the Committee should expect to vote on AB 182 again this spring; Assemblymember Pescetti has indicated to the Committee that he does not intend to pursue AB 1354.

Two additional bills sought to prevent the spread of meningococcal meningitis in teens and young adults, perhaps introduced in response to several recent and some fatal cases of the disease in the Sacramento region:

1. SB 212 (Oller) initially required students (in grades 1 – 12) to be vaccinated against meningitis; the final version however, which the Governor signed, requires the California Department of Health Services (DHS) to develop a statewide strategic plan, by June 30, 2002, to prevent the spread of the disease; and

2. AB 1452 (Cox), also signed by the Governor, requires colleges and universities to provide incoming freshmen with information about both the disease and the vaccine.

Concerns of the Committee

In response to the bills described above, the Committee had numerous concerns and questions, resulting in this informational hearing.  While some of the issues were specific to each individual bill, many were relevant to all of the bills and any future bills proposing new vaccine requirements.  The following are examples of the types of concerns and questions the Committee has:

School mandates vs. standard of practice:

Major medical and public health institutions make recommendations about medical standards of practice, including whether children should be routinely vaccinated against particular diseases, and at what ages.  School mandates have been described as a public policy tool which helps the state reach universal vaccination of children against these same diseases.  Should the Legislature always mandate vaccinations against diseases for which leading institutions have recommended that children be routinely immunized?  If so, should California explore some type of automatic trigger for such mandates, rather than requiring new legislation for each one?  If the Legislature should consider additional issues when mandating vaccines, what are those issues?

Are too many vaccines harmful?

Given the growing public concern about vaccine safety, partly in response to the increasing number of childhood vaccines required for school entrance, the Committee would like to gain a better understanding of the scientific basis for the assertion that too many vaccines could be harmful to children.  Furthermore, regardless of the reality of safety concerns, perhaps the Legislature should concern itself with the possibility that more vaccine mandates may lead to decreasing public confidence in immunizations in general, which over time could have devastating public health consequences.

Dropping rates of hepatitis A:

Concerns about safety suggest that vaccines should only be mandated when they clearly prevent significant amounts of morbidity and mortality from any given disease, i.e., when the benefits clearly outweigh the costs.  The federal Centers for Disease Control and Prevention’s (CDC) Advisory Committee on Immunization Practices recommends the routine vaccination of children against hepatitis A in states that had a hepatitis A rate at least twice (20/100,000) the national average (10/100,000) over an 11-year time period ending in 1997.  Of those 11 states, California had the lowest rate at 20/100,000, and the rate has consistently fallen since then.  In fact, California’s rate in 2001 (5/100,000) was lower than ever before.  Those who support mandating this vaccine argue that this simply reflects the cyclical nature of the disease.

Immunizing children to protect adults:

In addition to dropping rates of the disease, hepatitis A is a very mild disease in children, often asymptomatic, and provides lifelong immunity.  However, often young children infected with hepatitis A pass the disease on to parents or other adults in their lives, for whom the disease is considerably more serious.  The CDC states that the disease is significantly debilitating in adults and leads to, on average, the loss of one month of work.  Between 11% and 22% of persons who have hepatitis A are hospitalized.  Each year in the United States, an estimated 100 people die as a result of acute liver failure due to hepatitis A.   Finally, the health of an individual with hepatitis C will be greatly compromised by previously having been infected with hepatitis A.  Does our ability to protect adults by immunizing children justify another school mandate?

Additional questions and concerns of the Committee have been outlined in the hearing agenda.

Federal/National Recommendations

The federal Centers for Disease Control and Prevention’s Advisory Committee on Immunization Practices (ACIP) reviews the recommended childhood immunization schedule, and seeks to ensure that the schedule remains current with changes in manufacturers’ vaccine formulations, revisions in recommendations for the use of licensed vaccines, and recommendations for newly licensed vaccines.  The American Academy of Pediatrics (AAP) and the American Academy of Family Physicians (AAFP) also issue recommendations on the use of vaccines for children.  All three of these organizations make recommendations on medical standards of practice, not on public policy.  Hence, while they may recommend the routine vaccination of children on a statewide basis against a particular disease, they do not typically take a position on mandating the vaccination as a school entrance requirement.  The child immunization schedule, reflecting the current standard of medical practice, has been attached to this document.

Current state law

Generally, California’s laws on school mandates have followed from the recommendation to routinely immunize children issued by the ACIP, AAP and AAFP, based on the fact that requiring documentation of vaccination for admission to schools and day care centers ensures that a higher proportion of children will be immunized.

Health and Safety Code Section 120325:  states the Legislature’s intent to provide the means for the eventual achievement of total immunization of appropriate age groups against the following childhood diseases:  diptheria, hepatitis B, haemophilus influenzae type b, measles, mumps, pertussis, poliomyelitis, rubella, tetanus, and varicella (as long as funds are appropriated in the annual Budget Act).

Health and Safety Code Section 120335:  states that the governing body of an elementary or secondary school, child care center, day nursery, nursery school, family day care home, or development center may not “unconditionally admit” any pupil unless, prior to his or her first admission, he or she has been fully immunized (against all of the diseases listed above).  This section further states that a pupil who has not been fully immunized against one or more of the diseases required for admission may be admitted on the condition that, with time periods designated through regulation, the pupil presents evidence that he or she has been fully immunized against all of the listed diseases.  The governing body is required to prohibit the further attendance of any pupil admitted conditionally who fails to obtain the required immunizations within the time limits allowed, unless the child is exempted, and until the pupil is fully immunized.

DHS authority:  In addition to the ten diseases currently listed in the law, both of these code sections allow DHS to add any other disease it deems appropriate to these lists, taking into consideration the recommendations of the ACIP and AAP.

Parental exemptions:  Current law exempts a parent from the requirement to immunize his or her child, if the parent files a letter of affidavit stating that the immunization is contrary to his or her beliefs.  However, the child may be temporarily excluded from school if the local health officer has good cause to believe the child has been exposed to communicable diseases for which immunizations are required.  An exemption also applies if the parent files a written statement by a licensed physician outlining the physical condition or medical circumstances that would make immunization unsafe.  Anecdotally, parents have expressed to the Committee that their experience seeking exemptions for their children has proven frustrating and reveals many schools to be both ignorant about, and intolerant of, parents seeking to exercise this right.
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Recommended Childhood Immunization Schedule

United States, January – December 2001

Age►

Vaccine▼
Birth
1 mo
2 mos
4 mos
6 mos
12 mos
15 mos
18 mos
24 mos
4-6 yrs
11-12 yrs
14-18 yrs

Hepatitis B
Hep B #1












Hep B #2
Hep B #3


Hep B2


Diphtheria, Tetanus, Pertussis


DTaP
DTaP
DTaP

DtaP3

DTaP
Td

H. Influenzae 

type b


Hib
Hib
Hib
Hib






Inactivated Polio


IPV
IPV
IPV5

IPV5



Pneumococcal Conjugate


PCV
PCV
PCV
PCV






Measles, Mumps, Rubella





MMR


MMR7
MMR7


Varicella





Var


Var8


Hepatitis A








Hep A-in selected areas9

Approved by the Advisory committee on Immunization Practices (ACIP), the American Academy of Pediatrics (AAP), and the American Academy of Family Physicians (AAFP)

1. This schedule indicates the recommended ages for routine administration of currently licensed childhood vaccines, as of 11/1/00, for children through 18 years of age. Additional vaccines may be licensed and recommended during the year. Licensed combination vaccines may be used whenever any components of the combination are indicated and its other components are not contraindicated. Providers should consult the manufacturers’ package inserts for detailed recommendations. 


4. Three Haemophilus influenzae type b (Hib) conjugate vaccines are licensed for infant use. If PRP-OMP (PedvaxHIB® or ComVax® [Merck]) is administered at 2 and 4 months of age, a dose at 6 months is not required. Because clinical studies in infants have demonstrated that using some combination products may induce a lower immune response to the Hib vaccine component, DTaP/Hib combination products should not be used for primary immunization in infants at 2, 4 or 6 months of age, unless FDA-approved for these ages. 



2. Infants born to HBsAg-negative mothers should receive the 1st dose of hepatitis B (Hep B) vaccine by age 2 months. The 2nd dose should be at least one month after the 1st dose. The 3rd dose should be administered at least 4 months after the 1st dose and at least 2 months after the 2nd dose, but not before 6 months of age for infants. 

Infants born to HBsAg-positive mothers should receive hepatitis B vaccine and 0.5 mL hepatitis B immune globulin (HBIG) within 12 hours of birth at separate sites. The 2nd dose is recommended at 1-2 months of age and the 3rd dose at 6 months of age. 

Infants born to mothers whose HBsAg status is unknown should receive hepatitis B vaccine within 12 hours of birth. Maternal blood should be drawn at the time of delivery to determine the mother’s HBsAg status; if the HBsAg test is positive, the infant should receive HBIG as soon as possible (no later than 1 week of age). 

All children and adolescents who have not been immunized against hepatitis B should begin the series during any visit. Special efforts should be made to immunize children who were born in or whose parents were born in areas of the world with moderate or high endemicity of hepatitis B virus infection. 
5. An all-IPV schedule is recommended for routine childhood polio vaccination in the United States. All children should receive four doses of IPV at 2 months, 4 months, 6-18 months, and 4-6 years of age. Oral polio vaccine (OPV) should be used only in selected circumstances. (See MMWR Morb Mortal Wkly Rep May 19, 2000/49(RR-5);1-22). 

6. The heptavalent conjugate pneumococcal vaccine (PCV) is recommended for all children 2-23 months of age. It also is recommended for certain children 24-59 months of age. (See MMWR Morb Mortal Wkly Rep Oct. 6, 2000/49(RR-9);1-35). 

7. The 2nd dose of measles, mumps, and rubella (MMR) vaccine is recommended routinely at 4-6 years of age but may be administered during any visit, provided at least 4 weeks have elapsed since receipt of the 1st dose and that both doses are administered beginning at or after 12 months of age. Those who have not previously received the second dose should complete the schedule by the 11-12 year old visit. 

8. Varicella (Var) vaccine is recommended at any visit on or after the first birthday for susceptible children, i.e. those who lack a reliable history of chickenpox (as judged by a health care provider) and who have not been immunized. Susceptible persons 13 years of age or older should receive 2 doses, given at least 4 weeks apart. 



3. The 4th dose of DTaP (diphtheria and tetanus toxoids and acellular pertussis vaccine) may be administered as early as 12 months of age, provided 6 months have elapsed since the 3rd dose and the child is unlikely to return at age 15-18 months. Td (tetanus and diphtheria toxoids) is recommended at 11-12 years of age if at least 5 years have elapsed since the last dose of DTP, DTaP or DT. Subsequent routine Td boosters are recommended every 10 years. 

9. Hepatitis A (Hep A) is shaded to indicate its recommended use in selected states and/or regions, and for certain high risk groups; consult your local public health authority. (See MMWR Morb Mortal Wkly Rep Oct. 1, 1999/48(RR-12); 1-37).
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