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I. INTRODUCTION

Ask new parents-to-be whether they hope their baby is a boy or a girl, 
and most will say, “We don’t have a preference; we just want the baby to be 
healthy.”  Parents whose babies are born healthy undoubtedly feel as if their 
sole wish was granted.  Eager to ensure the baby’s continued health, many 
parents will allow doctors to inject their new baby with vaccines within 
hours of birth.1  By four months old, a baby is likely to have received as 

 *  J.D., 2010, Phoenix School of Law; B.A. (Education), 2005, Arizona State University, 
summa cum laude. Vice Editor in Chief, PHOENIX LAW REVIEW, Vol. III.  I am also the proud 
mother of two sons.  I began research on vaccine safety in 2001 while pregnant with my 
oldest child.  I would like to thank my sons Keelan and Aiden; husband Jason; parents Kathy 
and Robert Coffeen; and sisters Sarah Coffeen and Jennifer Johnson, all of whom have sup-
ported and augmented my pursuit of knowledge.  I also appreciate the feedback and advice I 
received during my research and writing of this article, for which I humbly thank Professor 
Jennifer Spreng, Nancy Coffeen, Barbara Ogden, Jeff Johnson, Lisa Huber, Susan Fuchs, 
Javier Leija, James Plitz, and Gabriel Hassen.  My adorable niece Emily Coffeen continues 
to inspire me to research the safety of vaccines.

1
 The CDC recommends that doctors give the hepatitis B vaccine to babies within the first 

twelve hours after birth.  CTRS. FOR DISEASE CONTROL & PREV., DEP’T OF HEALTH & HUMAN 

SERVS., RECOMMENDED IMMUNIZATION SCHEDULE FOR PERSONS AGED 0 THROUGH 6 YEARS–
UNITED STATES (2009), http://www.cdc.gov/vaccines/recs/schedules/downloads/child/2009/ 
09_0-6yrs_schedule_bw.pdf [hereinafter IMMUNIZATION SCHEDULE]. 

  This article will use the indicated abbreviations for the following vaccines: 
All combination diphtheria, tetanus toxoids, and pertussis, including 
acellular pertussis (“DTP”) 
Hepatitis A (“HepA”) 
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many as twelve vaccinations.2  A one-year-old child is likely to have re-
ceived as many as twenty vaccinations.3  By age two, the number of vacci-
nations is twenty-five.4  By the time a child starts kindergarten, the child is 
likely to have received thirty-two vaccinations.5  Because vaccinations are 
mandated by governments, required by most pediatricians–strongly encour-
aged by pediatricians who do not require them–and believed by society and 
parents to ensure continued health, as many as ninety-three percent of child-
ren receive vaccinations each year.6

Hepatitis B (“HepB”) 
Haemophilus influenzae type b conjugate (“Hib”) 
Human papillomavirus quadrivalent (“HPV”) 
Inactivated Poliovirus (“IPV”) 
Meningococcal (“MCV”) 
Measles, Mumps, and Rubella (“MMR”) 
Oral attenuated Poliovirus (“OPV”) 
Pneumococcal conjugate (“PVC”) 
Rotavirus (“RV”) 
Adult Tetanus toxoid and diphtheria toxoid combination (“Td”) 

2 This number assumes the child received the following immunizations per the CDC’s 
recommendations:  HepB at birth and one month; RV at two months and four months; DTP 
at two months and four months; Hib at two months and four months; PCV at two months and 
four months; and IPV at two months and four months.  Id.

3 This number assumes the child received the following immunizations per the CDC’s 
recommendations:  HepB at birth, one month, and six months; RV at two months and four 
months; DTP at two months, four months, six months, and twelve months; Hib at two 
months, four months, and twelve months; PCV at two months, four months, six months, and 
one year; IPV at two months, four months, and six months; and influenza at six months.  Id.

4 This number assumes the child received the following immunizations per the CDC’s 
recommendations:  HepB at birth, one month, and six months; RV at two months and four 
months; DTP at two months, four months, six months, and twelve months; Hib at two 
months, four months, and twelve months; PCV at two months, four months, six months, and 
one year; IPV at two months, four months, and six months; influenza at six months and eigh-
teen months; MMR at fifteen months; varicella at fifteen months; and HepA at eighteen 
months and twenty-four months.  Id.

5 This number assumes the child received the following immunizations per the CDC’s 
recommendations:  HepB at birth, one month, and six months; RV at two months and four 
months; DTP at two months, four months, six months, twelve months, and four years; Hib at 
two months, four months, and twelve months; PCV at two months, four months, six months, 
and one year; IPV at two months, four months, six months, and four years; influenza at six 
months, eighteen months, thirty months, forty-two months, and fifty-four months; MMR at 
fifteen months and four years; varicella at fifteen months and four years; and HepA at eigh-
teen months and twenty-four months.  Id.

6 In the United States from July 2007–June 2008, an estimated 93% (±0.7) of children 
born between July 2004 and January 2007 received three or more doses of any poliovirus 
vaccine and three or more doses of HepB.  The percentage of children receiving other vac-
cines was as follows: 84.6% (±1.0) received four or more doses of any DTP vaccines; 92.4% 
(±0.7) received one or more doses of MMR vaccine; 92.0% (±0.8) received three or more 
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Tragically, for some otherwise healthy children, vaccines that are meant 
to prevent illnesses sometimes cause injury.7  Families living in the after-
math of vaccine-related injury may find latent vaccine-law information so-
bering.  From the hidden provisions of the United States Code proscribing 
redress for vaccine-related injuries to the nearly incestuous relationship be-
tween pharmaceutical companies and federal government committee mem-
bers, children’s health may be at risk and their parents’ rights violated.  Be-
cause of these problems, laws mandating vaccinations are unconstitutional 
and must be reformed. 

II. LIBERTY INTEREST IN REFUSING COMPULSORY VACCINATION

A. Substantive Due Process Framework 

According to the Fourteenth Amendment, “[n]o State shall make or en-
force any law which shall deprive any person of life, liberty, or property, 
without due process of law.”8  The United States Supreme Court has, over 
time, held many of the Bill of Rights’ guarantees and other unenumerated 
liberty interests applicable to the states as fundamental rights via the Four-
teenth Amendment.9  Unenumerated fundamental rights include the rights to 
marry, to have children, to direct the education and upbringing of one’s 

doses of Hib; 89.9% (±0.8) received one or more doses of varicella at or after child’s first 
birthday, unadjusted for history of varicella illness; 91.4% (±0.8) received three or more 
doses of PCV; 77.4% (±1.2) received four or more doses of PCV; 82.7% (±1.0) received four 
or more doses of DTP, three or more doses of IPV, and one or more doses of any MMR; 
81.3% (±1.0) received four or more doses of DTP, three or more doses of IPV, one or more 
doses of any MMR, and three or more doses of Hib; 79.8% (±1.1) received four or more 
doses of DTP, three or more doses of IPV, one or more doses of any MMR, three or more 
doses of Hib, and three or more doses of HepB; 77.2% (±1.1) received four or more doses of 
DTP, three or more doses of IPV, one or more doses of any MMR, three or more doses of 
Hib, three or more doses of HepB, and one or more doses of varicella vaccine; and 68.1% 
(±1.3) received four or more doses of DTP, three or more doses of IPV, one or more doses of 
any MMR, three or more doses of Hib, three or more doses of HepB, one or more doses of 
varicella vaccine, and four or more doses of PCV.  NAT’L IMMUNIZATION SURV., CTRS. FOR 

DISEASE CONTROL & PREV., ESTIMATED VACCINATION COVERAGE WITH INDIVIDUAL 

VACCINES AND SELECTED VACCINATION SERIES AMONG CHILDREN 19-35 MONTHS OF AGE BY 

STATE US, Q3/2007–Q2/2008, http://www2a.cdc.gov/nip/coverage/nis/nis_iap.asp? 
fmt=v&rpt=tab03_antigen_state&qtr=Q3/2007-Q2/2008 (last visited Mar. 14, 2009). 

7 See, e.g., Andreu v. Sec., Dep’t of Health & Human Servs., 569 F.3d 1367, 1382 (Fed. 
Cir. 2009) (evidence sufficiently established that DTP vaccination caused child’s seizure 
disorder to recover under Vaccine Act). 

8 U.S. CONST. amend. XIV, § 1. 
9 See JOHN E. NOWAK & RONALD D. ROTUNDA, CONSTITUTIONAL LAW §§ 11.6, 11.7 (7th 

ed. 2000) (discussing the incorporation of the Bill of Rights as well as unenumerated rights). 
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children, to marital privacy, to use contraception, to reproductive decision-
making, and to bodily integrity.10  The Supreme Court has also stated, “[w]e 
have also assumed, and strongly suggested, that the Due Process Clause 
protects the traditional right to refuse unwanted lifesaving medical treat-
ment.”11  This “tradition” stems from the common law’s long history of 
protecting the right to bodily integrity:  “No right is held more sacred or is 
more carefully guarded, by the common law, than the right of every indi-
vidual to the possession and control of his own person, free from all re-
straint of others, unless by clear and unquestioned authority of all.”12

In Washington v. Glucksberg, the Supreme Court refined the framework 
for recognizing other fundamental individual rights.13  First, the Due 
Process Clause “specially protects those fundamental rights and liberties 
which are, objectively, ‘deeply rooted in this Nation’s history and tradition’ 
and ‘implicit in the concept of ordered liberty’ such that ‘neither liberty nor 
justice would exist if they were sacrificed.’”14  Second, the Court required a 
“careful description” of the asserted fundamental liberty interest.15  Thus, 
courts evaluate the importance of an asserted right based on the nation’s 
history, legal traditions, and practices after narrowly defining the interest.16

To show that parents have a fundamental constitutional right to refuse 
state-mandated vaccinations on behalf of their children requires that the 
right be either deeply rooted in American history or tradition or be essential 
to ordered liberty.  This article will argue this right is deeply rooted as an 
inevitable extension of two other well-recognized rights:  the right to bodily 
integrity, which has led to recognizing the right to refuse lifesaving medical 
treatment, and the right of parents to make decisions on behalf of their 
children.  Accordingly, a reasonable analogy exists:  if there is a “tradition-
al” right to refuse unwanted lifesaving medical treatment, there must be a 

10 Marriage:  Loving v. Virginia, 388 U.S. 1 (1967); Procreation:  Skinner v. Oklahoma ex
rel. Williamson, 316 U.S. 535 (1942); Education of children:  Pierce v. Society of Sisters, 
268 U.S. 510 (1925); Meyer v. Nebraska, 262 U.S. 390 (1923); Marital privacy:  Griswold v. 
Connecticut, 381 U.S. 479 (1965); Contraception:  Eisenstadt v. Baird, 405 U.S. 438 (1972); 
Griswold v. Connecticut, 381 U.S. 479 (1965); Bodily integrity:  Rochin v. California, 342 
U.S. 165 (1952); Abortion:  Planned Parenthood of Southeastern Pennsylvania v. Casey, 505 
U.S. 833 (1992). 

11 Washington v. Glucksberg, 521 U.S. 702, 720 (1997) (referring to Cruzan v. Dir., Mo. 
Dept. of Health, 497 U.S. 261, 277-79 (1990)) (emphasis added). 

12 Union Pac. Ry. Co. v. Botsford, 141 U.S. 250, 251 (1891). 
13 Glucksberg, 521 U.S. at 720-21. 
14 Id. at 703, 721 (quoting Moore v. East Cleveland, 431 U.S. 494, 503 (1973) and Palko 

v. Connecticut, 302 U.S. 319, 325, 326 (1937)). 
15 Id. at 721. 
16 Id.
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strong liberty interest or even a fundamental right to refuse unwanted vac-
cines that are intended to act as preventative medical treatments that will 
save lives.  Courts have recognized that the right of parents to make deci-
sions on behalf of their children includes decisions about medical care and 
sometimes permits parents to refuse even life-saving care on behalf of their 
children.17  Thus, the Fourteenth Amendment “forbids the government to 
infringe . . . ‘fundamental’ liberty interests at all, no matter what process is 
provided, unless the infringement is narrowly tailored to serve a compelling 
state interest.”18  Because parents cannot easily obtain redress from manu-
facturers for injuries from vaccines, and it is not necessary for every child to 
be vaccinated to protect public health, most mandatory vaccination re-
quirements are unconstitutional as they are not the least restrictive means of 
protecting public health. 

B. Historic Respect for Individual Medical Decision-Making 

The seminal constitutional challenge to compulsory vaccination laws is 
the 1905 case Jacobson v. Commonwealth of Massachusetts.19  Jacobson 
was convicted under a criminal statute that imposed a five-dollar fine for 
any person over the age of twenty-one who failed to receive a smallpox 
vaccination.20  Jacobson appealed the case to the Supreme Court of the 
United States on the basis that the law violated the Due Process Clause be-
cause it interfered with his right of bodily integrity.21

The Supreme Court acknowledged that each state retains police power 
and may legislate as it sees fit in areas pertaining to health as long as the 
legislation is not arbitrary.22  The Court cautioned, however, that “[a] local 
enactment or regulation, even if based on the police powers of a state, must 
always yield in case of conflict with the exercise by the general government 
of any power it possesses under the Constitution, or with any right which 
that instrument secures.”23  The Court held that, based on the facts in Jacob-

17 See, e.g., Newmark v. Williams, 588 A.2d 1108, 1110 (1991) (holding that a child with 
cancer was not abused or neglected where parents refused invasive chemotherapy treatment 
given only a forty percent chance of saving the child’s life). 

18 Reno v. Flores, 507 U.S. 292, 302 (1993). 
19 Jacobson v. Massachusetts, 197 U.S. 11, 39 (1905). 
20 Id. at 12-13. 
21 Id. at 24.  Jacobson also presented other theories to persuade the Court to overturn his 

conviction, including the Preamble of the Constitution, the spirit of the Constitution, and the 
Privileges and Immunities Clause.  Id.  The Court patently rejected the “preamble” and “spi-
rit” arguments, reasoning that no substantive law is found in either source.  Id.

22 Id. at 24-27, 38. 
23 Id. at 25. 
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son’s case, where a smallpox outbreak was endemic and continuing to grow, 
the state was justified in legislating for compulsory vaccinations against 
smallpox based on the advice of the Department of Health.24

Although the Supreme Court upheld Massachusetts’ exercise of broad 
state police powers in public health matters, the justices foresaw a situation 
where compulsive vaccination legislation could far exceed what was rea-
sonably necessary to maintain public health.25  The Court was careful to 
point out that its holding was based on “the necessities of the case”–the 
threatened epidemic of smallpox, a highly contagious, incurable disease26–
and not on a general principle: 

[B]ecause it might be that an acknowledged power of a lo-
cal community to protect itself against an epidemic threat-
ening the safety of all might be exercised in particular cir-
cumstances and in reference to particular persons in such an 
arbitrary, unreasonable manner, or might go so far beyond 
what was reasonably required for the safety of the public, 
as to authorize or compel the courts to interfere for the pro-
tection of the person.27

Jacobson, therefore, upheld a broad public health police power as con-
sistent with the Due Process Clause while recognizing potential exceptions.  
The Supreme Court would later read Jacobson to support the inference that 
the Constitution protects a patient’s liberty interest to refuse care.28  The 
basis of this liberty interest is the common law right that became the doc-
trine of informed consent, which made imposing medical care on non-
consenting patients a battery and also protected individuals from some pub-
lic health law impositions.29

Further, one hundred years after Jacobson, in Coshow v. City of Escon-
dido, the California Court of Appeals reiterated this important tenet of 
health law as a constitutional matter by stating, “[t]here is no dispute the 
right to bodily integrity is a fundamental right which limits the traditional 
police powers of the state in the context of public health measures under the 

24 Id.
25 Id. at 38. 
26 See, e.g., Donald A. Henderson, The Looming Threat of Bioterrorism, 283 SCIENCE

1279 (1999), as reprinted in PUBLIC HEALTH LAW AND ETHICS: A READER 463, 465 (Law-
rence O. Gostin, ed. 2002). 

27 Jacobson, 197 U.S. at 28 (emphasis added). 
28 Cruzan v. Dir., Mo. Dept. of Health, 497 U.S. 261, 278 (1990). 
29 See id. at 269-77. 
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federal and state Constitutions.”30  Children also have the same right to 
refuse care;31 they simply cannot do so themselves.  Despite this right, 
courts routinely uphold laws requiring children to receive vaccinations prior 
to attending school,32 and many of those decisions do not consider the con-
stitutional and common law rights to bodily integrity and to refuse un-
wanted health care.33

C. Application of Cruzan and a Parent’s Privacy Right to Refuse 
Care to Compulsory Vaccination Laws 

In addition to the fundamental right to bodily integrity that permits 
adults to make medical decisions, parents have a privacy right to make med-
ical decisions for their children.  In Cruzan v. Director, Missouri Dept. of 
Health, the Supreme Court held this right could extend even to refusing life-
saving treatment.34  The Cruzans sought declaratory judgment in support of 
their request to remove the artificial feeding and hydration equipment for 
their adult child, Nancy, who lay in a persistent vegetative state following 
an automobile accident.35  The Supreme Court stated, “the principle that a 
competent person has a constitutionally protected liberty interest in refusing 
unwanted medical treatment may be inferred from our prior decisions.”36

The Court further explained that an incompetent person also has a protected 
liberty interest in refusing unwanted medical treatment, and an appropriate 
surrogate–such as a parent–could make the decision to refuse unwanted 
medical treatment on behalf of the incompetent person.37  Nevertheless, 
Missouri could require both the extra substantive and procedural protection 
of requiring the parent to prove by clear and convincing evidence that the 

30 Coshow v. City of Escondido, 34 Cal. Rptr. 3d. 19, 31 (Ct. App. 2005) (emphasis add-
ed). 

31 Parham v. J.R., 442 U.S. 584, 600 (1979). 
32 See LAWRENCE O. GOSTIN, PUBLIC HEALTH: POWER, DUTY, RESTRAINT 381-82 (2008). 
33 E.g., Maricopa Co. Health Dep’t v. Harmon, 750 P.2d 1364, 1370 (Ariz. Ct. App. 1987) 

(noting Petitioners waived their privacy and religious liberties arguments).  Jacobson and 
other leading Supreme Court cases upholding mandatory vaccination laws predate the fuller 
development of the privacy right in the second half of the 20th century.  E.g., Zucht v. King, 
260 U.S. 174, 176-77 (1922) (holding mandatory vaccination law was not arbitrary and did 
not violate Equal Protection Clause on its face, but the Court was not addressing right of 
bodily integrity).  See generally James G. Hodge, Jr. & Lawrence O. Gostin, School Vaccina-
tion Requirements:  Historical, Social, and Legal Perspectives, 90 KY. L.J. 831, 863-67 
(2001-2002) (collecting cases). 

34 Cruzan, 497 U.S. at 279. 
35 Id. at 265-66. 
36 Id. at 278. 
37 Id. at 280. 
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parent’s decision “conforms as best it may to the wishes expressed by the 
[adult] patient while competent.”38

Because of state law permitting evaluation of incompetent adults’ best 
interests, the Cruzan holding did not limit the right to refuse life-saving care 
or the right of parents to make that decision for their incompetent adult 
children.39  Rather, the Court’s decision simply held that requiring the Cru-
zans to provide clear and convincing evidence of their daughter’s wishes 
was not a constitutional violation of her right to refuse life-saving care.40

The underlying message of Cruzan is that, for the state to vindicate an in-
competent adult child’s right to bodily integrity, it cannot cut off a parent’s 
right to choose to withdraw life-saving treatment or food and water from 
that child, but it could provide substantive and procedural protections to err 
on the side of life.41

Although the facts in Cruzan differ from vaccine refusal, it is not diffi-
cult to make the leap from parents of an adult child refusing life-sustaining 
medical treatment on that child’s behalf to parents of a minor child refusing 
vaccinations for the child.  The parents of minor children are the legally 
recognized medical decision-makers,42 whereas parents of adult children are 
not generally the medical decision-makers.43  Society holds the parent/child 
relationship in such high regard that the Cruzan Court held parents of an 
adult child could sometimes make medical decisions for their incapacitated 
adult daughter, even when those decisions would definitely lead to their 
daughter’s death.44  Moreover, parents who refuse vaccination on behalf of 
their children are rarely making a decision that will likely lead to their 
child’s death.45  On that basis, the holding of Cruzan would support a con-
clusion that parents of minor children have a constitutional right to make the 
decision to refuse vaccinations for their minor children. 

38 Id. at 281. 
39 Id. at 270-78. 
40 Id. at 284. 
41 Id. at 281. 
42 See Consent as Condition of Right to Perform Surgical Operations, 139 A.L.R. 1370 § 

II.C (1942 & Supp. 2010). 
43 Cf. Guardianship of Schiavo, 780 So. 2d 176 (Fla. Ct. App. 2nd Dist. 2001) (stating 

either parents or husband of adult incompetent patient would be appropriate surrogate medi-
cal decision-maker). 

44 Cruzan, 497 U.S. at 280. 
45 See Hodge & Gostin, supra note 33, at 877 (explaining the only two reported cases of 

polio in the past two decades were caused by the vaccine but the risk of an unvaccinated 
person contracting polio is very small). 
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III. STATE INTEREST IN COMPULSORY VACCINATION

When a fundamental right exists, courts will apply strict scrutiny to de-
termine whether the laws in question are constitutional.46  To survive a con-
stitutional challenge under strict scrutiny, two prongs must be met:  the law 
must be necessary to achieve a compelling government interest and the law 
must be narrowly tailored to achieve that interest.47  When no fundamental 
right is at stake, the Constitution only requires that a law is not arbitrary and 
is “rationally related to legitimate government interests.”48

A. Current State Laws 

Each of the fifty states and the District of Columbia have laws requiring 
vaccinations for all children as a prerequisite for school enrollment, as well 
as exceptions to laws that permit an exemption from the vaccine require-
ment for medical, religious, or philosophical reasons.49  Two states, Missis-
sippi and West Virginia, only allow exemptions for medical reasons.50

Thus, parents in Mississippi and West Virginia who do not believe that vac-
cines are best for their children, but whose children do not have a qualifying 
medical condition must still vaccinate their children.  Twenty-nine states 
and the District of Columbia allow exemptions for either medical or reli-
gious reasons.51  Parents in those thirty jurisdictions who do not believe 

46 Cruzan, 497 U.S. at 279. 
47 Washington v. Glucksburg, 521 U.S. 702, 721 (1997) (citing Reno v. Flores, 507 U.S. 

292, 302 (1993)). 
48 Id. at 728. 
49 See infra App. A (listing statutes). 
50 MISS. CODE ANN. § 41-23-37 (2009); W. VA. CODE § 16-3-4 (2009). 
51 Alabama, ALA. ADMIN. CODE r. 420-6-1.02 (2006); Alaska, ALASKA ADMIN. CODE tit. 4, 

§ 06.055(b) (2009); Connecticut, CONN. GEN. STAT. § 10-204(a)(2)-(3) (2009); Delaware, 
DEL. CODE ANN. tit. 14, § 131(a)(5)-(6) (2009); District of Columbia, D.C. CODE § 38-506 
(2009); Florida, FLA. STAT. § 1003.22(5)(a)-(b) (2009); Georgia, GA. CODE ANN. § 20-2-771 
(2009); Hawaii, HAW. REV. STAT. § 302A-1156 (2009); Illinois, 105 ILL. COMP. STAT. 5/27-
8.1 (2008), 410 ILL. COMP. STAT. 315/2 (2008); Indiana, IND. CODE §§ 20-24-3-2(a), -34-3-3 
(2007); Iowa, IOWA CODE § 139A.8 (2005); Kansas, KAN. STAT. ANN. § 72-5209(b) (2008); 
Kentucky, KY. REV. STAT. ANN. § 214.036 (West 2009); Maryland, MD. CODE ANN., EDUC. § 
7-403(b) (West 2009); Massachusetts, MASS. GEN. LAWS ch. 76, § 15 (1996); Missouri, MO.
REV. STAT. § 167.181 (2009); Montana, MONT. CODE ANN. § 20-5-405 (2009); Nebraska, 
NEB. REV. STAT. § 79-221 (2009); Nevada, NEV. REV. STAT. §§ 392.437, 392.439 (2009); 
New Hampshire, N.H. REV. STAT. ANN. § 141-C:20-c (2009); New Jersey, N.J. STAT. ANN. § 
18A:61D-3 to D-4 (West 2009); New York; N.Y. PUB. HEALTH LAW § 2164(8)-(9) (McKin-
ney 2007); North Carolina, N.C. GEN. STAT. § 130A-156-57 (2009); Oregon, OR. REV. STAT.
§ 433.267 (2007); Pennsylvania, 24 PA. CONS. STAT. § 13-1303a(c)-(d) (2006); Rhode Island, 
R.I. GEN. LAWS § 16-38-2 (2009); South Carolina, S.C. CODE ANN. § 44-29-180(D) (2008); 
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vaccinations are best for their children, but whose children have neither a 
qualifying medical condition nor a qualifying religion, must, therefore, still 
vaccinate their children.   

The remaining nineteen states allow exemptions for medical, religious, 
or philosophical reasons.52  In these remaining states, parents may theoreti-
cally decide whether to vaccinate their children.  In all jurisdictions, howev-
er, there can be extreme variances in the application of the laws and the 
exemptions.53 

B. Compelling State Interests 

Admittedly, states have compelling interests in controlling the spread of 
communicable diseases.54  Mass-vaccination efforts have dramatically re-
duced the occurrence of many diseases, as indicated by the following 
facts:55 

The number of cases of polio reported globally has decreased from 
more than 350,000 cases in 125 countries in 1988 to 2,000 cases in 
seventeen countries in 2006; the only countries where polio remains 
endemic are Afghanistan, India, Nigeria, and Pakistan.56 

  

South Dakota, S.D. CODIFIED LAWS § 13-28-7.1 (2009); Tennessee, TENN. CODE ANN. §§ 49-
6-5001(e), 37-10-402 (2009); Virginia, VA. CODE ANN. § 22.1-271.2(C) (2009); Wyoming, 
WYO. STAT. ANN. § 21-4-309 (2009). 
 52 Arizona, ARIZ. REV. STAT. ANN. § 15-873(A) (2009); Arkansas, ARK. CODE ANN. § 6-
18-702(d)(4)(C) (2009); California, CAL. CODE REGS. tit. 17, § 6051 (2009); Colorado, 
COLO. REV. STAT. § 25-4-903(2) (2009); Idaho, IDAHO CODE ANN. § 39-4801 (2009); Louisi-
ana, LA. REV. STAT. ANN. § 17:170(E) (2001); Maine, ME. REV. STAT. ANN. tit. 20-A, § 6355 
(2008); Michigan, MICH. COMP. LAWS § 333.9215 (2009); Minnesota, MINN. STAT. 
§121A.15(3) (2009); New Mexico, N.M. STAT. § 24-5-3 (2009); North Dakota, N.D. CENT. 
CODE § 23-07-17.1(3) (2009); Ohio, OHIO REV. CODE ANN. § 3313.671(B) (West 2009); 
Oklahoma, OKLA. STAT. tit. 10, § 413 (2009); Texas, TEX. EDUC. CODE ANN. § 38.001(c) 
(Vernon 2006); Utah, UTAH CODE ANN. § 53A-11-302 (2009); Vermont, VT. STAT. ANN. tit. 
18, § 1122 (2009); Washington, WASH REV. CODE § 28A.210.090 (2006); Wisconsin, WIS. 
STAT. § 252.04 (2009). 
 53 See, e.g., GOSTIN, supra note 32. 
 54 See, e.g., Brown v. Stone, 378 So. 2d 218, 223 (Miss. 1979) (referring to “[t]he protec-
tion of the great body of school children attending the public schools in Mississippi against 
the horrors of crippling and death resulting from poliomyelitis or smallpox or from one of the 
other diseases against which means of immunization are known and have long been practiced 
successfully . . . .”). 
 55 Ctrs. for Disease Control & Prev., What Would Happen If We Stopped Vaccinations? 
(2003), http://www.cdc.gov/vaccines/vac-gen/whatifstop.htm [hereinafter What Would Hap-
pen If]. 
 56 Id. 
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Prior to the availability of measles vaccines, nearly everyone in the 
United States contracted measles, yet only 450 deaths were reported 
each year from 1953-63;57 the CDC, however, predicts that com-
pletely stopping measles vaccinations would cause an annual death 
toll of 2.7 million people worldwide.58 
Haemophilus influenza type b meningitis once killed 600 children 
each year and left many others deaf or mentally retarded; however, 
from 1994-98 fewer than 10 fatal cases of Hib were reported each 
year.59 
Prior to pertussis vaccinations, between 150,000 and 260,000 cases 
of pertussis were reported each year, with up to 9,000 pertussis-
related deaths; from 1990-96, however, only fifty-seven people died 
from pertussis.60 
Prior to the availability of pneumococcal conjugate vaccines, 
63,000 cases of pneumococcal disease with 6,100 deaths were re-
ported each year in the United States; however, reports have de-
creased 75% since the introduction of the pneumococcal vaccine.61 
In 1964-65, a rubella epidemic caused an estimated 20,000 infants 
to be born with congenital rubella syndrome (“CRS”) (11,600 of 
whom were deaf; 3,580 of whom were blind; and 1,800 of whom 
were mentally retarded);62 however, during that same time, rubella 
is believed to have caused 2,100 neonatal deaths and 11,250 miscar-
riages.63  In 2000, only six cases of CRS were provisionally re-
ported in the United States.64 
Prior to the licensing of the chickenpox vaccine in 1995, almost all 
persons in the United States had contracted chickenpox by adult-
hood.65  The CDC estimates that chickenpox affected 4,000,000 
people each year and led to 11,000 hospitalizations and 100-150 
deaths; currently, however, the CDC believes chickenpox has been 
reduced by 90% in some areas.66 

  

 57 Id. 
 58 Id. 
 59 Id. 
 60 Id. 
 61 Id. 
 62 Id. 
 63 Id. 
 64 Id. 
 65 Id. 
 66 Id. 
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The number of hepatitis B infections reported each year has de-
creased from approximately 450,000 in the 1980s to approximately 
80,000 in 1999, with the greatest decline noted in children and ado-
lescents.67 
Diphtheria was a major cause of illness and death for children in the 
United States, with 206,000 cases and 15,520 deaths reported in 
1921; however, since the development of a vaccine in 1923, the 
numbers have declined to two reported cases in 2001.68 
In the early 1920s, there were approximately 1,314 cases of tetanus 
reported annually;69 tetanus is infectious rather than contagious and 
cannot be prevented by “herd immunity”;70 in the United States, te-
tanus affects mainly adults and was reported only forty-one times in 
2000.71 
Approximately 212,000 cases of mumps are estimated to have oc-
curred in the United States in 1964; however, in 2001, only 266 
cases were reported.72 

Additionally, states have a compelling interest in protecting individuals, 
for whom vaccinations are medically contraindicated, from being exposed 
to the diseases for which vaccines are available.  As public health expert 
Lawrence O. Gostin explains, “[s]o long as the majority of the community 
agrees to be vaccinated, there is protection for the few who refuse.  But if 
too many people opt out, everyone becomes vulnerable to disease.”73  The 
belief that requiring vaccinations for all medically able people would elimi-
nate the risk of disease for those people who are unable to receive vaccina-
tions, however, is not necessarily true.74 

Even if this “herd immunity” may protect those people who refuse vac-
cinations, they are still at heightened risk of falling victim to some diseases.  
Individuals who have been recently vaccinated may be carriers of the dis-
ease and, via “germ shedding,” might pass the disease along to those people 

  

 67 Id. 
 68 Id. 
 69 Id. 
 70 “Herd immunity” refers to an entire population’s immunity from a contagious disease 
by vaccinating a critical mass of its members.  See Henderson, supra note 26, at 383. 
 71 What Would Happen If, supra note 55. 
 72 Id. 
 73 GOSTIN, supra note 32, at 378. 
 74 The number of children taking advantage of any of the exemptions is small, but both 
they and other children in their communities have experienced much higher rates of vaccine-
preventable disease than those children in other communities.  Id. at 380. 
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who have not been vaccinated against the disease.75  Likewise, immunity is 
not always the result of vaccination and tends to “wear off” over time, leav-
ing vaccinated persons susceptible to contracting, carrying, and passing 
along communicable diseases for which they were previously immune.76

Despite an impressive reduction of communicable diseases, states also 
have a conflicting compelling interest in preventing injury and death caused 
by vaccinations–risks the states apparently recognize as evidenced by their 
universal provision of medical exemptions from compulsory vaccine laws.77

Vaccines may protect children, as a group, very well from communicable 
diseases; but, any individual child may be safer remaining unvaccinated in a 
society with a majority of vaccinated children.78  The challenge is “the tra-
gedy of the commons,” where so many parents pursue the interest of their 
own children and refuse vaccinations, thereby undermining the immunity of 
the whole society.79  Even if states refuse to permit voluntary vaccinations, 
at the very least, states must refrain from legislation that results in excessive 
vaccine-related injury and death, or permit more generous recovery for 
those people injured by vaccinations.  Unfortunately, the pharmaceutical 
industry and the drug approval process permit the introduction of unsafe 
vaccines in the marketplace.  Furthermore, when vaccines do injure child-
ren, tort law provides parents with insufficient redress for their children’s 
injuries. 

IV. THE IMPACT OF THE BURDEN ON PARENTS’ RIGHTS

Parents may not want to vaccinate their child because they believe a 
vaccine may injure their child.80  If a child suffers an injury from a vaccine, 
tort law provides a remedy:  product liability law compensates injured prod-
uct users and also assigns to manufacturers the risk of loss from product 

75 See William J. Broad, Threats and Responses:  The Disease; White House Debate on 
Smallpox Slows Plan for Wide Vaccination, N.Y. TIMES, Oct. 13, 2002, at 120, available at 
http://query.nytimes.com/gst/fullpage.html?res=9B00E3DF103AF930A25753C1A9649C8B
63&sec=health&spon=&pagewanted=4 (stating the live smallpox virus can “shed” from the 
vaccination sore for weeks after vaccination). 

76 See CTRS. FOR DISEASE CONTROL & PREV., EPIDEMIOLOGY & PREVENTION OF VACCINE-
PREVENTABLE DISEASES 6 (William Atkinson et al., eds., 10th ed. 2008) [hereinafter 
PINKBOOK], available at http://www.cdc.gov/vaccines/pubs/pinkbook/downloads/prinvac. 
pdf. 

77 See infra App. A (listing statutes). 
78 GOSTIN, supra note 32, at 377-79. 
79 Id. at 379. 
80 See id. at 376-78. 
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injuries.81  This risk of liability incentivizes manufacturers to improve their 
product design and quality control processes.82  Nonetheless, this remedy 
remains insufficient due to current legislative reforms minimizing manufac-
turers’ liability to ensure a stable market supply of vaccines.  Additionally, 
because manufacturers cannot make some vaccines safer, the common law 
provides vaccine manufacturers with some extra protection from liability.83

This lack of sufficient recovery, achieved by both state and federal laws, is a 
burden on parents’ very limited rights to refuse immunization on behalf of 
their children. 

As a result of state compulsory vaccination and tort laws, which force 
many parents to accept the risk of injury to their children without compen-
sation, as well as the National Childhood Vaccine Injury Act of 1986 
(“NCVIA”)84 and the Homeland Security Act of 2002 (“HSA”),85 both of 
which limit the product liability and other tort remedies that victims of vac-
cine injury may pursue, pharmaceutical companies are left with both a guar-
anteed market for their vaccines and free rein to design and manufacture 
products as they see fit without regard for human life should they choose to 
disregard something so important.86  The NCVIA was supposed to create a 
quick “no-fault” recovery scheme for children injured by vaccines, but en-
suring a stable market supply of vaccines by protecting vaccine manufactur-
ers from liability was, at least, an equally important purpose of the 
NCVIA.87  Regardless of which purpose is paramount, the NCVIA’s com-

81 1 DAVID G. OWEN, M. STUART MADDEN, AND MARY J. DAVIS, MADDEN & OWEN ON 

PRODUCTS LIABILITY § 5.4 (3d ed. 2010). 
82 Id.
83 RESTATEMENT (SECOND) OF TORTS § 402A cmt. k (1965) (stating in reference, in part, to 

many vaccines “which in the present state of human knowledge, are quite incapable of being 
made safe for their intended and ordinary use” but may be very beneficial to society, are “not 
defective, nor [are they] unreasonably dangerous.”); see also Brown v. Superior Court, 751 
P.2d 470, 477 (Cal. 1988) (concluding, in this vaccine injury case, that “(1) a drug manufac-
turer’s liability for a defectively designed drug should not be measured by the standards of 
strict liability;” and “(2) because of the public interest in the development, availability, and 
reasonable price of drugs, the appropriate test for determining responsibility is the test stated 
in comment k [of the Restatement Second of Torts]”). 

84 Pub. L. No. 99-660 tit. III, § 311(a), 100 Stat. 3756 (1986) (codified as amended at 42 
U.S.C. §§ 300aa-1 to -33 (2006)). 

85 Pub. L. No. 107-296, §§ 1714-1717, 116 Stat. 2135 (2002) (codified as amended at 42 
U.S.C. § 300aa-33 (2006)), amended by Pub. L. 111-148, § 10608, 124 Stat. 119 (2010). 

86 In fact, this is the explicit intent of both the common law, supra note 83, and the pair of 
statutes, GOSTIN, supra note 32, at 386-70. 

87 See Betsy J. Grey, Homeland Security and Federal Relief:  A Proposal for a Permanent 
Compensation System for Domestic Terrorist Victims, 9 N.Y.U. J. LEGIS. & PUB. POL’Y 663, 
699-704 (2005-2006). 
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pensation system for injured persons is slow and arbitrary,88 and some lead-
ing experts doubt vaccine litigation is a serious incentive to improve the 
safety of vaccines.89  Similar to the NCVIA, one of the HSA’s purposes is to 
maintain a stockpile of vaccines “to provide for the emergency health secu-
rity of the United States, including the emergency health security of child-
ren and other vulnerable populations, in the event of a bioterrorist attack or 
other public health emergency.”90  Admittedly, the need to maintain and 
develop new vaccine supplies is even more pressing in light of bioterrorism 
risks,91 for example, but removing almost all other avenues for tort recovery 
for parents of injured children, as does the HSA,92 is a very restrictive 
means of achieving that goal.93  Thus, this limited form of recovery is a total 
burden on parents’ rights to refuse vaccination on behalf of their children 
and outweighs even a compelling state interest to maintain public health in 
the absence of an epidemic or other immediate threat. 

A. Recommended Vaccinations Have Increased Dramatically Over 
the Past Twenty-Five Years 

Historically, children of the United States were not required to receive 
many vaccines.  The first vaccine was developed in 1796 by Edward Jenner 
to prevent smallpox.94  Outbreaks of the deadly disease led several states, 
and localities soon afterwards, to enact different forms of compulsory vac-

88 Id. at 702; see also GOSTIN, supra note 32, at 388. 
89 E.g., GOSTIN, supra note 32, at 387-88. 
90 Pub. L. No. 107-296, § 1705, 116 Stat. 2140 (2002) (codified as amended at 42 U.S.C. § 

300hh-12 (2004)) (transferring and amending 42 U.S.C.A. § 247d-6b). 
91 See GOSTIN, supra note 32, at 391-92. 
92 See Pub. L. No. 107-296, §§ 1714, 1716, 116 Stat. at 2165-67, as amended by Pub. L. 

111-148, § 10608, 124 Stat. 119 (2010).  Those seeking to recover for injuries must sue the 
federal government under the Federal Tort Claims Act.  See Naomi Sieler, Holly Taylor, & 
Ruth Faden, Legal and Ethical Considerations in Government Compensation Plans:  A Case 
Study of Smallpox Immunization, 1 IND. HEALTH L. REV. 1, 10 (2004). 

93 Cf. GOSTIN, supra note 32, at 392 (discussing Project Bioshield).  In 2003, President 
George W. Bush proposed “Project Biosheld,” which would encourage research and produc-
tion of experimental vaccines targeted at anthrax, smallpox, and other likely bioterrorist 
tools.  Id.  Manufacturers expressed liability concerns, but targeting justifiable limited liabili-
ty protections to products the United States might never even use would not have significant 
effects on liability for the vaccines in routine use.  Cf. id. at 388 (“Vaccine litigation, al-
though a serious concern, has been relatively rare, with few reported cases and most with 
small penalties for companies that comply with FDA standards.”). 

94 Ctrs. for Disease Control & Prev., Pwrpt. Pres., History and Epidemiology of Global 
Smallpox Eradication, at sld. 7, available at http://emergency.cdc.gov/agent/smallpox 
/training/overview/pdf/eradicationhistory.pdf (part of training program, Smallpox:  Disease, 
Prevention, Intervention, available at www.bt.cdc.gov/agent/smallpox/trainingoverview). 
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cination laws, including vaccination requirements for school attendance.95

By the early 1900s, most states had laws compelling vaccination.96

The first federal vaccination law was the Vaccination Act of 1813.97

This Act provided free postage for the mailing of vaccine matter using the 
United States Postal Service and had the stated intent of encouraging vacci-
nations.98  The Vaccination Act of 1813 did not require United States citi-
zens to receive any vaccinations, however, and was repealed in 1822.99

The primary United States governmental agency tasked with controlling 
communicable diseases is the Centers for Disease Control and Prevention 
(“CDC”).  CDC’s predecessor was the Communicable Disease Center, 
which was a direct descendant of the wartime agency Malaria Control in 
War Areas.100  The Communicable Disease Center was formed in 1946 to 
control the spread of malaria, which it did by 1949.101

Today, CDC attempts to control the spread of diseases in numerous 
ways including, for example, by publishing a recommended vaccine sche-
dule.102  Each year, the American Academy of Pediatrics, along with other 
organizations, reviews the recommended vaccine schedule and makes rec-
ommendations to CDC for revisions.103  Based on these recommendations, 

95 GOSTIN, supra note 32, at 379. 
96 See generally Jacobson v. Massachusetts, 197 U.S. 11 (1905) (noting that the compul-

sory smallpox vaccination law in question was comparable to legislation in many states 
aimed at controlling smallpox by requiring vaccination as a condition to entering or remain-
ing in public school). 

97 An Act to Encourage Vaccination, ch. 37, 2 Stat. 806 (1813), repealed by An Act to 
Repeal the Act to Encourage Vaccination, ch. 50, 3 Stat. 677 (1922). 

98 Id. 
99 Id.

100 See Ctrs. for Disease Control & Prev., Our History–Our Story, http://www.cdc.gov/ 
about/history/ourstory.htm (last visited Apr. 29, 2010). 

101 See id.
102 E.g., Ctrs. for Disease Control & Prev., Recommended Adult Immunization Schedule–

United States, 2010, 59 MORBIDITY & MORTALITY WKLY. REP. [hereinafter MMWR] 1, 1-4 
(2010), available at http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5515a1.htm.; Ctrs. for 
Disease Control & Prev., Recommended Immunization Schedules for Persons Aged 0 
Through 18 Years–United States, 2009, 58 MMWR 1, 1-4 (2009) [hereinafter 2009 Recom-
mended Immunization Schedules], available at http://www.cdc.gov/mmwr/preview/ 
mmwrhtml/mm5751a5.htm.  See generally Ctrs. for Disease Control & Prev., CDC Vision 
for the 21st Century, http://www.cdc.gov/about/organization/mission.htm (last visited June 
19, 2010). 

103 See STAFF OF H. COMM. ON GOV’T REFORM, 106TH CONG., MAJORITY STAFF REPORT ON 

CONFLICTS OF INTEREST IN VACCINE POLICY MAKING 19 (2000) [hereinafter MAJORITY STAFF 

REPORT], available at http://www.putchildrenfirst.org/media/3.5.pdf. 
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CDC annually releases a new recommended vaccinations schedule via the 
Morbidity and Mortality Weekly Report (“MMWR”).104

CDC’s recommended vaccinations schedule typically serves as the driv-
ing force behind the list of legislatively compelled vaccines.105  From the 
early days of the recommended vaccinations schedule, the number of rec-
ommended, and thus, compelled, vaccines has exploded.106  For example, a 
person vaccinated according to CDC’s 1983 recommended vaccinations 
schedule who lives to be 100 years old would receive a lifetime total of ni-
neteen vaccination doses.107  By contrast, a person born in 2009 who lives to 
be 100 and who is vaccinated according to the 2009 recommended vaccina-
tions schedule would receive either a total of 142 vaccination doses (if fe-
male) or 139 vaccination doses (if male).108

B. An Alarming Rise in the Rate-of-Injury Trend for Vaccine-Related 
Injuries in the United States 

An additional problem in the world of compulsory vaccines is the 
alarming rise in the rate-of-injury data from the Vaccine Adverse Event 
Reporting System (“VAERS”).109  According to VAERS, between January 
1990 and January 2010, at least 3,188 people died following vaccination; 
5,123 people reported life-threatening injuries following vaccination; 5,603 

104 See Ctrs. for Disease Control & Prev., About the Morbidity and Mortality Weekly Re-
port (MMWR) Series, http://www.cdc.gov/mmwr/about.html (last visited June 19, 2010). 

105 Compare App. A infra (listing statutes), with 2009 Recommended Immunization Sche-
dules, supra note 102, at 57. 

106 Compare 1983 Childhood Immunization Schedule, [hereinafter 1983 Childhood Immu-
nization Schedule], available at http://www.generationrescue.org/pdf/turnback.pdf, with 
2009 Recommended Immunization Schedules, supra note 102. 

107 See 1983 Childhood Immunization Schedule, supra note 106 (including five doses of 
DTP, four doses of OPV, nine doses of Td, and one dose of MMR); see also App. C, tbl. 1, 
infra.

108 See 2009 Recommended Immunization Schedules, supra note 102 (assuming the indi-
vidual receives:  99 Flu shots, four doses of HepB, three doses of RV, six doses of DTP, 
eight doses of Td, four doses of Hib, four doses of PCV, four doses of IPV, two doses of 
MMR, two doses of varicella, two doses of HepA, one dose of MCV, and three doses of 
HPV (for females)); see also App. C, tbl. 2, infra.

109 Ctrs. for Disease Control & Prev., CDC WONDER On-line Database: Vaccine Adverse 
Event Reporting System, http://wonder.cdc.gov/vaers.html [hereinafter CDC WONDER] 
(using the following parameters: Group By=Year Reported; Age=All; Date Reported=All; 
Date Vaccinated=All; Gender=All; Manufacturers=All; Onset Interval=All; Primary Re-
ports=Primary; Recovered=All; Serious=All; State/Territory=The United States, Territories, 
and Unknown; Symptoms=All; Vaccine Products=All; VAERS ID=All; Event Catego-
ry=Death or Life Threatening or Permanent Disability or Hospitalized, Hospitalized, Pro-
longed, Emergency Room); see also App. D, infra.
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people were permanently disabled following vaccination; and 129,763 
people were hospitalized following vaccination, including prolonged hospi-
talization and emergency room visits.110

Disturbingly, VAERS does not attempt to pretend these numbers 
represent each child who suffers an adverse reaction to vaccinations; thus, 
the actual numbers may be much higher.111  In fact, some studies have esti-
mated that only between one and ten percent of all adverse reactions follow-
ing vaccination are reported to VAERS.112

C. Current Exemption Statutes are Ineffective 

Tragically, parents believe vaccination is a prerequisite to school atten-
dance.113  Parents who live in states that permit all three exemptions (medi-
cal, religious, and philosophical) and parents who live in states that only 
permit medical exemptions hold this belief.  For example, school nurses in 
the Deer Valley Unified School District in Phoenix, Arizona are required to 

110 See id. (using the following parameters: Group By=Year Reported; Age=All; Date 
Reported=All; Date Vaccinated=All; Gender=All; Manufacturers=All; Onset Interval=All; 
Primary Reports=Primary; Recovered=All; Serious=All; State/Territory=The United States, 
Territories, and Unknown; Symptoms=All; Vaccine Products=All; VAERS ID=All; Event 
Category=Death or Life Threatening or Permanent Disability or Hospitalized, Hospitalized, 
Prolonged, Emergency Room); see also App. D, infra.

111 See CTR. FOR DRUG EVALUATION & RESEARCH, FOOD & DRUG ADMIN., THE CLINICAL 

IMPACT OF ADVERSE EVENT REPORTING 5 (MedWatch Cont. Ed. Art. 1996), available at
http://www.fda.gov/downloads/Safety/MedWatch/UCM168505.pdf [hereinafter CLINICAL 

IMPACT]; Steven Rosenthal & Robert Chen, The Reporting Sensitivities of Two Passive Sur-
veillance Systems for Vaccine Adverse Events, 85 AM. J. PUB. HEALTH 1706, 1708-09 (1995) 
(discussing how VAERS data may be inaccurate due to underreporting, inaccurate narrative 
reporting of side effects by caretakers or guardians, and failure to report delayed or medically 
unrecognized side effects), available at http://ajph.Aphapublications.org/cgi/reprint/85/ 
12/1706 ?view=long&pmid=753351; see also M. Miles Braun, Vaccine Adverse Event Re-
porting System (VAERS):  Usefulness and Limitations, www.vaccinesafety.edu/VAERS.htm 
(admitting VAERS is a passive reporting system, which includes errors due to inaccurate 
reports, underreporting, and overreporting, among other errors). 

112 See CLINICAL IMPACT, supra note 111, at 5 (noting that data from a study on the British 
reporting system, which is comparable to the U.S. reporting system, indicates that rarely 
more than 10% of adverse reactions are reported; and, in the United States, data indicates 
that less than 1% of adverse reactions are reported). 

113 The Supreme Court in Jacobson v. Massachusetts, 197 U.S. 11, 35 (1905), stated:  “A 
common belief, like common knowledge, does not require evidence to establish its existence, 
but may be acted upon without proof by the legislature and the courts.” Although the Court 
was speaking of the common belief that vaccinations were helpful, the proposition remains 
that when a belief is commonly held, such as the belief of parents that their children cannot 
attend school without being vaccinated, no evidence is required to prove the existence of the 
belief. 
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contact parents of under-vaccinated children and notify the parents that the 
child must be vaccinated before returning to school; exemption options are 
not offered.114  Moreover, exemptions can be, and are, given at the discre-
tion of school boards.115  The Bayport-Blue Point Union Free School Dis-
trict in New York, for example, subjects families to a “religious sincerity 
test,” which can last for hours and often ends with a denial of the exemp-
tion.116  Thus, exemption statutes, which facially appear to provide protec-
tion to parents who would like to choose whether to vaccinate their children, 
are constructively non-existent in many jurisdictions.117

D. Significant Conflicts within Government Agencies Charged with 
Protecting United States Citizens 

The vaccine industry’s practices of evaluating, approving, and recom-
mending vaccines for use, coupled with the role of government agencies in 
that process and the potential for unethical decision-making, amplify the 
importance of parents’ rights to make vaccination decisions on behalf of 
their children.  The members of the government agencies, who are charged 
with protecting individuals from harmful medicines and diseases, face nu-
merous conflicts of interest and most people should wonder whether the 
guidelines and recommendations produced by those agencies are in the best 
interests of the people of the United States or in the best interests of the 
members of the government agencies.118  Studies do suggest that members 
of advisory committees “with ties to the industry” are more likely to vote in 
favor of approving drugs; and, in one study, all of the more than seventy 
committees had at least one member with a disclosed conflict.119  Even doc-

114 Deborah Wang, RN, was the nurse at Anthem Elementary School in the Deer Valley 
Unified School District from 2007-09.  During several personal conversations from 2007-09, 
Ms. Wang said she did not vaccinate her own children and felt frustrated with not being able 
to offer the exemption/waiver option to parents of non- or under-vaccinated children when 
she called parents to tell them to get their children vaccinated for school attendance. 

115 The case-by-case application of exemptions also gives rise to equal protection and reli-
gious liberties concerns, both of which are beyond the scope of this article. 

116 Drew Zahn, Faith Under Fire:  School Interrogates, Rejects Parents’ Religion, Subjects 
Mom, Dad to ‘Sincerity Test’ After Filing Vaccine Exemption, WORLD NET DAILY, Feb 8, 
2009, http://www.worldnetdaily.com/index.php?fa=PAGE.view&pageId=88232. 

117 Cf. PUBLIC HEALTH LAW AND ETHICS, supra note 26, at 387-89 (collecting cases). 
118 See generally Elizabeth R. Glodé, Advising Under the Influence?:  Conflicts of Interest 

Among FDA Advisory Committee Members, 57 FOOD & DRUG L.J. 293 (2002). 
119 Whitt Steineker, Who’s Guarding the Henhouse?:  Conflicts of Interest and the FDA 

Advisory Committee Regime, 20 GEO. J. LEGAL ETHICS 935, 940-41, 943-44 (2007).  Al-
though circumstantial evidence does suggest individual committee members are influenced 
by their ties to pharmaceutical manufacturers, no study has identified a particular circums-
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tors have urged moratoria on mandated child vaccination because of the 
conflicts of interest in vaccine policymaking.120

1.  A Vaccine’s Road to FDA Approval 

Before a pharmaceutical company can release a vaccine to the public, 
the Food and Drug Administration (“FDA”) must approve the vaccine.121

Vaccination approval depends on the recommendations of FDA’s Vaccines 
and Related Biological Products Advisory Committee (“VRBPAC”).122

Once FDA approves a vaccine, CDC makes a recommended dosing sche-
dule.123  The recommendations of CDC’s Advisory Committee on Immuni-
zations Practices (“ACIP”) form the basis of the recommended dosing sche-
dule.124

2.  Statutory Safeguards Governing Advisory Committees 

Federal statutes govern advisory committees and attempt to ensure their 
impartiality.125  Committee members of both VRBPAC and ACIP are Spe-
cial Government Employees (“SGE”) and are subject to the statutory limita-
tions against bribery, corruption, and conflicts of interest.126  Additionally, 
the Federal Advisory Committee Act (“FACA”) regulates VRBPAC and 
ACIP by:  limiting their scope to advisement purposes only, requiring their 
meetings to be open to the public, directing them to balance their represen-
tation of interests, and specifically forbidding inappropriate influence by 
special interests.127

VRBPAC and ACIP members are subject to federal conflict-of-interest 
laws because they are SGE’s.128  These laws prohibit federal employees, 
including SGE’s, from participating in a decision-making process when 

tance where a vote might have been different by excluding the interested committee member.  
Id. at 944. 

120 See Michael Horwin, Comment, Ensuring Safe, Effective and Necessary Vaccines for 
Children, 37 CAL. W. L. REV. 321, 336-37 (2001) (quoting Jane M. Orient, M.D., the execu-
tive director of the Association of American Physicians and Surgeons as saying, “[o]ur child-
ren face the possibility of death or serious long-term adverse effects from mandated vaccines 
that aren’t necessary or that have very limited benefits.”). 

121 MAJORITY STAFF REPORT, supra note 103, at 12. 
122 Id.
123 Id. at 22. 
124 Id.
125 Id. at 3. 
126 See 18 U.S.C. §§ 202, 205, 208 (2006). 
127 5 U.S.C. app. 2 § 5(b)(3) (2006). 
128 See 18 U.S.C. §§ 202, 205, 208 (2006). 
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they have a personal interest in the matter being discussed, unless a waiver 
is granted.129  The statute provides for three types of waivers:  (1) a § 
208(b)(1) waiver, which allows the employee to participate because his fi-
nancial interest is not substantial enough to likely affect the integrity of that 
employee’s services to the government;130 (2) a § 208(b)(2) waiver, which 
allows the employee to participate because his interest is so remote or in-
consequential that the employee will not be affected by it;131 and (3) a § 
208(b)(3) waiver, which allows the employee to participate in matters in 
which he otherwise would have been disqualified if the need for his services 
outweighs the potential conflict of interest created by his financial inter-
est.132

Unfortunately, this latter exception–for those committee members who 
would have a conflict of interest that should otherwise disqualify them from 
advisory committee participation–is difficult for FDA to use sparingly, be-
cause, with decreases in public funding for pharmaceutical research, expert 
doctors and other scientists, who often serve as committee members at 
FDA’s request, must turn to “forbidden” industry resources to support their 
work.133  Because the statutory provisions regulating conflicts of interest in 
committees are broad, individual agencies are responsible for providing 
specific rules concerning intra-agency conflicts of interest.134  The Depart-
ment of Health and Human Services (“DHHS”) promulgated the conflict of 
interest regulation that applies to FDA.135  According to the DHHS rule, a 
committee member may not participate in matters in which he has a finan-
cial interest, unless he has been granted a waiver.136  Unfortunately, the fi-
nancial constraints inherent in drug research are such that all too many 
waivers must be granted to fill committees.137

3.  Major Conflicts of Interest:  The Rotashield Problem 

In 2000, the United States House of Representatives’ Committee on 
Government Reform investigated vaccine policy making and conflicts of 
interest, through a case study on the 1998-1999 approval, recommendation, 

129 See id. §§ 202-209. 
130 Id. § 208(b)(1). 
131 Id. § 208(b)(2). 
132 Id. § 208(b)(3). 
133 Glodé, supra note 118, at 301-02. 
134 MAJORITY STAFF REPORT, supra note 103, at 4-5. 
135 5 C.F.R. §§ 2635.401, 2640.103 (2009). 
136 Id.
137 Glodé, supra note 118, at 301-02. 
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and subsequent recall of a rotavirus138 vaccine (“Rotashield”).139  The inves-
tigation found that an “overwhelming number” of the Rotashield committee 
members, both voters and consultants, had substantial ties to the pharma-
ceutical industry.140  One temporary voting member admitted he had voted 
to approve Rotashield even though he did not have a “good grasp” of its 
side effects141–in today’s regulatory climate, where drug companies are un-
der immense financial pressure to get a drug fully approved once it has 
moved through the initial phases of the approval process, these types of 
conflicts and the lack of informed decision-making within committees are 
particularly disturbing.142

The first pharmaceutical company to market a rotavirus vaccine to the 
public was Wyeth Lederle Vaccines and Pediatrics (“Wyeth Lederle”), a 
then-subsidiary of American Home Products.143  FDA approved Wyeth Le-
derle’s vaccine, named Rotashield, on August 31, 1998, eleven years after 
the Investigational New Drug Application144 was filed.145  At the time of 
Rotashield’s approval, SmithKline Beecham, Merck, and the National Insti-

138 Rotavirus infection is common in infants and young children and usually starts with a 
fever followed by three to eight days of watery diarrhea and vomiting and can be accompa-
nied by abdominal pain.  The diarrhea caused by rotavirus can lead to dehydration, which 
can become life-threatening if left untreated.  MayoClinic, Rotavirus:  Definition, http:// 
www.mayoclinic.com/health/rotavirus/DS00783 (last visited Dec. 23, 2009).  In the United 
States, the annual number of deaths resulting from rotavirus complications were estimated to 
be between 20-100 at the time that the first rotavirus vaccine was approved.  MAJORITY 

STAFF REPORT, supra note 103, at 8-9. 
139 Id. 
140 Id. at 19. 
141 Id. at 16. 
142 See FOOD & DRUG ADMIN., INNOVATION OR STAGNATION? CHALLENGE AND 

OPPORTUNITY ON THE CRITICAL PATH TO NEW MEDICAL PRODUCTS (2004), 
http://www.fda.gov/oc/initiatives/criticalpath/whitepaper.html (last visited Dec. 16, 2008) 
(estimating cost of bringing a new drug to market to be as high as $0.8 billion to $1.7 billion 
as compared to the amount needed to get to Phase I studies, which is $100 million). 

143 MAJORITY STAFF REPORT, supra note 103, at 8. Wyeth Lederle was purchased by Pfizer 
Inc. on October 15, 2009.  Pfizer, Wyeth Transaction:  Important Information for Investors, 
https://www.pfizer.com/investors/shareholder_services/wyeth_transaction.jsp (last visited 
June 19, 2010). 

144 See generally Food & Drug Admin., How Drugs are Developed and Approved,
http://www.fda.gov/drugs/developmentapprovalprocess/howdrugsaredevelopedandapproved/
default.htm (last visited June 19, 2010) (explaining the Investigational New Drug (“IND”) 
Application is one step of many in a long, complicated process that a pharmaceutical compa-
ny must follow before it acquires full FDA approval to market a new vaccine). 

145 MAJORITY STAFF REPORT, supra note 103, at 10. 
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tute of Allergy and Infectious Disease (“NIAID”) were all researching and 
developing rotavirus vaccines.146

On December 12, 1997, the United States Patent Office awarded U.S. 
Patent No. 5,626,851 for Rotashield to five parties:  Fred Clark, Paul Offit, 
and Stanley Plotkin, the inventors; and Wistar Institute of Anatomy and 
Biology and Children’s Hospital of Pennsylvania, the assignees.147  Two 
months later, on February 11, 1998, VRBPAC (FDA) voted to recommend 
that FDA should license the Rotashield vaccine.148  Four months later, on 
June 25, 1998, before FDA had approved the vaccine for public use, ACIP 
(CDC) committee voted to recommend to CDC that Rotashield be used as a 
“Routine Vaccination.”149  On October 1, 1998 FDA approved the Rota-
shield vaccine; distribution of the vaccine began twenty days later.150

In May of 1999, CDC officially adopted ACIP’s recommendation for 
routine use of Rotashield, and, by June 17, 1999, ten cases of intussuscep-
tion151 were reported through VAERS.152  On July 16, 1999–less than one 
year after the vaccine was initially distributed–CDC requested the suspen-
sion Rotashield’s usage pending an investigation of the intussusception re-
ports.153  On October 15, 1999, Wyeth Lederle, a then-subsidiary of Ameri-
can Home Products, voluntarily removed Rotashield from the United States 
market, and on October 22, 1999, ACIP (CDC) voted to rescind its recom-
mendation for use of Rotashield.154

During the time Rotashield was on the market, at least one infant died 
as a result of vaccine-induced intussusception.155  Moreover, during that 
same time frame, fifty-seven of the reported 113 intussusception cases were 
children who had received the vaccine.156  Twenty-nine of those children 
required surgery as a result of the intussusception, and seven of those child-

146 Id. at 8. 
147 Id.
148 Id.
149 Id. at 9. 
150 Id.
151 Intussusception is a rare but serious disorder in which part of the intestine slides into 

another part of the intestine, which often prevents the passage of food or fluid and cuts off 
the blood supply to the affected part of the intestine.  Mayo Clinic, Intussusception:  Defini-
tion, http://www.mayoclinic.com/health/intussusception/DS00798 (last visited Dec. 23, 
2009). 

152 MAJORITY STAFF REPORT, supra note 103, at 9. 
153 Id.
154 Id.
155 Id. at 10. 
156 Id.
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ren required bowel resection surgery.157  Most alarming, however, is the 
committee members’ knowledge throughout the clinical trials and licensing 
process of an increase in intussusception among vaccinated infants.158

The Rotashield case exemplifies why CDC should not be able to rec-
ommend a vaccine for routine use before full FDA approval.  Even if CDC 
declines to change its policies, at the very least, CDC should weigh the ben-
efit of the vaccine against the potential harm before making its recommen-
dations.159  Likewise, FDA should not approve a vaccine despite known 
risks, which call the vaccine’s benefits into question, and should pre-empt 
routine market usage of the vaccine at the clinical trial stage rather than 
suspending usage only after the same risks arise once the vaccination exists 
in the public market for a full year.160  Thus, the detrimental aspects of Ro-
tashield, rather than the unethical actions of FDA and CDC committee 
members during the vaccine’s approval process, should have called into 
question the usage of Rotashield to ensure its suspension before the public 
could have suffered any harm.161  Accordingly, if the focus on the vaccina-
tion approval process continues to be retrospective rather than prospective, 
the Constitution should instead protect Americans from potentially damag-
ing government practices by protecting their bodily integrity and right to 
refuse health care. 

a.  Conflict in the FDA:  The VRBPAC Problem 

When FDA determines whether to license a new vaccine, it bases its 
decision on VRBPAC’s recommendations.162  VRBPAC reviews and eva-
luates information about the new vaccine regarding the vaccine’s safety, 
effectiveness, and appropriate use, and then advises the Commissioner of 
FDA on its findings.163  The Commissioner, or a designee, selects fifteen 
members for VRBPAC who are authorities in the fields of immunology, 
pediatrics, infectious disease, and other related fields, as well as one person 

157 Id.
158 Id.
159 Cf. 21 U.S.C. § 321(p) (2009) (defining “new drug” to include a requirement that it be 

“safe and effective”).  Although FDA approves new drugs based on whether they are “safe 
and effective”–not a risk-benefit analysis–FDA does engage in risk management strategies 
with manufacturers that can make an otherwise unsafe drug sufficiently safe for the market.  
See id. § 355-1(a). 

160 Cf. 21 U.S.C. § 355.  See also Horwin, supra note 120, at 356. 
161 Glodé, supra note 118, at 294 (“The very appearance of conflicts of interest among 

advisory committee members reduces public confidence in the agency.”). 
162 MAJORITY STAFF REPORT, supra note 103, at 12. 
163 Id.
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who is identifiable with consumer interests.164  VRBPAC may also include 
up to four temporary voting members from other scientific and technical 
FDA advisory committees when FDA requires a particular expertise or 
when FDA needs the temporary members’ presence to comprise a quo-
rum.165  The Commissioner is also responsible for considering all conflict-
of-interest waiver requests.166 

When VRBPAC met on December 12, 1997 and gave its initial approv-
al for Rotashield, five VRBPAC committee members, five temporary voting 
VRBPAC members, three VRBPAC consultant members, and other repre-
sentatives from both the FDA and Wyeth Lederle attended the meeting.167  
Two of the VRBPAC committee members were excluded from this meeting 
due to conflicts of interest:  Dr. Harry Greenburg, a patent holder of Rota-
shield, was excluded from participating in the meeting, although he may 
have been present during the meeting; and Dr. Mary Lou Clements-Mann, a 
long-time Head of the Division of Vaccine Sciences in the Department of 
International Health at the Johns Hopkins Bloomberg School of Public 
Health, was not allowed to vote but did participate in discussions.168  Of the 
remaining VRBPAC members, five were present for the deliberations:169 

Dr. Patricia Ferrieri, the committee chair who directed the discus-
sion.170  At the time of the meeting, Dr. Ferrieri owned $20,000 in 
stock in Merck–a company considered “affected” by the committee 
decision since it was developing its own rotavirus vaccine.171  After 
the committee voted, Dr. Ferrieri received a $135,000 grant from 
NIAID, another “affected company,” for rotavirus vaccine re-
search.172  Dr. Ferrieri had disclosed her conflicts prior to the meet-
ing and was granted a waiver for full participation.173 
Dr. Caroline Hall, at the time a Professor of Medicine at University 
of Rochester, which held a $9,586,000 contract with the NIAID for 
the development of a rotavirus vaccine.174  Dr. Hall had disclosed 

  

 164 Id. 
 165 Id. at 12. 
 166 Id. at 15. 
 167 Id. 
 168 Id. at 16. 
 169 Id. at 17. 
 170 Id. 
 171 Id. 
 172 Id. 
 173 Id. 
 174 Id. at 17. 
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her conflicts prior to the meeting and was granted a waiver for full 
participation.175 
Rebecca Cole, the consumer interests representative.176  At the time 
of the meeting, Ms. Cole was a strong supporter of increased vacci-
nations (her son had died from complications of asthma and chicken 
pox), and she received travel expenses and honoraria from Merck, 
who was the developer of the chicken pox vaccine and was yet 
another “affected company” in this meeting.177  Ms. Cole’s interest 
was not deemed sufficient to require a waiver or to present a serious 
conflict of interests.178 
Dr. Kathryn Edwards, who, for the last three years had received 
$255,023 per year from Wyeth Lederle for the study of pneumococ-
cal vaccines.179  She also received grants from NIAID for research 
of other vaccines totaling $6,731,658.180  Dr. Edwards disclosed her 
conflicts prior to the meeting and was granted a waiver for full par-
ticipation.181 
Dr. Mary Estes of Baylor College of Medicine, who was, at the time 
of the meeting, listed as the principal investigator for a grant from 
Merck for developing a rotavirus vaccine.182  Baylor College of 
Medicine was, at that time, receiving funds for the development of a 
rotavirus vaccine including $75,000 from American Home Prod-
ucts, the then-parent company of Wyeth Lederle.183  Dr. Estes dis-
closed her conflicts prior to the meeting and was granted a waiver 
for full participation.184 

All four of the medical “authorities” on the committee, therefore, had 
conflicts of interest; and, the consumer interests representative also had a 
conflict that the Commissioner simply did not deem significant enough to 
require a formal waiver. 

  

 175 Id. 
 176 Id. 
 177 Id. 
 178 Id. 
 179 Id. 
 180 Id. 
 181 Id. 
 182 Id. at 17-18; see also, e.g., Max Ciarlet & Mary K. Estes, Rotavirus and Calcicvirus 
Infections of the Gastrointestinal Tract, 17 CURR. OPIN. GASTROENTEROLOGY 10 (2001). 
 183 MAJORITY STAFF REPORT, supra note 103, at 17. 
 184 Id. at 17-18. 
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Five temporary members (in violation of VRBPAC’s charter’s limit of 
four) also voted at the December 12, 1997 meeting.185  Of these five, only 
two appeared to have no conflicts of interest:  Herbert DuPont and Thomas 
Fleming.186  The remaining three consisted of Dr. Claire Broome, Senior 
Advisor to the Director for Integrated Health Information Systems at CDC 
(VRBPAC is an FDA agency); Dr. Dixie Snyder, Associate Director for 
Science at CDC and Executive Secretary of CDC’s ACIP; and Dr. David 
Karzon, professor at Vanderbilt University, which receives extensive grants 
and contracts from pharmaceutical companies.187  Except for Dr. Karzon, 
the conflicted committee members had almost “incestuous” relationships 
with FDA as well. 

Of the three consultants who participated in VRBPAC’s December 12, 
1997 meeting, only Dr. Yvonne Maldonado did not have a conflict of inter-
est.188  The other two consultants were Dr. Neal Halsey and Dr. John Mod-
lin.189  At the time of the meeting, Dr. Modlin was the chair of ACIP and its 
rotavirus working group.190  He also owned $26,000 in Merck stock and was 
serving on Merck’s Immunization Advisory Board.191  Dr. Modlin was not 
allowed to vote at the meeting but participated extensively in the delibera-
tions.192  Dr. Modlin currently serves as the chair of VRBPAC.193

Dr. Halsey had a most impressive list of conflicts of interest–most nota-
bly, being one of the leading vaccine advocates.194  Dr. Halsey’s conflicts 
also included:  receiving numerous grants and contracts from different vac-
cine manufacturers, receiving frequent travel expenses and honoraria paid 
by Merck, receiving funds from Merck and Wyeth Lederle, and seeking 
funds from other vaccine manufacturers to start a vaccine safety institute.195

Moreover, Dr. Halsey participated in the ACIP rotavirus working group, 
chaired the committee on infectious diseases, represented the American 

185 Id. at 18. 
186 Id.  Fleming admitted that when he voted he did not understand the side effects of Rota-

shield.  Id. at 16. 
187 Id.
188 Id. at 19. 
189 Id.
190 Id.
191 Id.
192 Id.
193 U.S. Food & Drug Admin., Roster of the Vaccines and Related Biological Products 

Advisory Committee, http://www.fda.gov/AdvisoryCommittees/CommitteesMeeting 
Materials/BloodVaccinesandOtherBiologics/VaccinesandRelatedBiologicalProducts 
AdvisoryCommittee/ucm129570.htm (last visited Oct. 17, 2009). 

194 MAJORITY STAFF REPORT, supra note 103, at 18-19. 
195 Id.



2010] THIS WILL ONLY HURT FOR . . . EVER 537

Academy of Pediatrics, and was employed by Johns Hopkins University, 
which was also the employer of Dr. Clements-Mann, who was one of only 
two people not granted waivers for participation.196  Dr. Halsey participated 
in the morning deliberations but recused himself after lunch due to conflicts 
not disclosed.197

Overlooking the glaring issue of conflicts of interest–if it is possible to 
overlook such significant issues–FACA’s requirement of balanced represen-
tation was not met during VRBPAC’s December 12, 1997 meeting, because 
the overwhelming majority of voting members possessed significant ties to 
the pharmaceutical industry.198  Yet, the conflict of interest problem with 
Rotashield was not limited to VRBPAC, however, as ACIP was plagued 
with problems as well. 

b.  Conflict in the CDC:  The ACIP Problem 

ACIP also experienced significant conflict of interest problems during 
the approval process for Rotashield.  To understand these conflicts, it is 
necessary to understand ACIP’s role in the drug approval process.  Because 
federal grants for childhood immunizations depend on the states’ implemen-
tation of procedures that will ensure routine vaccinations, CDC’s recom-
mended schedule for vaccination, which it publishes in the MMWR, is vir-
tually statutorily-mandated nearly everywhere in the United States.199

When CDC determines the recommended schedule’s contents, ACIP advis-
es CDC, who almost always implements ACIP’s recommendations without 
exception.200  Thus, ACIP’s recommendations end up being virtually statu-
torily-mandated in the United States.  Because of this practice, it is extreme-
ly important CDC and its committees adhere to FACA’s guidelines pertain-
ing to balance and conflicts-of-interest requirements.  Without such adhe-
rence, consumer interests are not adequately protected. 

During the Rotashield era, however, ACIP activities gave rise to con-
cerns equal to those raised by VRBPAC activities.  ACIP is comprised of 

196 Id.
197 Id. at 19. 
198 See 5 U.S.C. app. 2 § 5(b)(3) (2006). 
199 MAJORITY STAFF REPORT, supra at 103, at 22.  Compare App. A, infra (listing statutes), 

with 2009 Recommended Immunization Schedules, supra note 102.  This comparison illu-
strates that statutorily required vaccines either align closely with or defer to CDC’s recom-
mended schedule. 

200 See generally Ctrs. for Disease Control & Prev., CACIP Recommendations, available at 
http://www.cdc.gov/vaccines/pubs/ACIP-list.htm (last visited June 19, 2010) (illustrating 
that ACIP recommendations are published in CDC’s MMWR as part of the recommended 
vaccination schedule). 
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voting members, ex-officio members, and liaison representatives.201  There 
are twelve voting members, all of whom must be United States citizens, 
who are selected based upon their expertise in the immunizations field.202

The seven ex-officio members, who do not vote, are:203

1. The Deputy Director of the Division of Vaccine Injury Compensa-
tion, Bureau of Health Professions, Health Resources, and Services 
Administration; 

2. The Deputy Director for Scientific Advances of the Office for the 
Assistant Secretary of Defense; 

3. The Under Secretary for Health of the Department of Veterans Af-
fairs; 

4. The Director of the National Center for Drugs and Biologics of the 
FDA; 

5. The Medical Advisor of the Medicaid Bureau, Health Care Financ-
ing Administration; 

6. The Director of Microbiology and Infectious Diseases Program, 
NIAID, HHS; 

7. The Director of the National Vaccine Program Office, CDC.204

Finally, the sixteen non-voting liaison members are representatives of 
the following organizations:205

1. American Academy of Family Physicians; 
2. American Academy of Pediatrics; 
3. American Association of Health Plans; 
4. American College of Obstetricians and Gynecologists; 
5. American College of Physicians; 
6. American Hospital Association; 
7. American Medical Association; 
8. Association of Teachers of Preventative Medicine; 
9. Canadian National Advisory Committee on Immunization; 
10. Hospital Infection Control Practices Advisory Committee (of the 

CDC); 
11. Infectious Diseases Society of America; 
12. National Medical Association; 

201 MAJORITY STAFF REPORT, supra note 103, at 22. 
202 Id.
203 Each position may also be filled by the individual’s designee. 
204 MAJORITY STAFF REPORT, supra note 103, at 23. 
205 Id. at 24. 
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13. Pharmaceutical Research and Manufacturers of America; 
14. National Vaccine Advisory Committee; 
15. Biotechnology Industry Organization; and 
16. The Secretario de Prevencion y control de Enfermedades, Mexico. 

The role of the non-voting members is to represent, to the best extent 
possible, the views of their sponsoring organizations.206 

Each member of ACIP is an SGE and, thus, must also disclose conflicts 
of interest by filing an Office of Government Ethics (“OGE”) “Form 450” 
every year, in which members must also report their own and their spouses’ 
sources of income if above a defined threshold.207  During the House Com-
mittee’s investigation, the individuals responsible for granting waivers to 
ACIP members all admitted to giving waivers freely.208  Indeed, it seems 
that each ACIP member is given a waiver each year on the condition that he 
or she will recuse himself or herself when necessary.209  Despite the waivers 
being given freely, the House Committee discovered that members of ACIP 
were not fully disclosing their conflicts of interest: 

Dr. Marie Griffin completed each year’s form simply by referenc-
ing the previous year’s form and adding any new information.210  
Dr. Griffin listed “publicly traded stock” but did not mention which 
companies she owned stock.211 
Dr. Mary Glodé reported income from reviewing medical legal cas-
es, but she did not disclose the law firms or the clients for whom the 

  

 206 Id.  Perhaps, not coincidentally, the Association of American Physicians and Surgeons, 
which has been critical of mandatory vaccinations in light of advisory committee conflicts, 
does not have a representative on ACIP.  See Horwin, supra note 120, at 336-37. 
 207 MAJORITY STAFF REPORT, supra note 103, at 26.  A sample OGE Form 450 is available 
for download at http://www.usoge.gov/forms/form_450.aspx. 
 208 MAJORITY STAFF REPORT, supra note 103, at 26-27. 
 209 Id. at 28.  The Majority Staff stated: 

The CDC’s policy of issuing annual waivers creates an environment where people 
do not take the conflict of interest issue as seriously as they should.  This policy, in 
concert with sloppy monitoring of the completeness of the members’ financial dis-
closure statements, allows for a clubby environment where ethical concerns are 
downplayed. 

Id. 
 210 FACA: Conflicts of Interest and Vaccine Development–Preserving the Integrity of the 
Process:  Hearing Before the H. Comm. on Government Reform, 106th Cong. 141 (2000) 
[hereinafter FACA Hearing], available at http://vaccines.procon.org/sourcefiles/house_ 
conflict_interest_vaccines.pdf. 
 211 Id. 
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work was done.212  Moreover, Dr. Glodé received honoraria for at-
tendance at medical conferences but did not disclose from whom 
the honoraria came.213  Finally, Dr. Glodé was a co-principal inves-
tigator on an $84,000 grant from Chiron to study the MGNIN C 
Vaccine; however, she did not disclose that information on her 
forms.214 
Dr. Paul Offit disclosed that he was a consultant to Merck; howev-
er, he did not disclose any compensation he received for his servic-
es.215 
Dr. Richard Clover disclosed legal fees from the law firm O’Bryan, 
Brown, and Toner, but Dr. Clover did not disclose who was the 
client.216 

ACIP’s troubling activities, however, extended beyond the failure of its 
members to complete the OGE Form 450 accurately: 

Dr. John Modlin, who served as the chair of the committee, owned 
600 shares of Merck stock and served on Merck’s Immunization 
Advisory Board.217 
Dr. Paul Offit was a consultant to Merck and shared the patent for 
Merck’s rotavirus vaccine which was still under development.218  
Dr. Offit abstained from some of the votes regarding Rotashield but 
did vote “yes” three times in favor of Rotashield, including a vote 
for inclusion of Rotashield as a routine vaccination.219 
Dr. Fernando Guerra, who voted “yes” on eight different matters 
pertaining to Rotashield, held a contract with “Merck Vaccine Divi-
sion” and had received $25,000 from Merck.220  Dr. Guerra was al-
so under contract with SmithKline Beecham as a Principal Investi-
gator.221 
Dr. Marie Griffin, who was the Chair of Merck’s Endpoint Moni-
toring Committee, and whose spouse was employed by American 
Cyanamid, a subsidiary of Wyeth Lederle’s then-parent company 

  

 212 Id. 
 213 Id.; see also 5 C.F.R. § 2634.907(b)(2) (2007) (requiring reporting of honoraria). 
 214 FACA Hearing, supra note 210, at 141. 
 215 Id. 
 216 Id. 
 217 MAJORITY STAFF REPORT, supra note 103, at 29. 
 218 Id. at 30. 
 219 Id. 
 220 Id. 
 221 Id. 



2010] THIS WILL ONLY HURT FOR . . . EVER 541 

 

American Home Products, voted “yes” six times and “no” once on 
seven matters relating to Rotashield.222 
Dr. Richard Clover, who received educational grants from Merck 
and SmithKline Beecham, voted on seven different matters–“yes” 
six times and “no” once–relating to the Rotashield vaccine.223 

In addition to the conflicts disclosed by the voting members, each of the 
liaison members’ sponsoring institutions had conflict of interest issues, as 
each of these institutions received significant funding from the pharmaceut-
ical companies.224 

In addition to ACIP’s voting members receiving income from pharma-
ceutical companies, ACIP’s non-voting members with conflicts and ACIP’s 
voting members who felt that their conflicts were too great to engage in 
voting also engaged in deliberations.225  Furthermore, the working group 
meetings were held in private, which is a direct violation of FACA.226  In 
light of the blatant disregard by FDA and CDC of the federal statutes de-
signed to ensure impartiality and to protect people from unsafe vaccines, the 
possibility seems remote that these agencies, comprised of highly-conflicted 
individuals, are able to make fair decisions that are in the best interests of 
the individual children.  Hence, children and their parents need better pro-
tections. 

E. Approval of Potentially Unsafe Vaccines is not Limited to 
Rotashield 

Unfortunately, Rotashield is just one example of a potentially dangerous 
vaccine being placed in the market after approval by these highly-conflicted 
committees.  The human papillomavirus quadrivalent (“HPV”) vaccine, 
“Gardasil,” was approved by FDA on June 8, 2006 for females ages nine to 
twenty-six years.227  CDC recommends three doses of Gardasil, a vaccine 
intended to prevent the sexually transmitted HPV, for all girls eleven to 

  

 222 Id. 
 223 Id. at 31. 
 224 Id. at 32-33. 
 225 Id. at 40. 
 226 See 5 U.S.C. § 10(1)(1); MAJORITY STAFF REPORT, supra note 103, at 34. 
 227 U.S. Food & Drug Admin., Biologics Blood Vaccines, Product Approval Information 
for Gardasil June 8, 2006, http://www.fda.gov/BiologicsBloodVaccines/Vaccines/ 
ApprovedProducts/ucm094042.htm. 
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twelve years old.228  At the time of Gardasil’s approval, the conflict of inter-
est issue remained prevalent in both ACIP and VRBPAC, with seven mem-
bers of VRBPAC receiving general waivers in 2006 and four ACIP mem-
bers disclosing conflicts of interest for the record at the time of Gardasil’s 
approval.229  According to VAERS, adverse events following the HPV vac-
cination were, as of December 24, 2009, reported as follows:230 

Death: 
o 0 people in 2006 
o 12 people in 2007 
o 19 people in 2008 
o 16 people through December 24, 2009 

Life-Threatening Injuries: 
o 5 people in 2006 
o 88 people in 2007 
o 72 people in 2008 
o 95 people through December 24, 2009 

Permanent Disabilities: 
o 6 people in 2006 
o 113 people in 2007 
o 152 people in 2008 
o 153 people through December 24, 2009 

  

 228 CTRS. FOR DISEASE CONTROL & PREV., QUADRIVALENT HUMAN PAPILLOMAVIRUS 

VACCINE:  RECOMMENDATIONS OF THE ADVISORY COMMITTEE ON IMMUNIZATION PRACTICES, 
(56 MMWR RR-2, Mar. 23, 2007), available at http://www.cdc.gov/mmwr/PDF/ 
rr/rr5602.pdf. 
 229 See U.S. FOOD & DRUG ADMIN., ADVISORY COMMITTEES:  NATURE AND BASIS 

STATEMENTS OF CONFLICT(S) OF INTEREST FOR VOTING MEMBERS OF FDA ADVISORY 

COMMITTEE MEMBERS, VACCINES AND RELATED BIOLOGICAL PRODUCTS ADVISORY 

COMMITTEE, May 19, 2006, http://www.fda.gov/ohrms/dockets/ac/06/waivers/2006-4223w-
index.htm; see generally CTRS. FOR DISEASE CONTROL & PREV., NAT’L IMMUNIZATION PROG., 
ADVISORY COMM. ON IMMUNIZATION PRACTICES, RECORD OF THE PROCEEDINGS, June 29-30, 
2006, available at http://www.cdc.gov/vaccines/recs/acip/downloads/min-archive/min-
jun06.pdf. 
 230 Ctrs. for Disease Control & Prev., Vaccine Adverse Event Reporting System, CDC 
WONDER On-line Database, http://wonder.cdc.gov/vaers.html (using the following parame-
ters: Group By=Year Reported & Event Category; Age=All; Date Reported=All; Date Vac-
cinated=All; Gender=All; Manufacturers=All; Onset Interval=All; Primary Re-
ports=Primary; Recovered=All; Serious=All; State/Territory=The United States, Territories, 
and Unknown; Symptoms=All; Vaccine Products=HPV; VAERS ID=All; Event Catego-
ry=All). 
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Hospitalization (including prolonged and emergency room visits): 
o 290 people in 2006 
o 3418 people in 2007 
o 2672 people in 2008 
o 1429 people through December 24, 2009 

These mostly increasing numbers potentially indicate that VRBPAC 
and ACIP members’ and other participants’ conflicts of interests may be 
impacting the decision-making abilities of those committees, leaving indi-
viduals to suffer and sacrificing their health for committee members’ profit.  
Consequently, understanding why individual parents might choose to not 
vaccinate their children, thus putting their children’s small chance of con-
tracting a vaccine-preventable disease ahead of the community’s possibly 
smaller chance of diminished herd immunity, is not difficult to under-
stand.231 

F. The Government has Removed Individuals’ Abilities to Pursue 
Traditional Methods of Redress 

Government agencies, especially CDC and FDA, are aware of the po-
tential dangers of vaccinations.232  CDC and FDA maintain VAERS,233 a 
“post-marketing safety surveillance program [which] collect[s] information 
about adverse events (possible side effects) that occur after the administra-
tion of vaccines licensed for use in the United States.”234  Despite this re-
porting system, the government must be aware of the systems inability to 
report all of the dangers vaccines present, because the government-run Vac-
cine Injury Compensation Program (“VICP”) and VAERS both maintain 
lists of specific vaccines and specific injuries for which compensation (for 
VICP) or reporting (for VAERS) are unavailable. 

The passage and implementation of NCVIA in 1986 further evidences 
government agencies’ knowledge of the danger posed by vaccines.235  
NCVIA created VICP236 on October 1, 1988 to “ensure an adequate supply 

  

 231 See GOSTIN, supra note 32, at 377-78. 
 232 PINKBOOK, supra note 76. 
 233 See 21 C.F.R. § 600.80(f) (2009); see also 42 U.S.C. § 300aa-25(b) (2006). 
 234 U.S. Dep’t of Health & Human Servs., Vaccine Adverse Event Reporting System, 
http://vaers.hhs.gov/index; see also 42 U.S.C. § 300aa-25(b) (2006). 
 235 National Childhood Vaccine Injury Act of 1986, Pub. L. No. 99-660, tit. III, § 311(a), 
100 Stat. 3756 (codified as amended at 42 U.S.C. §§ 300aa-1 to -33 (2006)). 
 236 Id. § 311(a), 100 Stat. at 3758 (codified as amended at 42 U.S.C. §§ 300aa-10 to -33 
(2006)) (establishing National Vaccine Injury Compensation Program). 
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of vaccines, stabilize vaccine costs, and establish and maintain an accessible 
and efficient forum for individuals found to be injured by certain vac-
cines.”237  The establishment of VICP was in response to a late-1980s scare 
over injuries sustained from DTP vaccine wherein a few plaintiffs were 
given large settlements, the threat of civil liability prompted many pharma-
ceuticals companies to stop manufacturing DTP vaccines, and government 
officials feared for the loss of mass inoculations and the resulting loss of 
herd immunity.238

Aside from the benefits to manufacturers, however, VICP also attempts 
to assist injured parties as a “no-fault alternative to the traditional tort sys-
tem for resolving vaccine injury claims”239–much like state workers’ com-
pensation programs–by quickly compensating at least some of the in-
jured.240  For example, a petitioner for compensation has the benefit of a 
presumption that the vaccine caused her injury241 if it is listed on the “Vac-
cine Injury Table” in the statute.242  This presumption relieves the injured 
party of one of the most expensive and difficult matters to prove in a tort 
action–causation.243  The program also awards pre-determined amounts to 
petitioners based on factors such as age, type of injury, and type of vac-
cine.244  This award system eliminates the need for extensive evidence con-
cerning damages.  Finally, another significant benefit for an injured party is 
the statute’s award of attorney fees even if the petitioner loses.245

Although in theory VICP facilitates recovery, in practice the Act has se-
rious disadvantages to injured parties.  For example, the process actually is 
quite slow–the special masters who make awards have immense discretion, 
which is difficult to control on appeal; and, the Act’s discretionary nature 
makes administration very arbitrary.246  Furthermore, the statute of limita-

237 U.S. Dep’t of Health & Human Servs., National Vaccine Injury Compensation Program 
(VICP):  About VICP (2009), http://www.hrsa.gov/vaccinecompensation/. 

238 See, e.g., Stotts v. Sec’y of Dep’t of Health & Human Servs., 23 Cl. Ct. 352, 358 
(1991); Grey, supra note 87, at 667 (the Act “encourages the pharmaceutical industry to 
remain in the vaccination market by ensuring government compensation to individuals who 
may become ill as a result of a vaccination”). 

239 National Vaccine Injury Compensation Program, supra note 237. 
240 See generally Grey, supra note 87, at 697-10. 
241 42 U.S.C. § 300aa-13(a)(1)(B). 
242 Id. § 300aa-11(c)(1) (limiting recovery to injuries listed in Vaccine Injury Table, 42 

U.S.C. § 300aa-14). 
243 Grey, supra note 87, at 700 n.189. 
244 42 U.S.C. § 300aa-15. 
245 Id. § 300aa-15(e).  Given the damage awards cap of $250,000, attorneys would other-

wise be unlikely to take vaccine injury cases.  See Grey, supra note 87, at 701 n.190. 
246 See generally Grey, supra note 87, at 701-04. 
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tions is too short, which bars too many claims because neither the discovery 
rule nor equitable tolling applies.247  NCVIA also bars an additional recov-
ery medium for plaintiffs by eliminating a simultaneous state court case 
against the doctor who administered the vaccine.248

VICP also limits the types of injuries for which a recovery is available.  
VICP provides compensation for injuries sustained only from certain vac-
cines, specifically excluding from causal presumption such required vac-
cines as Hib, varicella, and rotavirus.249  Thus, a victim who wishes to file a 
VICP claim must prove a causal link between the vaccine he received and 
the injury he sustained, unless the injury appears on the Vaccine Injury Ta-
ble,250 which is so limited that it fails to cover many plausible and now-
established injuries.251  If an injury is not listed for the vaccine or did not 
occur during the timeframe referenced on the Table, the victim must prove, 
by a preponderance of the evidence, that the injury was a result of the vac-
cine252–the same standard as a tort action.  If the victim can prove the vac-
cine caused his injury, another problem exists because the “special master,” 
who makes the award lacks legal guidance for making an award.253  If the 
victim cannot prove the vaccine caused his injury, his claim will be denied, 
and he will receive compensation through the VICP.254

The VICP also fails to achieve the regulatory goals of the traditional tort 
system because by decreasing a manufacturer’s financial risk of a large 
damage award, it offers little motivation for pharmaceutical companies to 
ensure their vaccines are safe.  Compensation provided by the VICP is 
capped at $250,000 for pain and suffering, plus additional compensation for 
medical and other related expenses as well as lost future income.255  Fur-
thermore, the pharmaceutical manufacturer does not pay the award because 
taxpayers pay it through the Vaccine Injury Compensation Trust Fund.256  If 
the victim does eventually end up in civil litigation, the Act bars claims 

247 See Leonard D. Pertnoy, A Child’s View of Recovery Under the National Childhood 
Vaccine Act or “He Who Hesitates Is Lost,” 59 MONT. L. REV. 275, 276-78 (1998). 

248 42 U.S.C. § 300aa-11(a)(2) (2006). 
249 U.S. DEP’T OF HEALTH & HUMAN SERVS., HEALTH RES. & SERVS. ADMIN., VACCINE 

INJURY TABLE, http://www.hrsa.gov/vaccinecompensation/table.htm (last visited June 24, 
2009). 

250 42 U.S.C. §§ 300aa-14. 
251 See Grey, supra note 87, at 702-03. 
252 42 U.S.C. § 300aa-13(a)(1)(A)-(B) (read in light of 42 U.S.C. § 300aa-11(c)). 
253 See Grey, supra note 87, at 703. 
254 42 U.S.C. § 300aa-13(a). 
255 See generally id. § 300aa-15. 
256 Id. § 300aa-15(i)(2) (authorizing payment of awards by Vaccine Injury Compensation 

Trust Fund, 26 U.S.C. § 9510 (2006)), (j) (authorizing funding for awards indefinitely). 
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based on the manufacturer’s failure to warn the ultimate user.257  Even 
worse for injured parties and the regulatory purposes of litigation is a recent 
decision from the U.S. Court of Appeals for the Third Circuit holding that 
VICP preempts all vaccine design defect cases based on Congress’s intent 
to shield vaccine manufacturers from liability.258

VICP is intended as an alternative to the traditional tort system; but, it 
should not be the only system of redress available to those injured by vac-
cines.  Nevertheless, the NCVIA practically precludes private redress for 
vaccine injuries: 

(2)(A) No person may bring a civil action for damages in an 
amount greater than $1,000 or in an unspecified amount 
against a vaccine administrator or manufacturer in a State 
or Federal court for damages arising from a vaccine-related 
injury or death . . . and no such court may award damages 
in an amount greater than $1,000 in a civil action for dam-
ages for such a vaccine-related injury or death unless a peti-
tion has been filed . . . for compensation under the Program 
for such injury or death and– 

(i)(I) the United States Court of Federal Claims has issued a 
judgment . . . on such petition, and 

(II) such person elects under section 300aa-21(a) of this 
title to file such an action, or 

257 42 U.S.C. 300aa-22(c).  This provision is a serious blow to victims because warning 
defect claims are among the easiest and least expensive to prove.  DAVID G. OWEN, JOHN E.
MONTGOMERY & MARY J. DAVIS, PRODUCTS LIABILITY AND SAFETY: CASES AND MATERIALS

300 (5th ed. 2007). 
258 Bruesewitz v. Wyeth, Inc., 561 F.3d 233, 251 (3d Cir. 2009) (construing 42 U.S.C. 

300aa-22(b)), cert. granted, 130 S. Ct. 1734 (Mar. 8, 2010).  The Third Circuit upheld the 
reasoning of the trial court based on the purposes of the NCVIA, which the trial court de-
scribed as follows: 

First, it stated that a case-by-case consideration of whether a vaccine was unavoid-
ably safe would not protect vaccine manufacturers from suit.  Second, it reasoned 
that Congress passed the Vaccine Act to ‘provide an umbrella under which manu-
facturers would improve the safety of their products while remaining immune from 
design defect claims.’  Third, the Court found that Congress achieved an appropri-
ate balance by offsetting the effect of the preemption of design defect claims with 
creation of a compensation program for individuals injured by vaccines. 

Id. at 238, 251-52; see generally Nitin Shah, Note, When Injury is Unavailable:  The Vaccine 
Act’s Limited Preemption of Design Defect Claims, 96 VA. L. REV. 199 (2010). 
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(ii) such person elects to withdraw such petition [for the 
special master’s delay in making a decision] . . . or such pe-
tition is considered withdrawn under such section.259

The bottom line is that, to file a civil action, a victim must either take 
his petition to judgment in the Court of Federal Claims through VICP or 
withdraw his petition after what may become interminable delays.260

The NCVIA also contains numerous disincentives to tort litigation.  If 
VICP action produces a judgment for the victim, the victim must elect not 
to receive his compensation in order to file a tort action.261  The statute then 
imposes daunting doctrinal disadvantages on the victim compared to other 
pharmaceutical product liability plaintiffs: 

Among these restrictive measures applicable under the 
NCVIA to all civil actions undertaken after its effective 
date, and recognized as such by the courts, are a statutory 
presumption of due care in manufacturing and packaging; 
prohibitions of liability based on any failure to warn the ul-
timate user of the product in question or on unavoidable 
side effects of an inherently dangerous product (strict tort 
liability); and a provision that no matter of pleading, evi-
dence, or law developed in compensation proceedings un-
der the NCVIA should be admissible in subsequent civil ac-
tions, thus making irrelevant in such proceedings any pre-
sumptions of causation arising out of the Vaccine Injury 
Table.262

Particularly devastating is the loss of failure-to-warn claims because 
even claims that would be barred because the vaccine was unavoidably un-
safe may often be saved under the common law if the vaccine was “accom-

259 Id. § 300aa-11(2)(A) (referencing § 300aa-21(a)).  Withdrawal of a petition may occur 
if the special master fails to make a decision in 240 days, id. at § 300aa-21(b), but that period 
does not include “suspensions” in the proceedings that the special master may grant if “rea-
sonable,” id. § 300aa-12(c)(3)(C), or that the chief special master may grant if “the number 
of filings and resultant workload place an undue burden on the parties or the special master.”  
Id. § 300aa-12(c)(3)(D). 

260 See id. § 300aa-11(2)(A); see also Russell G. Donaldson, Annotation, Construction and 
Application of the National Childhood Vaccine Injury Act (42 U.S.C.A. §§ 300aa et seq), 129 
A.L.R. Fed. 1, § 2[b] (1996 & Supp.). 

261 42 U.S.C. §§ 300aa-11(2)(A) (referencing § 300aa-21(a)).  Few elite plaintiffs’ personal 
injury attorneys would accept many cases that did not produce an award under the Program’s 
more generous burdens of proof. 

262 Donaldson, supra note 260. 
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panied by proper directions and warnings.”263  Moreover, warning claims 
are often “much easier (and less expensive)” to prove than design defects.264

Worse yet, Congress effectively took away private redress against the 
manufacturers of ingredients in vaccines when it passed the Homeland Se-
curity Act (“HSA”) in 2002.265  The Act expands the definition of “manu-
facturer” of a vaccine to include companies that manufacture components or 
ingredients of the vaccine, whether they distribute vaccines under that com-
pany’s label or not.266  The HSA also specified that ingredients and compo-
nents of vaccines are not to be excluded from the definition of vaccines.267

Thus, parents of injured children are effectively precluded from bringing a 
civil suit against the manufacturer of the suspect vaccine, its ingredients, 
and/or its components. 

Both NCVIA and the HSA, in protecting the pharmaceutical companies 
against tort claims by vaccine-injured individuals, essentially violate the 
foundations of modern products liability in the United States.  But, two im-
portant purposes of strict liability are improving product safety and shifting 
the risk of product defect to the manufacturer.268  In the landmark case Es-
cola v. Coca-Cola Bottling Co., Justice Traynor wrote in his concurrence 
that it should be recognized that a manufacturer “incurs an absolute liability 
when an article that he has placed on the market, knowing that it is to be 
used without inspection, proves to have a defect that causes injury to human 
beings.”269  Traynor continued, “public policy demands that responsibility 
be fixed wherever it will most effectively reduce the hazards to life and 
health inherent in defective products that reach the market.”270  When Jus-
tice Traynor’s reasoning became the majority view in Greenman v. Yuba 
Power Products, Inc., he added that “[t]he purpose of such liability is to 

263 See RESTATEMENT (SECOND) OF TORTS § 402A cmt. k (1965).  An example of an un-
avoidably dangerous drug to which this principle applies would be the rabies vaccine, “which 
not uncommonly leads to very serious and damaging consequences when it is injected.  Since 
the disease itself invariably leads to a dreadful death, both the marketing and use of the vac-
cine are fully justified, notwithstanding the unavoidable high degree of risk which they in-
volve.”  Id.  Retaining the warning claim, therefore, is extremely important to recover on 
some vaccine injuries.  See also 42 U.S.C. § 22(b) (2006). 

264 OWEN, ET AL., supra note 257, at 300. 
265 Pub. L. No. 107-296, §§ 1714-1717, 116 Stat. 2135 (2002) (codified at 42 U.S.C. § 

300aa-33 (2006)). 
266 Id. § 1714 (codified at 42 U.S.C. § 300aa-33(3)). 
267 Id. § 1716 (codified at 42 U.S.C. § 300aa-33(7)). 
268 See OWEN & MADDEN, supra note 81, § 5:4. 
269 Escola v. Coca-Cola Bottling Co., 150 P.2d 436, 440 (Cal. 1944) (Traynor, J. concur-

ring). 
270 Id. at 462. 
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insure that the costs of injuries resulting from defective products are borne 
by the manufacturers that put such products on the market rather than by the 
injured persons who are powerless to protect themselves.”271  This view is 
where NCVIA and the HSA fail:  it is the individual who has been force-
vaccinated and then denied redress for injuries sustained as a result of that 
vaccination, and it is the individual who is most powerless to protect him-
self. 

V. ANALYSIS

A. Framework for Analysis 

Under Glucksberg’s substantive due process analysis, the first step is to 
determine whether refusing to vaccinate children is a fundamental right that 
is deeply rooted in this nation’s history and tradition and implicit in the con-
cept of ordered liberty.272  The right to refuse to vaccinate children stems 
from the longstanding common law protection for an individual’s bodily 
integrity.  As the Cruzan court pointed out, “[a]t common law, even the 
touching of one person by another without consent and without legal justifi-
cation was a battery.”273  Furthermore, “[n]o right is held more sacred, or is 
more carefully guarded, by the common law, than the right of every indi-
vidual to the possession and control of his own person, free from all re-
straint or interference of others, unless by clear and unquestionable authori-
ty of law.”274  The informed consent doctrine emanates from this common 
law right of bodily integrity and, as Cruzan highlighted:  “The informed 
consent doctrine . . . has become firmly entrenched in American tort law.”275

The first prong of the Glucksberg analysis is, therefore, satisfied.  The 
notion of bodily integrity, and with it informed consent and the right to 
refuse unwanted medical treatment, is deeply rooted in this nation’s history 
and tradition and implicit in the concept of ordered liberty.  The second 
prong of Glucksberg–carefully describing the asserted fundamental liberty 
interest–is also satisfied because the interest can be carefully described as 
follows:  the interest of parents to make medical decisions on behalf of their 
children, and specifically, refusing unwanted vaccines for their minor child-
ren.276

271 Greenman v. Yuba Power Prods., Inc., 377 P.2d 897, 901 (Cal. 1963). 
272 Washington v. Glucksberg, 521 U.S. 702, 703, 721 (1997). 
273 Cruzan v. Dir. Mo. Dep’t of Health, 497 U.S. 261, 265-66 (1990). 
274 Union Pac. Ry. Co. v. Botsford, 141 U.S. 250, 251 (1891). 
275 Cruzan, 497 U.S. at 269, 271. 
276 Id. at 269. 



550 PHOENIX LAW REVIEW [Vol. 3:509 

With the two Glucksberg prongs satisfied, the right of parents to make 
medical decisions for their minor children would be deemed a fundamental 
right.  Once deemed a fundamental right, the constitutionality of any bur-
dens on such a right is then analyzed according to “strict scrutiny” analy-
sis.277

B. Strict Scrutiny Analysis 

1.  A Compelling State Interest:  Controlling Disease 

States have compelling interests in controlling the spread of communic-
able diseases and protecting those who are medically unable to be vacci-
nated from contracting diseases.278  Legislation is not appropriate, however, 
when the states’ interest in controlling communicable diseases does not 
outweigh the competing compelling interest in controlling injury and death 
caused by vaccines.279  In its “Pink Book,” CDC acknowledges the number 
of adverse reactions to vaccinations reported annually, approximately 
15,000, is significantly greater than the annual number of reported diseas-
es.280  Moreover, some of the government-mandated vaccines protect 
against diseases that have been either completely or nearly eradicated in the 
United States such as polio, rubella, Hib, and pertussis.281  Despite these 
facts, most parents would still most likely choose vaccination for their 
children considering the number of parents seeking to take advantage of 
state exemptions is very small.282  Accordingly, the state’s interest cannot be 
said to be truly compelling if herd immunity will still protect virtually all of 
the children, which it now protects.

277 NOWAK & ROTUNDA, supra note 9, §11.5 at 460. 
278 See supra Part III.B. 
279 Cf. GOSTIN, supra note 32, at 377 (“Perceptions differ sharply depending on whether the 

risk of vaccination is viewed from an individualistic or societal perspective.”). 
280 PINKBOOK, supra note 76. 
281 What Would Happen If, supra note 55. 
282 See GOSTIN, supra note 32, at 376, 380 (noting that “the rate of complete immunization 

of school-age children in the United States” is more than ninety-five percent); Jacob 
Goldstein, Childhood Vaccination Rates Remain High Despite Worries, WALL ST. J. HEALTH 

BLOG, available at http://blogs.wsj.com/health/2008/09/04/childhood-vaccination-rates-
remain-high-despite-worries/ (noting that despite increased “hullabaloo” over vaccine risks, 
the rate of vaccinations remains high and unchanged). 



2010] THIS WILL ONLY HURT FOR . . . EVER 551

2.  Legislation Must be Narrowly Tailored 

Currently, state mandatory vaccination laws and the federal compensa-
tion programs are overbroad in their purpose of preventing the spread of 
communicable diseases.  Every state, plus the District of Columbia, requires 
vaccinations for every child to attend school.283  While most states provide 
for exemptions based on medical, religious, or philosophical grounds, those 
exemptions are ineffective for many families.284  Coupled with the federal 
limitations on redress for the very injuries the parent may be trying to avoid 
via exemptions, mandatory vaccination laws are too restrictive; the states 
and federal government should be able to achieve their goals of public 
health via legislation that is far less intrusive. 

a.  Overbroad Legislation Can Lead to Unintended Conse-
quences 

The statutes and administrative codes in every state provide that child-
ren may not attend school unless they have been given the minimum num-
ber of doses of the specified vaccines by the specified ages.285  Consequent-
ly, under-vaccinated children who have not received waivers are forbidden 
from attending school until their vaccinations are “current.”286  Thus, under-
vaccinated children can quickly become under-educated children as well. 

Children in some states have already suffered educational deprivation as 
a result of overbroad vaccine laws.287  For example, in Maryland in 2007, as 
many as 2,300 children from kindergarten through high school were forbid-
den from attending school until they received chickenpox and hepatitis B 
vaccines, which had been added to the state’s required list a year earlier.288

Some of the children missed more than a month of school before Judge 

283 See infra App. A (listing statutes). 
284 See supra Part III.A. 
285 In some states, private schools are included in the legislation requiring vaccination prior 

to school enrollment.  See generally infra App. A. 
286 The Supreme Court held in Goss v. Lopez, 419 U.S. 565, 574 (1975), that students have 

a property interest in their educations.  Because students have a property interest in their 
educations, they may not be deprived of education without due process of law.  Id.  Thus, 
denial of enrollment of a student because of that student’s status as under-immunized may 
also constitute a procedural due process violation.  Procedural due process is beyond the 
scope of this article and mentioned only to bring the issue to the reader’s attention. 

287 Cf., e.g., Maricopa Co. Health Dep’t v. Harmon, 750 P.2d 1364, 1370 (Ariz. Ct. App. 
1987) (exclusion of children from school in absence of at least one confirmed case of 
measles in their school did not violate right to public education under Arizona Constitution). 

288 Good Morning America, Md. Officials:  Vaccinate Your Kids or Face Jail, ABC NEWS,
Nov. 17, 2007, http://abcnews.go.com/GMA/WaterCooler/Story?id=3880578&page=1. 
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Phillip Nichols ordered the parents to show up with their under-vaccinated 
children at court where nurses would be available to administer the required 
vaccines.289  Prince George’s County state’s attorney Glenn Ivey com-
mented that, “if parents continue to be recalcitrant [by not showing up at 
court for the vaccines], they face up to ten days in jail and a $50 a day 
fine.”290  Though Ivey’s comment was prefaced with the assertion that the 
goal was to get kids “in school” and not to send parents to jail, the ends did 
not seem to justify the means in a state that purports to allow exemptions for 
both medical and religious reasons.291  Worse yet, Judge Nichols stated that 
children “have to have these inoculations to go to school,” and infectious 
disease expert Dr. William Schaffner of Vanderbilt University School of 
Medicine applauded the vaccination efforts and described the court action 
as “grabbing the parents by the collars and saying, ‘you must vaccinate your 
children.’”292

b.  Narrowly Tailored Vaccine Legislation is Possible 

Legislation that is narrowly tailored to achieve the states’ interest in 
controlling the spread of serious communicable diseases is possible.  One 
way the legislation could be more narrowly tailored would be to stop man-
dating vaccines for school attendance and instead require schools to provide 
parents with information about the benefits of vaccinating their children.  
Many parents, given the choice, would still vaccinate their children, so the 
states’ interests would be met without infringing on the rights of those par-
ents who do not wish to vaccinate their children.293

A second way the legislation could be more narrowly tailored would be 
to reduce the number of vaccines that are required.  For example, the re-
quired class could be limited to those diseases that are still highly prevalent 
in society, or those diseases which are extremely contagious.  Other vacci-
nations could be placed on an “optional” or “recommended but not re-
quired” list, giving the parents their right to choose. 

According to CDC, polio has been eradicated in the Western hemis-
phere.294  Thus, it would be an excellent candidate for a “recommended but 
not required” list.  Since polio is an extremely serious disease, many parents 
would probably still choose to vaccinate their children against polio; thus, 

289 Id.
290 Id.
291 Id.
292 Id.
293 Goldstein, supra note 282. 
294 What Would Happen If, supra note 55. 
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placing polio on a list of vaccines that are optional would protect the par-
ents’ rights while furthering the states’ interests. 

In contrast to polio, prior to 1995 almost every person in the United 
States had contracted chicken pox by adulthood.295  But, with an annual 
estimation of four million cases of chicken pox and only 100 deaths, chick-
en pox should also not be a required vaccine.  As with polio, it is likely that 
most parents would still choose to vaccinate their children against chicken 
pox, so the legislative change would still protect the states’ compelling in-
terests while not infringing on parents’ constitutional rights.  Thus, a nar-
rowly tailored law that defines classes of necessary versus optional vaccines 
would better protect parents’ fundamental rights while furthering the states’ 
interest in protecting public health. 

VI. CONCLUSION

Current laws in the United States require parents in all fifty states and in 
the District of Columbia to have their children vaccinated against a plethora 
of diseases based on a statutorily provided list.  These laws are unconstitu-
tional because parents have a fundamental right to make medical decisions 
for their children.  These laws do not pass the strict scrutiny test because 
they are not necessary to achieve a compelling government interest and they 
are not narrowly tailored to achieve that interest. 

This problem is compounded by the fact that the drug manufacturers are 
also the key, and sometimes the sole, players in the government agencies 
that are charged with ensuring the safety of vaccines.  The situation is wor-
sened by the fact that parents of children who are injured by the vaccines 
are left with no redress against the pharmaceutical companies296 and no re-
dress against physicians.297

The laws could easily be made constitutional by limiting required vac-
cines and by requiring schools to provide information about the benefits of 
vaccinations so that parents could make their own decisions regarding vac-
cinating their children.  Alternatively, certain vaccines could be “optional” 
while others remain required (subject to exemption statutes).  Allowing par-
ents the freedom to choose whether to vaccinate their children would still 
further the government’s interest in controlling serious communicable dis-

295 Id.
296 See discussion of the National Children Vaccine Injury Act of 1986 and the Homeland 

Security Act of 2002, supra Part IV.F. 
297 This is due to informed consent waivers of the National Children Vaccine Injury Act 

and the Homeland Security Act.  See supra Part IV.F. 
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eases without invading parents’ constitutional rights to make medical deci-
sions for their children. 

Thus, current vaccine legislation is unconstitutional and reform is im-
perative to bring legislation in compliance with the Constitution. 
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APPENDIX A: STATE BY STATE VACCINATION STATUTES

ALABAMA 

Children in Alabama may not enter public school unless they have re-
ceived four doses of diphtheria, tetanus, and pertussis vaccine; four doses of 
polio vaccine; enough vaccine to provide complete immunization against 
mumps and rubella; two doses of measles vaccine; and one dose of varicella 
vaccine.  ALA. ADMIN. CODE r. 420-6-1-.03(1) (2006).  Alabama parents 
must either present a Certificate of Immunization to the school or personally 
submit a written objection to the vaccine requirements to the County Health 
Department so long as the objection is based on either religious or medical 
grounds; and, if based on medical grounds, a licensed physician must pro-
vide medical exemption information.  ALA. ADMIN. CODE r. 420-6-1-.02 
(2006).  The County Health Department may then issue a Certificate of Re-
ligious Exemption or Certificate of Medical Exemption to the objecting 
parents, which may be presented to the school in lieu of a Certificate of 
Immunization.  ALA. ADMIN. CODE r. 420-6-1-.02 (2006). 

ALASKA 

In Alaska, children may not attend any school, whether public or pri-
vate, unless they have been “immunized” against diphtheria, tetanus, polio, 
pertussis, measles, rubella, mumps, hepatitis A, and hepatitis B.  ALASKA 

ADMIN. CODE tit. 4, § 06.055(a) (2009).  Alaskan children are given a nine-
ty day grace period for attendance in school without proof of immunization 
if they live in an area that does not have medical care available on a weekly 
basis.  ALASKA ADMIN. CODE tit. 4, § 06.055(c) (2009).  Additionally, a 
child may be exempt from the immunization requirement if his parents pro-
vide either a signed affidavit stating that the vaccine conflicts with the 
child’s religion or a signed statement from the child’s health care provider 
that the vaccine would, in the professional opinion of the health care pro-
vider, be injurious to the health of the child or to members of the child’s 
family.  ALASKA ADMIN. CODE tit. 4, § 06.055(b) (2009).  Alaskan School 
districts are required to exclude children from school who have not com-
plied with immunization requirements.  ALASKA ADMIN. CODE tit. 4, § 
06.055(f) (2009). 

ARIZONA 

Children in Arizona may not attend school unless they have been vacci-
nated against diphtheria, tetanus, hepatitis A, hepatitis B, pertussis, poli-
omyelitis, measles, mumps, rubella, Haemophilus influenzae type b, and 
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varicella.  ARIZ. ADMIN. CODE § R9-6-702(1) (2009).  Arizona provides 
statutory civil immunity for schools and school employees who require im-
munization of children in compliance with the state statutes and administra-
tive code.  ARIZ. REV. STAT. ANN. § 15-872(I) (2009).  Anticipation of civil 
liability due to forced vaccinations should always be a giant, flashing red 
flag to the “enforcer” to expect that there could be consequences for which 
the “enforcee” might expect the “enforcer” to be held accountable.  Arizona 
provides exemptions for a child whose parent states in writing that vaccina-
tions are against her personal philosophy, are in conflict with her religion, 
or may be detrimental to the child’s health.  ARIZ. REV. STAT. ANN. § 15-
873(A) (2009).  Children who are enrolled in school under an exemption to 
the immunization requirement, however, are still excluded from school dur-
ing times in which the Department of Health declares an outbreak of the 
disease for which the child has been exempted.  ARIZ. REV. STAT. ANN. §
15-873(C) (2009).  Via this exception to the immunization exception, un-
vaccinated children may be denied a free, public education at the whim of 
the Department of Health. 

ARKANSAS 

In Arkansas, no child may attend school, whether public or private, un-
less he has been immunized against poliomyelitis, diphtheria, tetanus, per-
tussis, red measles, rubella, and “other diseases as designated by the State 
Board of Health” and provides proof of immunization from a licensed phy-
sician.  ARK. CODE ANN. § 6-18-702(a) (2009).  Arkansas will exempt 
children whose parents provide written, notarized proof of medical, reli-
gious, or philosophical objections to vaccinations.  ARK. CODE ANN. § 6-
18-702(d)(4)(C) (2009).  Arkansas also provides an automatic exemption to 
the pertussis vaccine requirement for any child who has a sibling who had 
an adverse reaction to the pertussis antigen.  ARK. CODE ANN. § 6-18-
207(d)(5) (2009).  An automatic exemption for any such child should serve 
as a large, yellow warning sticker for the parents of all other children:  the 
pertussis vaccine may be dangerous! 

CALIFORNIA 

In California, the county office of education or the governing board of 
the school district of attendance can exclude from school those students who 
have not been vaccinated against diphtheria, hepatitis B, Haemophilus in-
fluenzae type b, measles, mumps, pertussis, poliomyelitis, rubella, tetanus, 
varicella, and any other disease for which the CDC recommends vaccina-
tion.  CAL. EDUC. CODE § 48216 (West 2009); CAL. HEALTH & SAFETY 

CODE § 120325 (West 2009).  Parents, however, may file with the govern-
ing authority a written statement indicating that vaccinations violate the 
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caregiver’s personal beliefs or indicating that vaccinations are medically 
contraindicated for the child so long as a licensed physician makes such an 
assertion.  CAL. CODE REGS. tit. 17, § 6051 (2009).  The governing authori-
ty may choose to exclude from school any child who is “not completely 
immunized” and deemed by the public health officer to have been potential-
ly exposed to the disease for which he is not immunized.  CAL. CODE REGS.
tit. 17, § 6051 (2009). 

COLORADO 

Children in Colorado may not attend school unless they have been vac-
cinated in accordance with the state board of health’s recommendations.  
COLO. REV. STAT. § 25-4-902(1) (2009).  If a student’s vaccinations are not 
up-to-date, the student’s caregiver has two weeks to submit to the school a 
plan for bringing the immunizations up-to-date.  COLO. REV. STAT. § 25-4-
902(2) (2009).  If the student fails to comply with the written plan, he may 
be suspended or expelled from the school.  COLO. REV. STAT. § 25-4-902(2) 
(2009).  Once again, lack of vaccination may lead to the denial of a free, 
public education.  Students in Colorado may be exempted from the vaccina-
tion requirements if the caregiver presents to the school either a certification 
from a licensed physician that vaccinations are medically contraindicated 
for that student or a statement that vaccinations violate either the personal or 
religious beliefs of the student or his caregiver.  COLO. REV. STAT. § 25-4-
903(2) (2009). 

CONNECTICUT 

In Connecticut, children may not enroll in any program operated by any 
school, whether public or private, without first providing proof of “adequate 
immunization” against diphtheria, pertussis, tetanus, poliomyelitis, measles, 
mumps, rubella, Hemophilus influenzae type b, and any other vaccine re-
quired by the state’s schedule for active immunization.  CONN. GEN. STAT.
§ 10-204a(a) (2009).  Children may obtain an exemption from the vaccina-
tion requirement if they present either a statement from a physician indicat-
ing the vaccinations are medically contraindicated for the children or a 
statement from their caregiver indicating that vaccinations are contrary to 
the children’s religious beliefs.  CONN. GEN. STAT. § 10-204(a)(2)-(3) 
(2009). 

DELAWARE

In Delaware, all children entering school must have received four or 
more doses of diphtheria, tetanus, and pertussis; three or more doses of ei-
ther inactivated polio virus, oral polio virus, or a combination of the vac-
cines; two doses of measles, mumps, and rubella; three doses of Hepatitis B; 
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and two doses of varicella.  14-800-804 DEL. ADMIN. CODE 804 § 2.1 
(2007).  A child may receive an exemption from vaccination requirements 
upon filing a written statement from a licensed physician indicating that 
there is reasonable certainty of a detrimental reaction to the child, or upon 
filing a notarized affidavit, as specified in the statute, which states that the 
religious beliefs of the parent or legal guardian cause her to request an ex-
emption on behalf of the child.  DEL. CODE ANN. tit. 14, § 131(a)(5)-(6) 
(2009). 

DISTRICT OF COLUMBIA 

In the District of Columbia, no child shall be admitted to any school, 
whether public, private, or parochial, unless he has been vaccinated pur-
suant to the vaccines list developed and revised by the Mayor of the District 
of Columbia.  D.C. CODE §§ 38-501(5), -502, -503 (2009).  A certification 
of immunization is not required for a student if either the “responsible per-
son” objects, on the basis of religious beliefs, in good faith and in writing to 
the school’s chief official, or a private physician certifies that immunization 
would be medically inadvisable.  D.C. CODE § 38-506 (2009). 

FLORIDA 

In Florida, children entering any public or private school must provide 
proof of immunization against diphtheria, tetanus, pertussis, poliomyelitis, 
measles, rubella, mumps, varicella, and hepatitis B.  FL. ADMIN. CODE § 
64D-3.046(1)(b)(2) (2009).  Any child in Florida, however, is exempt from 
the vaccination requirements if the parent of the child objects in writing on 
the basis of religious beliefs or a licensed physician files the appropriate 
form certifying that vaccines are medically contraindicated for the child.  
FLA. STAT. § 1003.22(5)(a)-(b) (2009).  Florida also provides civil immuni-
ty for school employees in the event a child is injured as a result of receiv-
ing a vaccination required for school attendance.  FLA. STAT. § 
1003.22(6)(b) (2009). 

GEORGIA 

Georgia prohibits entrance into any “school or facility” in the state un-
less a person has been immunized against diphtheria, pertussis, tetanus, po-
liomyelitis, measles, rubella, mumps, Haemophilus influenzae type b, hepa-
titis B, varicella, pneumococcal, and hepatitis A.  GA. COMP. R. & REGS.
290-5-4.02 (2007).  Children may be exempt if vaccines are “medically 
undesirable” due to a physical disability or if the parent or guardian objects 
in writing on the basis of the parent or guardian’s religious beliefs.  GA.
CODE ANN. § 20-2-771 (2009). 
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HAWAII 

In Hawaii, children must be immunized as specified by the Department 
of Health prior to attending or enrolling in school (currently five doses of 
DTaP, four doses of polio, two doses of MMR, three doses of hepatitis B, 
and two doses of varicella).  HAW. REV. STAT. § 302A-1154 (2009).  Ha-
waii grants exemptions for either medical or religious reasons.  HAW. REV.
STAT. § 302A-1156 (2009). 

IDAHO 

In Idaho, children may attend and enroll in school provided they furnish 
proof of immunization against the diseases specified by the Department of 
Health.  IDAHO CODE ANN. § 39-4801 (2009).  Idaho exempts children 
whose parents submit either a written objection on religious or other 
grounds, or a statement by a licensed physician that vaccines are contraindi-
cated.  IDAHO CODE ANN. § 39-4801 (2009). 

ILLINOIS 

In Illinois, children must be immunized according to the Department of 
Public Health’s guidelines prior to enrolling in or attending school.  105 
ILL. COMP. STAT. 5/27-8.1 (2009).  Children may be exempt from the re-
quirement on religious or medical grounds.  410 ILL. COMP. STAT. 315/2 
(2009). 

INDIANA 

In Indiana, every child residing in the state must be immunized against 
diphtheria, pertussis, tetanus, measles, rubella, poliomyelitis, and mumps.  
IND. CODE § 20-24-4-2(a) (2007).  School children must also be immunized 
against hepatitis B and chickenpox.  IND. CODE § 20-24-4-2(b) (2007).  An 
exemption to this requirement exists, however, for children whose parents 
object on religious grounds and for children whose physician objects on 
medical grounds.  IND. CODE § 20-34-3-2(a), -3 (2009). 

IOWA 

In Iowa, children must be immunized against diphtheria, pertussis, teta-
nus, poliomyelitis, rubeola, rubella, and varicella, unless the children’s par-
ents object to vaccinations on religious grounds or a licensed physician ob-
jects on medical grounds.  IOWA CODE § 139A.8 (2005). 

KANSAS 

Upon enrollment in Kansas schools, children must present proof to the 
school that they have received the vaccinations required by the secretary of 
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the department of health and environment.  KAN. STAT. ANN. § 72-5209(a) 
(2008).  Kansas exempts children if either a licensed physician annually 
objects in writing that vaccinations endanger a child’s life or a child’s par-
ents object on religious grounds.  KAN. STAT. ANN. § 72-5209(b) (2008). 

KENTUCKY 

In Kentucky, children may not enroll in school without first presenting 
certification of immunization against diphtheria, tetanus, poliomyelitis, ru-
beola, and rubella.  KY. REV. STAT. ANN. § 158.035 (West 2009).  For 
school admission, children must be immunized against mumps, hepatitis B, 
and Haemophilus influenzae type b as well as other diseases.  KY. REV.
STAT. ANN. § 214.034 (West 2009).  Kentucky makes exceptions for child-
ren whose parents object on religious grounds or whose physician objects 
on medical grounds; however, during a declared epidemic, those children 
previously exempted may be forced to receive vaccinations.  KY. REV.
STAT. ANN. § 214.036 (West 2009). 

LOUISIANA 

In Louisiana, all persons entering school must show proof of immuniza-
tion against, at a minimum, measles, mumps, rubella, diphtheria, tetanus, 
whooping cough (pertussis), poliomyelitis, and Haemophilus influenzae
type b.  LA. REV. STAT. ANN. § 17:170(A) (2001).  Louisiana makes excep-
tions for those students who object on medical, religious, or philosophical 
grounds.  LA. REV. STAT. ANN. § 17:170(E) (2001). 

MAINE 

In Maine, “every parent shall cause to be administered to his child an 
adequate dosage of an immunizing agent against each disease” to enroll a 
child in school.  ME. REV. STAT. ANN. tit. 20-A, § 6354(1) (2008).  Maine 
makes exceptions for students whose parents submit either a physician’s 
statement that the vaccine may be medically inadvisable or a written objec-
tion based on religious or philosophical grounds.  ME. REV. STAT. ANN. tit. 
20-A, § 6355 (2008).  

MARYLAND 

In Maryland, children who attend school must receive immunizations 
per the Department of Health and Mental Hygiene’s guidelines, unless the 
parents submit a written objection based on medical contraindication or 
bona fide religious beliefs and practices.  MD. CODE ANN. EDUC. § 7-
403(a)(2), (b) (West 2009). 
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MASSACHUSETTS 

Massachusetts requires a physician’s certification indicating immuniza-
tion against diphtheria, pertussis, tetanus, measles, and poliomyelitis before 
admitting any child in school, unless the school receives either a physician’s 
certification indicating vaccinations are medically contraindicated or a par-
ent’s written statement objecting to immunization on religious grounds.  
MASS. GEN. LAWS ANN. ch. 76, § 15 (West 1996). 

MICHIGAN 

Michigan requires parents to ensure immunization of their children 
against diseases specified by the Department of Health, unless the parents 
object in writing on the basis of religious convictions or other beliefs, or if 
the child’s physician objects on medical grounds.  MICH. COMP. LAWS 

ANN. §§ 333.9205, .9215 (West 2009). 

MINNESOTA 

Minnesota requires vaccination against measles (after having attained 
the age of 12 months), rubella, diphtheria, tetanus, pertussis, polio, mumps, 
haemophilus influenza type b, and hepatitis B for any person over two 
months old enrolled in any elementary or secondary school or child care 
facility, unless a physician certifies vaccinations are medically contraindi-
cated or parents submit a notarized statement objecting on the grounds of 
conscientiously-held beliefs.  MINN. STAT. § 121A.15(3) (2009). 

MISSISSIPPI 

Mississippi requires vaccinations against vaccine-preventable diseases 
specified annually by the state health officer for any school children, wheth-
er public or private, unless a physician certifies vaccinations are medically 
contraindicated, so long as such an exemption will not cause the community 
undue risk.  MISS. CODE ANN. § 41-23-37 (2009). 

MISSOURI 

Missouri requires vaccinations against poliomyelitis, rubella, rubeola, 
mumps, tetanus, pertussis, diphtheria, and hepatitis B for all children attend-
ing public, private, parochial, or parish schools, unless a physician certifies 
vaccinations are medically contraindicated or a parent submits a written 
objection based on religious grounds.  MO. REV. STAT. § 167.181 (2009). 

MONTANA 

Montana requires vaccinations against diphtheria, pertussis (except for a 
person 7 years of age or older), tetanus, poliomyelitis, rubella, mumps, and 
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rubeola for children in any schools, other than postsecondary schools; a 
Haemophilus influenza type b vaccination is also required for a child under 
five years of age before enrolling in a preschool.  MONT. CODE ANN. § 20-
5-403(1) (2009).  In postsecondary schools, Montana only requires vaccina-
tions against rubella and rubeola.  MONT. CODE ANN. § 20-5-403(1) (2009).  
Montana provides exemptions for all children if a physician certifies vacci-
nations are medically contraindicated or a parent submits a notarized objec-
tion based on religious grounds in the form proscribed by the department of 
public health and human services.  MONT. CODE ANN. § 20-5-405 (2009). 

NEBRASKA 

Nebraska requires vaccinations for children against measles, mumps, 
rubella, poliomyelitis, diphtheria, pertussis, tetanus, haemophilus influenzae 
type B, and invasive pneumococcal disease as well as other diseases speci-
fied by the state health department unless a physician certifies vaccinations 
are medically contraindicated or a parent submits a signed affidavit assert-
ing vaccinations conflict with the tenets of a recognized religious practice of 
which the child adheres.  NEB. REV. STAT. § 71-1913.01(1) (2009). 

NEVADA 

Nevada requires vaccinations for children against diphtheria, tetanus, 
pertussis (if the child is under 6 years of age), poliomyelitis, rubella, rubeo-
la, and any other diseases as determined by the local and State board of 
health unless a physician certifies vaccinations are medically contraindi-
cated or a parent submits a written objection based on religious grounds.  
NEV. REV. STAT. §§ 392.435, .437, .439 (2009). 

NEW HAMPSHIRE 

New Hampshire requires vaccinations for children against diseases in-
cluding, but not limited to, diphtheria, mumps, pertussis, poliomyelitis, ru-
bella, rubeola, and tetanus unless a physician certifies vaccinations are med-
ically contraindicated or a parent submits a written objection based on reli-
gious grounds.  N.H. REV. STAT. ANN. § 141-C:20-a, -c (2009). 

NEW JERSEY 

New Jersey requires vaccinations for children against “vaccine-
preventable disease” unless a physician certifies vaccinations are medically 
contraindicated or a parent submits a written objection based on bona fide 
religious beliefs (general philosophical or moral objections are not sufficient 
for an exemption).  N.J. STAT. ANN. §§ 18A:61D-1, -3, -4 (West 2009). 
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NEW MEXICO 

New Mexico requires vaccinations for children against diseases deemed 
to be dangerous to the public health per the recommendations of the advi-
sory committee on immunization practices of the United States Department 
of Health and Human Services and the American Academy of Pediatrics 
unless a physician certifies vaccinations are medically contraindicated or a 
parent files an affidavit stating vaccinations are against the child’s beliefs.  
N.M. STAT. ANN. §§ 24-5-1, -3 (West 2009). 

NEW YORK 

New York requires vaccinations for children against poliomyelitis, 
mumps, measles, diphtheria, rubella, varicella, Haemophilus influenzae type 
b, pertussis, tetanus, pneumococcal disease, and hepatitis B unless a physi-
cian certifies vaccinations are medically contraindicated or a parent objects 
on religious grounds.  N.Y. EDUC. LAW § 914(1) (McKinney 2007); N.Y.
PUB. HEALTH LAW § 2164(8)-(9) (McKinney 2007). 

NORTH CAROLINA 

North Carolina requires vaccinations for children against diphtheria, te-
tanus, whooping cough (pertussis), poliomyelitis, rubeola, and rubella un-
less a physician certifies vaccinations are medically contraindicated or a 
parent objects on religious grounds.  N.C. GEN. STAT. §§ 130A-152(a), -
156, -157 (2009). 

NORTH DAKOTA 

North Dakota requires vaccinations for children against diphtheria, per-
tussis, tetanus, measles, rubella, mumps, hepatitis B, haemophilus influenza 
type b, varicella, poliomyelitis, pneumococcal disease, meningococcal dis-
ease, rotovirus, and hepatitis A unless a physician certifies vaccinations are 
medically contraindicated or a parent objects on religious, philosophical, or 
moral grounds.  N.D. CENT. CODE § 23-07-17.1(1), (3) (2009). 

OHIO 

Ohio requires vaccinations for children against mumps, poliomyelitis, 
diphtheria, pertussis, tetanus, rubeola, and rubella unless a physician certi-
fies vaccinations are medically contraindicated or a parent objects on reli-
gious or philosophical grounds.  OHIO REV. CODE ANN. § 3313.671(A)(1), 
(B) (West 2009). 
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OKLAHOMA 

Oklahoma requires vaccinations for children against diphtheria, pertus-
sis, tetanus, haemophilus influenzae type B, rubeola, rubella, hepatitis A, 
varicella, and poliomyelitis unless a physician certifies vaccinations are 
medically contraindicated or a parent objects on religious or philosophical 
grounds.  OKLA. STAT. tit. 10, §§ 411, 413 (2009). 

OREGON 

Oregon requires vaccinations for children against any diseases, includ-
ing rubella, considered to be dangerous to the public health unless a physi-
cian certifies vaccinations are medically contraindicated or a parent objects 
on religious grounds.  OR. REV. STAT. §§ 433.267, .273 (2007). 

PENNSYLVANIA 

Pennsylvania requires vaccinations for children “as the Secretary of 
Health may direct, against such diseases as shall appear on a list to be made 
and from time to time reviewed by the Advisory Health Board” unless a 
physician certifies vaccinations are medically contraindicated or a parent 
objects on religious grounds.  24 PA. CONS. STAT. ANN. § 13-1303a(a), (c)-
(d) (West 2006). 

RHODE ISLAND 

Rhode Island requires vaccinations for children against any diseases 
that are prescribed by the director of health unless a physician certifies vac-
cinations are medically contraindicated or a parent objects on religious 
grounds.  R.I. GEN. LAWS § 16-38-2 (2009). 

SOUTH CAROLINA 

South Carolina requires vaccinations for children as directed by the De-
partment of Health and Environmental Control unless a physician certifies 
vaccinations are medically contraindicated or a parent objects on religious 
grounds.  S.C. CODE ANN. § 44-29-180(A), (D) (2008). 

SOUTH DAKOTA 

South Dakota requires vaccinations for children against poliomyelitis, 
diphtheria, pertussis, rubeola, rubella, mumps, tetanus, and varicella, ac-
cording to recommendations provided by the Department of Health, unless a 
physician certifies vaccinations are medically contraindicated or a parent 
objects on religious grounds.  S.D. CODIFIED LAWS § 13-28-7.1 (2009). 
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TENNESSEE 

Tennessee requires the legal guardian to ensure that his child receives 
vaccines as recommended by the Center for Disease Control or the Ameri-
can Academy of Pediatrics including, but not limited to, diphtheria-tetanus-
pertussis, polio (either oral or inactivated), measles-mumps-rubella, haemo-
philus influenzae type b conjugate, hepatitis B, pneumococcal (when medi-
cally indicated), influenza (when medically indicated), and varicella.  TENN.
CODE ANN. § 37-10-401(a) (2009).  Tennessee provides exceptions for 
children if a physician certifies vaccinations are medically contraindicated 
or a parent submits a written objection based on religious grounds, so long 
as an epidemic is non-existent.  TENN. CODE ANN. §§ 37-10-402, 49-6-
5001(e) (2009). 

TEXAS 

Texas requires vaccinations against diphtheria, rubeola, rubella, mumps, 
tetanus, and poliomyelitis for students unless a guardian submits a written 
affidavit in which a physician certifies vaccinations are medically contrain-
dicated or the guardian objects on religious or philosophical grounds.  TEX.
EDUC. CODE ANN. § 38.001(a), (c) (Vernon 2006). 

UTAH 

Utah requires vaccinations against diseases for which the Department of 
Health deems necessary, for any school children, whether public or private, 
and any child care facility, unless a physician certifies vaccinations are 
medically contraindicated or a parent objects on religious or philosophical 
grounds.  UTAH CODE ANN. §§ 53A-11-301 to -303 (2009). 

VERMONT 

Vermont requires vaccinations against diseases specified by the state 
department of health for any children in any school or child care facility, 
unless a physician certifies vaccinations are medically contraindicated or a 
parent makes a written objection based on religious or philosophical 
grounds.  VT. STAT. ANN. tit. 18, §§ 1121–1122 (2009). 

VIRGINIA 

Virginia requires vaccinations against, at a minimum, hepatitis B, diph-
theria, tetanus, pertussis, Haemophilus influenzae type b, rubeola, rubella, 
mumps, varicella, polio, and human papillomavirus (if female) for any 
children in any school, whether public or private, or any child care facility, 
unless a physician certifies vaccinations are medically contraindicated or a 
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parent submits an affidavit objecting based on religious grounds.  VA. CODE 

ANN. §§ 22.1-271.2(A), (C), 32.1-46 (2009). 

WASHINGTON 

Washington requires “full immunization” for “every child at every pub-
lic and private school in the state and licensed day care center” unless a 
physician certifies vaccinations are medically contraindicated or a parent 
objects on religious or philosophical grounds.  WASH. REV. CODE §§ 
28A.210.070, .080, .090 (2006). 

WEST VIRGINIA 

West Virginia requires vaccinations against diphtheria, polio, rubeola, 
rubella, tetanus and whooping cough (pertussis) for all children upon first 
entering school, unless a physician certifies vaccinations are medically con-
traindicated or the person provides “sufficient reason why any or all immu-
nizations should not be done.”  W. VA. CODE § 16-3-4 (2009). 

WISCONSIN 

Wisconsin requires vaccination, in accordance with the state required 
schedule, against mumps, measles, rubella, diphtheria, pertussis, poliomye-
litis, tetanus, and any other diseases specified by the state health department 
for any children in any school or child care facility, unless a physician certi-
fies vaccinations are medically contraindicated or a guardian submits a writ-
ten objection based on religious or philosophical grounds.  WIS. STAT. ANN.
§ 252.04 (West 2009). 

WYOMING 

Wyoming requires vaccination against diseases specified by the state 
health officer, for any children entering any school, whether public or pri-
vate, unless a physician certifies vaccinations are medically contraindicated 
or a parent objects, in writing, on religious grounds.  WYO. STAT. ANN. § 
21-4-309 (2009). 
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APPENDIX B: TABLE OF STATE EXEMPTIONS298

STATE 
MEDICAL 

EXEMPTION 
RELIGIOUS 

EXEMPTION 
PHILOSOPHICAL 

EXEMPTION 
Alabama X X  
Alaska X X  
Arizona X X X 
Arkansas X X X 
California X X X 
Colorado X X X 
Connecticut X X  
Delaware X X  
District of 
Columbia 

X X  

Florida X X  
Georgia X X  
Hawaii X X  
Idaho X X X 
Illinois X X  
Indiana X X  
Iowa X X  
Kansas X X  
Kentucky X X  
Louisiana X X X 
Maine X X X 
Maryland X X  
Massachusetts X X  
Michigan X X X 
Minnesota X X X 
Mississippi X   
Missouri X X  
Montana X X  
Nebraska X X  
Nevada X X  
New Hampshire X X  
New Jersey X X  
New Mexico X X X 

298 Data compiled from author’s own research. 
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STATE 
MEDICAL 

EXEMPTION 
RELIGIOUS 

EXEMPTION 
PHILOSOPHICAL 

EXEMPTION 
New York X X  
North Carolina X X  
North Dakota X X X 
Ohio X X X 
Oklahoma X X X 
Oregon X X  
Pennsylvania X X  
Rhode Island X X  
South Carolina X X  
South Dakota X X  
Tennessee X X  
Texas X X X 
Utah X X X 
Vermont X X X 
Virginia X X  
Washington X X X 
West Virginia X   
Wisconsin X X X 
Wyoming X X  
 
 
 

APPENDIX C:  RECOMMENDED VACCINE SCHEDULE 

Table 1: The CDC’s 1983 Recommended Vaccine Schedule299 

Age Vaccine 

2 Months Oral attenuated Poliovirus Vaccine (“OPV”) 
Diphtheria and Tetanus toxoids and Pertussis Vaccine 
(“DTP”) 

4 Months OPV (Second Dose) 
DTP (Second Dose) 

6 Months DTP (Third Dose) 

  

 299 CTRS. FOR DISEASE CONTROL & PREV., 1983 CHILD IMMUNIZATION SCHEDULE, 
http://www.cdc.gov/vaccines/pubs/images/schedule1983s.jpg. 



2010] THIS WILL ONLY HURT FOR . . . EVER 569 

 

Age Vaccine 

15 Months Combination live Measles, Mumps, and Rubella viruses 
vaccine (“MMR”) 

18 Months OPV (Third Dose) 
DTP (Fourth Dose) 

4-6 Years OPV (Fourth Dose) 
DTP (Fifth Dose) 

15 Years Adult Tetanus toxoid and diphtheria toxoid combination 
vaccine (“Td”) 

25 Years + Td Booster (every ten years throughout life) 
 

Table 2: The CDC’s 2009 Recommended Vaccine Schedule300 

Age Vaccine 

Birth Hepatitis B vaccine (“HepB”) 
2 Months HepB (Second Dose) 

Rotavirus (“RV”) 
Diphtheria, Tetanus, and Pertussis (“DTaP”) 
Haemophilus influenzae type b (“Hib”) 
Pneumococcal (“PCV”) 
Inactivated Poliovirus (“IPV”) 

4 Months HepB (Third Dose) 
RV (Second Dose) 
DTaP (Second Dose) 
Hib (Second Dose) 
PCV (Second Dose) 
IPV (Second Dose) 

6 Months HepB (Fourth Dose) 
RV (Third Dose) 
DTaP (Third Dose) 
Hib (Third Dose) 
PCV (Third Dose) 
IPV (Third Dose) 
Influenza vaccine (“Flu”) 

  

 300 CTRS. FOR DISEASE CONTROL & PREV., RECOMMENDED IMMUNIZATION SCHEDULES FOR 

PERSONS AGED 0 THROUGH 18 YEARS–UNITED STATES, 2009, http://www.cdc.gov/mmwr/ 
preview/mmwrhtml/mm5751a5.htm?s_cid=mm5751a5_e. 
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Age Vaccine 

12 Months DTaP (Fourth Dose) 
Hib (Fourth Dose) 
PCV (Fourth Dose) 
MMR 
Varicella 
Hepatitis A (“HepA”) 

18 Months Flu (Second Dose) 
HepA (Second Dose) 

30 Months Flu (Third Dose) 
42 Months Flu (Fourth Dose) 
4-6 Years Flu (One dose annually) 

DTaP (Fifth Dose) 
IPV (Fourth Dose) 
MMR (Second Dose) 
Varicella (Second Dose) 

4-6 Years For certain high risk groups: 
HepA (Third Dose) 
Menengococcal (“MCV”) 
Pneumococcal (called “PPSV” for this age) 

7-10 Years Flu (One dose annually) 
11-12 
Years 

Flu (One dose annually) 
MCV 
DTaP 
Human Papillomarivus (“HPV”) for females only 

13+ Years Flu (One dose annually) 
Td (One dose every ten years) 
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APPENDIX D: NUMBER OF DEATHS, INJURIES, AND DISABILITIES

Table 1:  Number of Deaths Following Vaccination, 1990-2009301

Year Number of Deaths Following Vaccination 

1990 77 
1991 161 
1992 219 
1993 218 
1994 224 
1995 140 
1996 123 
1997 133 
1998 131 
1999 143 
2000 144 
2001 175 
2002 138 
2003 197 
2004 162 
2005 130 
2006 122 
2007 161 
2008 186 
2009 190 

301 Data current as of February 1, 2010.  CTRS. FOR DISEASE CONTROL & PREV., CDC
WONDER ON-LINE DATABASE: VACCINE ADVERSE EVENT REPORTING SYSTEM,
http://wonder.cdc.gov/vaers.html (using the following parameters: Group By=Year Reported; 
Age=All; Date Reported=All; Date Vaccinated=All; Gender=All; Manufacturers=All; Onset 
Interval=All; Primary Reports=Primary; Recovered=All; Serious=All; State/Territory=The 
United States, Territories, and Unknown; Symptoms=All; Vaccine Products=All; VAERS 
ID=All; Event Category=Death). 
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Table 2:  Number of Reported Life-Threatening Injuries Following 
Vaccination, 1990-2009302

Year Number of Reported Life-Threatening 
 Injuries 

1990 34 
1991 136 
1992 202 
1993 171 
1994 205 
1995 201 
1996 193 
1997 176 
1998 200 
1999 315 
2000 211 
2001 222 
2002 236 
2003 277 
2004 237 
2005 232 
2006 277 
2007 475 
2008 493 
2009 565 

302 Data current as of February 1, 2010.  CTRS. FOR DISEASE CONTROL & PREV., CDC
WONDER ON-LINE DATABASE: VACCINE ADVERSE EVENT REPORTING SYSTEM,
http://wonder.cdc.gov/vaers.html (using the following parameters: Group By=Year Reported; 
Age=All; Date Reported=All; Date Vaccinated=All; Gender=All; Manufacturers=All; Onset 
Interval=All; Primary Reports=Primary; Recovered=All; Serious=All; State/Territory=The 
United States, Territories, and Unknown; Symptoms=All; Vaccine Products=All; VAERS 
ID=All; Event Category=Life Threatening). 
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Table 3:  Number of Reported Permanent Disabilities Following 
Vaccination, 1990-2009303

Year Number of Reported Permanent Disabilities 

1990 83 
1991 168 
1992 134 
1993 164 
1994 220 
1995 149 
1996 170 
1997 179 
1998 187 
1999 289 
2000 301 
2001 383 
2002 408 
2003 295 
2004 275 
2005 263 
2006 300 
2007 510 
2008 544 
2009 543 

303 Data current as of February 1, 2010.  CTRS. FOR DISEASE CONTROL & PREV., CDC
WONDER ON-LINE DATABASE: VACCINE ADVERSE EVENT REPORTING SYSTEM,
http://wonder.cdc.gov/vaers.html (using the following parameters: Group By=Year Reported; 
Age=All; Date Reported=All; Date Vaccinated=All; Gender=All; Manufacturers=All; Onset 
Interval=All; Primary Reports=Primary; Recovered=All; Serious=All; State/Territory=The 
United States, Territories, and Unknown; Symptoms=All; Vaccine Products=All; VAERS 
ID=All; Event Category=Permanent Disability). 
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Table 4:  Number of Reported Injuries Requiring Hospitalization Fol-
lowing Vaccination Including Prolonged Hospitalization and 
Emergency Room Visits, 1990-2009304

Year Number of Reported Injuries Requiring 
Hospitalization 

1990 598 
1991 3805 
1992 4364 
1993 4597 
1994 4643 
1995 4689 
1996 4311 
1997 4276 
1998 3909 
1999 5237 
2000 6501 
2001 6465 
2002 6716 
2003 7615 
2004 6644 
2005 6999 
2006 8580 
2007 14,126 
2008 12,445 
2009 12,473 

304 Data current as of February 1, 2010.  CTRS. FOR DISEASE CONTROL & PREV., CDC
WONDER ON-LINE DATABASE: VACCINE ADVERSE EVENT REPORTING SYSTEM,
http://wonder.cdc.gov/vaers.html (using the following parameters: Group By=Year Reported; 
Age=All; Date Reported=All; Date Vaccinated=All; Gender=All; Manufacturers=All; Onset 
Interval=All; Primary Reports=Primary; Recovered=All; Serious=All; State/Territory=The 
United States, Territories, and Unknown; Symptoms=All; Vaccine Products=All; VAERS 
ID=All; Event Category=Hospitalized, Hospitalized, Prolonged, Emergency Room). 


