
 1 

LCAR April 14, 2016 
Comments on Proposed DOH Vaccination Rules for Act 37  
Submitted by Dorian Yates,  
Co-Director, Voices for Choice/Vermont Coalition for Vaccine Choice 
 
 
I have three areas of note regarding the proposed vaccination rules: 

1) Direct objections: process of additional vaccines to schedule, parent education 
information especially regarding risks and dangers 

2) Omissions in definitions and explanations: “Quality Improvement Measures” and VAERS 
3) Dispute responses by DOH to comments: Informed Consent, “immunization” vs. 

“vaccination” 
 
Previously, on LCAR, there was discussion and confusion about the Parent Education material 
and risk of adverse events information. I would like to offer the following as clarification: There 
are three different types of vaccine risk/adverse event education information. Numbers 1 and 2 
listed below are for patients/people who are using vaccine products and are federally mandated 
by the National Childhood Vaccine Injury Act of 1986: 
 

1) Product inserts—like all drug inserts, these are created by vaccine manufacturers as per 
FDA guidelines and include adverse event information. As per the National Childhood 
Vaccine Injury Act of 1986, product liability protection, granted to pharmaceutical 
companies, was predicated on the vaccine manufacturers providing “warnings, use 
instructions, and precautionary information” to “adequately warn health care providers of 
the nature and extent of dangers posed by such vaccines.” While any one can read and 
use these inserts, they are required by federal law from manufacturer to vaccine 
administrator. 
 

2) Vaccine Information Statements (VIS) are developed by the U.S. Department of Health 
and Human Services for distribution by healthcare providers to the legal representatives 
of any child receiving a vaccine set forth in the Vaccine Injury Table. These are 
“Reader’s Digest” versions of the manufacturer inserts. VIS are required by federal law 
to be given from vaccine administrator (doctor, nurse, etc) to the patient/parent.  

 
3) Parent Education Information as per this rule and statute is Vermont-specific for 

patients/people who are NOT using vaccine products—i.e., who are choosing a religious 
exemption. It would seem that the simplest and most universal information for the Parent 
Education material would be the VIS (all available at: 
http://www.cdc.gov/vaccines/hcp/vis/index.html) and/or to direct people to the more 
comprehensive manufacturer inserts, all of which can be easily found at the Institute for 
Vaccine Safety of the Johns Hopkins Bloomberg School of Public Health: 
http://vaccinesafety.edu/package_inserts.htm . The added benefit of the manufacturer 
inserts is that they include complete vaccine ingredient information. 

 
If VIS are used, then everyone is receiving the same information, which reduces confusion and 
concerns about coercive or misleading language. See attached VIS sheets for more information. 
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Direct objections:  
  

Voices for Choice objects to the lack of public access and involvement in the process of adding 
new vaccines into the required vaccine schedule. We know from direct communication between 
lawmakers and constituents that the legislative intent was clear to provide local public input into 
the process. The wording of rule 8.1 (below) does not match statute.  
 

8.0 Adoption of Immunization Schedule  
8.1 The Commissioner of Health shall annually convene the Vermont Immunization 
Advisory Council (VIAC) to assist in the determination of whether the Immunization 
Schedule found in Section 7 of this rule should be updated in accordance with the published 
Centers for Disease Control (CDC) immunization schedule.  Wording added at 3/31/16 
LCAR hearing: The Commissioner may convene additional meetings of the Council. 

 
While the Department of Health interprets statute in the narrow context of the VIAC assisting in 
the determination of the CDC schedule, the statute wording is broader and creates a Vermont 
Immunization Advisory Council “for the purpose of providing education policy, medical, and 
epidemiological expertise and advice to the Department with regard to the safety of 
immunizations and immunization schedules.” It further states that the power and duties of the 
Vermont Immunization Council are to “review and make recommendations regarding the State’s 
immunization schedule…” Many legislators voted for the bill believing that the statute allowed for 
public and local input into vaccine recommendation. An example of this is evidenced by what 
the Chair of the House Education Committee, Rep. David Sharpe, wrote to a member of the 
Vermont Coalition for Vaccine Choice: 
 

I worked to have Hepatitis B and chickenpox vaccines removed from the required list and I 
advocated for a public process before any vaccine could be placed on the required list. I was 
successful in getting wording into the bill to provide a public process so there will be hearings and a 
public rules process through the legislature before any new vaccines are added to the required list. 
Consequently, I decided to vote for the bill because I was able to get a significant change to the 
process inserted into the bill, which spoke to some of the concerns that were raised. 
 

Furthermore, the statute did not instruct the Department of Health to change its schedule 
procedures and parts 7.3 and 7.4 were deleted and rewritten, and part 8 is entirely new. As you 
will see from the rule excerpt for part 8.2.1 (see below) for phase-in periods of new vaccines, the 
way the new rules are written there is essentially no public process. With these rules, the DOH 
has created a backdoor to mandate the HPV and any and all new vaccines that the CDC adds 
to its list without legislative input and only an obligatory public hearing and rules process. In its 
rules it has also limited the scope of the new VIAC, which was intended to serve as added 
public process. 
 

8.2 Phase-In Periods  
8.2.1 Following release of a CDC vaccine recommendation, a two-year phase-in period will 
pass before children and students may be required to have the vaccine in order to enroll in a 
child care facility or school.   
8.2.2 If necessary to protect the public’s health, the Commissioner may require a shorter 
phase-in period.   
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As you will see from the attached Vermont vaccine schedule, the vaccines listed in yellow and 
labeled “required” are delineated in the current rules. The vaccines in blue, labeled as 
“recommended” are not yet required, but as the new rules are written will be required 
immediately—or as soon as the DOH creates updated rules to reflect those vaccines. Every one 
of the four vaccines (Hepatitis A, Rotavirus, HPV, and Influenza) currently listed as 
“recommended” have been on the CDC recommended list for well over the 2-year phase-in 
period written into the new rules—in fact they have been on the CDC list for at least seven 
years. 
 
Risk information  
 
As noted on page 1, it would seem that the simplest and most universal information for the 
Parent Education material would be the VIS (all available at: 
http://www.cdc.gov/vaccines/hcp/vis/index.html) and/or to direct people to the more 
comprehensive manufacturer inserts, all of which can be easily found at the Institute for Vaccine 
Safety of the Johns Hopkins Bloomberg School of Public Health: 
http://vaccinesafety.edu/package_inserts.htm . The added benefit of the manufacturer inserts is 
that they include complete vaccine ingredient information. 
 
If VIS are used, then everyone is receiving the same information, which reduces confusion and 
concerns about coercive or misleading language.  
 
If VIS are not used, then the following comments pertain to the Parent Education Required for 
Completion of Vermont’s Religious Exemption Form postdated July 2016. 
 
According to the DOH response #6, the Parent Education information, which is required by 
statute to contain information about risks, is being revised. It is unclear whether the information 
that appeared sometime on the DOH Website after March 1st, is still being revised or is the new 
version. In either case, the timing of the revisions was after the public hearing comment-period, 
so below are comments and concerns regarding the Parent Education information. 
                                              
The Act states that anyone claiming a religious exemption “has reviewed evidence-based 
educational material provided by the Department regarding immunizations, including: 
 
Rule (i) “information about the risks of adverse reactions to immunization” 
With regards to (i), the Parent Education information does not address the risks of adverse 
reactions to vaccines other than saying that, “results revealed that vaccines are not free from 
side effects or adverse events, but most are very rare or mild such as swelling at the injection 
site, slight fever and headache.”  
 
Vaccines come with known and unknown risks. For known risks, please see the testimony from 
Sandy Reider, MD and Jennifer Stella as well as the package inserts for every vaccinei and the 
attached Vaccine Injury Table from the U.S. Department of Health and Human Resources for 
complete information about the known risks of vaccines. Furthermore, known risks are limited 
since reporting of reactions is not enforced making the designations of "rare" or "mild" 
speculative and not based on actual hard data from everyone vaccinated. 
 
As with any pharmaceutical product, there are unknown risks. In the case of vaccines,  
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Section 13.1 on all vaccine inserts says that the vaccine has “not been 
evaluated for carcinogenic or mutagenic potential, or for impairment of fertility,”  

 
If vaccines have not been tested or evaluated for the potential to cause cancer, genetic 
mutations or infertility—meaning there is NO science on those long-term concerns—there are 
unknown, potential risks that need to be stated. 
 
Rule (ii) “information that failure to complete the required vaccination schedule increases risk to 
the person and others of contracting or carrying a vaccine-preventable infectious disease.” 
 
Section (ii) omits information that those vaccinated can increase risks to others from live-virus 
vaccines and, with a number of vaccines, can still transmit the wild disease even if vaccinated.   
 
For example, under the Warnings and Precautions in the Varivax (Chicken Pox) package insert 
it states, “Avoid contact with high-risk individuals susceptible to varicella because of possible 
transmission of varicella vaccine virus. (5.4) ii  
 
Most people assume that if they are vaccinated they are 100% protected from getting a disease 
and that the vaccine protects against colonization or transmission of the disease. However, a 
number of vaccines do not protect against colonization and transmission of the disease.  

Diphtheria vaccine does not effect colonization of the respiratory tract or transmission to 
contacts. According to the CDC MMWR, “Vaccination does not, however, eliminate carriage of 
C. diphtheriae in the pharynx or nose or on the skin.”iii So, vaccinated individuals can spread it 
just like unvaccinated persons. 

Tetanus vaccine is meant to neutralize the bacterial toxin; it will not prevent infection by 
Clostridia bacteria, nor is it a communicable disease, so an unvaccinated child is not infectious 
and not a danger to others. CDC states, “Tetanus is not contagious from person to person.”iv 

Polio IPV vaccine prevents most paralysis, but not colonization of the intestines by polio virus, 
and thus will not prevent transmissionv should a case of wild or vaccine-polio make its way into 
this country. A person vaccinated with IPV can infect others if colonized. This citation is from the 
Global Polio Eradication Initiative, vi “a public-private partnership led by national governments 
and spearheaded by the World Health Organization (WHO), Rotary International, CDC, and the 
United Nations Children’s Fund (UNICEF)”, with substantial support from the Bill & Melinda 
Gates Foundation. 

Hepatitis B is a blood born virus that is not a public health problem among Vermont school 
children. Also, it does not spread in a community setting, especially among young school 
children, unlikely to be engaging in sex or IV drug use. A child cannot transmit a disease that 
they do not have. Further, school admission is not prohibited for children who are chronic 
hepatitis B carriers. To prohibit school admission for those who are simply unvaccinated—and 
do not even carry hepatitis B—constitutes unreasonable and illogical discrimination. Please 
note: The Department’s own Website—the VT Department of Health information on Hepatitis B 
vii—states, “Hepatitis B virus is not spread through food, water, kitchen utensils, 
breastfeeding, kissing, coughing, or sneezing. Most people will recover from the virus 
after six months and have lifelong immunity. Among adults who are exposed to hepatitis B, 
90% clear the infection within six months and will not develop chronic infection. 
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However, among infants and children who are exposed, only 10% will clear the infection. Ninety 
percent of infants and children who are exposed will become chronically infected, and may go 
on to develop cirrhosis or liver cancer. According to the CDC the number of cases of acute 
Hepatitis B in Vermont from 2009 to 2013 viii were: 2009: 0; 2010: 2; 2011: 0; 2012: 2; 2013: 2 
with a rate per 100,000 population of 0 to 0.3. No new reported cases of chronic Hep B in 
the state. 

Pertussis tends to go in waves of large outbreaks. In 2012, Vermont had one of the highest per 
capita. According to the Health Department tracking, more than 90% of reported cases were 
fully vaccinated.ix FDA animal primate studies showed that the acellular vaccine was not 
capable of preventing bacterial colonization and transmission to contacts.x There is now 
broad scientific consensus that there are problems with the current acellular vaccine, and that 
vaccinated, not unvaccinated children, drive the recent outbreaks. The American Academy of 
Pediatricians (AAP) announced in February 2016 that the Tdap vaccine is not long-
lasting nor very effective.xi 

The VT Department of Health statesxii that, “Meningococcal disease is uncommon and it is 
very unusual for more than one case to occur in a community. It is NOT a highly 
infectious disease… Meningococcal disease is not as contagious as the common cold or 
the flu, and it is not spread by casual contact or by simply breathing the air where a 
person with meningococcal disease has been. People in the same household or child care 
center, or anyone with direct contact with a patient’s oral secretions (such as a boyfriend or 
girlfriend) would be considered at increased risk of acquiring infection. Classmates and co-
workers are NOT considered to be at high risk for getting meningococcal disease unless 
they have some special close contact with an ill person as described above” (emphasis added). 

Based on the new Department of Health vaccine rules, the HPV and flu vaccines will likely be 
required within the year. 

The flu vaccine, famously ineffective in some seasons,xiii has not been shown to prevent 
complications and mortality in the elderlyxiv, and is of little benefit for schoolchildren. A CIDRAP 
analysis revealed, “The findings of that analysis are re-emphasized in the new report: trivalent 
inactivated flu vaccines (TIV) yield about 59% protection in adults aged 18 through 64, but 
consistent evidence of protection is lacking for children aged 2 to 17 and people 65 and older… 
no evidence of protection in those 8 to 59 years old.”xv Furthermore, an Oxford study reports 
that, “Substantially lower effectiveness was noted among subjects who were vaccinated in both 
the current and prior season. There was no evidence that vaccination prevented household 
transmission once influenza was introduced; adults were at particular risk despite 
vaccination.“xviA Cochrane Collaborative analysis of 116 studies found, “Over 200 viruses cause 
influenza and ILI, producing the same symptoms (fever, headache, aches, pains, cough and 
runny noses). Without laboratory tests, doctors cannot distinguish between them as both last for 
days and rarely lead to death or serious illness. At best, vaccines may only be effective against 
influenza A and B, which represent about 10% of all circulating viruses.”xvii 

HPV vaccine: According to the CDC, “HPV is the most common sexually transmitted infection 
(STI)…HPV is so common that nearly all sexually active men and women get it at some point in 
their lives. In most cases, HPV goes away on its own and does not cause any health problems. 
But when HPV does not go away, it can cause health problems like genital warts and 
cancer…The types of HPV that can cause genital warts are not the same as the types of HPV 
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that can cause cancers.”xviii 

The CDC notes that, “HPV is a group of more than 150 related viruses. There are more than 40 
HPV types that can infect the genital areas of males and females.” xix However the three HPV 
vaccines only cover 4 to 9 of the 40 HPV strains that can infect the genital area.xx In addition, all 
three versions of HPV vaccine contain very high levels of aluminumxxi  
 
The VT Department of Health’s own information about cervical cancerxxii states, “Cervical cancer 
rates have fallen more than 50% in the past 30 years in the U.S. due to the widespread use 
of the Pap test. The majority of deaths from cervical cancer in the U.S. are among women who 
are screened infrequently or not at all." In Vermont there are maybe 20 cases per yearxxiii (vs. 
489 cases of breast cancer). This combined information makes the cost/benefit/risk ratio of the 
HPV vaccine questionable. (For more information see letter to DOHxxiv). 

Failure to respond to a vaccine, as well as immunity that wanes over time, are possibilities with 
all vaccines, and there are those who may not respond well, or at all, on revaccination.xxv Since 
antibody titers are not routinely checked, there is no sure way of knowing who is actually 
immune. Those not responding to vaccines are in the same category as unvaccinated. Vaccine 
immunity wanes and vaccines offer varying degrees of effectiveness (18%-95%) depending on 
the vaccine. 

Rule (iii) “information that there are persons with special health needs attending schools and 
child care facilities who are unable to be vaccinated or who are at heightened risk of contracting 
a vaccine-preventable communicable disease and for whom such a disease could be life-
threatening.” 
(iii) The information regarding “persons with special health needs” should include the “evidence-
based” information from the CDC Pink Bookxxvi—the “bible” of vaccine protocols—about 
vaccines and the immunocompromised/”persons with special health needs”. According to the 
CDC, the only vaccines that someone who is immunocompromised cannot receive (depending 
on condition) are: MMR, Varicella, and Rotavirus (others not on the required schedule are 
Shingles, live-flu-mist and other live-virus vaccines—most not used routinely in U.S. such as 
oral-polio, smallpox, yellow fever, typhoid). Also, it should be noted that in cases of temporary 
suppression (usually due to cancer therapy), patients have already been vaccinated 

 
According to the CDC, an immunocompromised person CAN receive DTaP/Tdap, Hib, 
Polio (IPV), Flu, HPV, Hep A, Heb B, Meningococcal, and Pneumococcal vaccines. 
 
In addition, this rule does not acknowledge that many people who cannot be vaccinated are 
themselves, or have relatives that are, vaccine-damaged, and possibly susceptible to vaccine 
injury. 
 
Omissions in definitions and explanations 
 
§1125. QUALITY IMPROVEMENT MEASURES 

The Department may implement quality improvement initiatives in any school that has a 
provisional admittance rate or an exemption rate above the State average.  

 
There are no definitions in the statute or rules for this section. When queried on the definitions 
on this, the DOH Response #4 was “The provisions of Act 37 (2-15) speak for themselves and 
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are not required to be in rulemaking or are not suitable for rulemaking.” 
 

This seems an arbitrary answer—if that is true, why isn’t that the answer for everything in the 
rules. “Quality improvement measures” are not defined or described in the Act or the Rules. 
Also, the “state average” figure is not defined, nor is it stated where it will be found and from 
what numbers it will be calculated—Kindergarten? 7th grade? K and 7th combined? All the 
numbers? The actual numbers? The aggregate numbers? How exactly the “state average” will 
be calculated and where that figure will be found on the DOH Web site should be clearly 
defined. In addition, “quality improvement measures” and the protocols for implementation of 
such measures should be defined. 
 
§1132. VACCINE ADVERSE EVENT REPORTING SYSTEM (VAERS) 

A health care practitioner administering vaccinations shall report to the Vaccine Adverse 
Event Reporting System, in consultation with the patient, or if a minor, the patient’s 
parent or guardian, all significant adverse events that occur after vaccination of adults 
and children, even if the practitioner is unsure whether a vaccine caused the adverse 
event. 

 
There is no procedural instruction for this section. It was the clear intent of the legislature to 
make sure that all adverse reactions are reported. However, the DOH has not addressed the 
details of this in its rulemaking: Who oversees the VAERS reporting requirement? Presumably 
someone at the DOH is responsible for this, but that is not defined. Is there any penalty or 
consequence for not reporting? Who tracks/monitors this? Who publicizes this to all medical 
personnel in the state? The Act implemented a mandatory vaccine registry, but by the DOH’s 
own comments it states, “…few practices make use of the contraindications field in the Vermont 
Immunization Registry.” There is no check-off for VAERS reporting, so there is no way to know 
who is reporting or not. Flaw in the Act? In the rules? This needs to be addressed. 
 
Dispute responses by DOH to comments:  
a. Informed Consent 
Response #3 from the DOH states, “Vaccinations are an established medical practice and 
therefore do not require informed consent. Vaccine Information Statements (VISs) are 
information sheets produced by the Centers for Disease Control and Prevention that explain 
both the benefits and risks of a vaccine to recipients. VISs must be provided to patients or 
parents prior to the administration of vaccines. Individual providers may also choose to use 
informed consent forms if they wish.” 
 
There is nothing in the Vermont Statutes that states that “established medical practices” 
are not subject to informed consent rules. Please see the Vermont Statutes and the 
testimonies of Sandy Reider, MD and Jennifer Stella.  
 
b. “immunization” vs. “vaccination” 
DOH Response # 10, “According to the United States Department of Health Human Services, 
“An immunization is the process by which a person or animal becomes protected from a 
disease. Vaccines cause immunization, and there are also some diseases that cause 
immunization after an individual recovers from the disease.” “Immunization Rule,” is, therefore, 
the accurate title. See http://www.vaccines.gov/basics/” 
 
However, the CDC and ACIP disagree with that answer. See the definition and clarification, 
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below and on page 47, of General Recommendations on Immunization Recommendations of 
the Advisory Committee on Immunization Practices (ACIP) 
http://www.cdc.gov/mmwr/PDF/rr/rr5515.pdf 
 

Vaccination and immunization. 
The terms vaccine and vaccination are derived from vacca, the Latin term for cow. 
Vaccine was the term used by Edward Jenner to describe material used (i.e., cowpox 
virus) to produce immunity to smallpox. The term vaccination was used by Louis Pasteur 
in the 19th century to include the physical act of administering any vaccine or toxoid. 
Immunization is a more inclusive term, denoting the process of inducing or providing 
immunity by administering an immunobiologic. Immunization can be active or passive. 
Active immunization is the production of antibody or other immune 
responses through administration of a vaccine or toxoid. Passive immunization means 
the provision of temporary immunity by the administration of preformed antibodies. 
Although persons often use the terms vaccination and immunization 
interchangeably in reference to active immunization, the terms are not 
synonymous because the administration of an immunobiologic cannot be 
equated automatically with development of adequate immunity. 

 
 
I look forward to the Department making the necessary changes so accurate public health 
information is provided to everyone. 
 
Thank you for your time and consideration. Respectfully submitted, Dorian Yates 
 
                                                 
i http://www.vaccinesafety.edu/package_inserts.htm 
ii http://www.merck.com/product/usa/pi_circulars/v/varivax/varivax_pi.pdf 
iii http://www.cdc.gov/mmwr/preview/mmwrhtml/00041645.htm 
iv http://www.cdc.gov/vaccines/pubs/pinkbook/tetanus.html 
v 
http://www.polioeradication.org/Polioandprevention/Thevaccines/Inactivatedpoliovaccine%28IP
V%29.aspx 
vi http://www.polioeradication.org/AboutUs.aspx 
vii http://healthvermont.gov/prevent/hepatitis_b/index.aspx 
viii http://www.cdc.gov/hepatitis/statistics/2013surveillance/index.htm 
ix http://www.vaxchoicevt.com/2012/12/18/whooping-cough-outbreak-vermont/ 
x http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm376937.htm 
xi https://www.aap.org/en-us/about-the-aap/aap-press-room/Pages/Effectiveness-of-TDAP-
Vaccine-Drops-After-a-Year.aspx 
xii http://www.healthvermont.gov/prevent/menin/meningitis.aspx 
xiii http://www.cdc.gov/flu/pdf/professionals/vaccination/vaccine-effectiveness-table.pdf 
xiv http://archinte.jamanetwork.com/article.aspx?articleid=486407 
xv http://www.ncbi.nlm.nih.gov/pubmed/18838647 
http://www.cidrap.umn.edu/news-perspective/2012/10/report-complacency-misperception-
stymie-quest-better-flu-vaccines 
xvi http://cid.oxfordjournals.org/content/56/10/1363 
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xvii http://onlinelibrary.wiley.com/doi/10.1002/14651858.CD001269.pub5/abstract 
xviii http://www.cdc.gov/std/hpv/stdfact-hpv.htm 
xix http://www.cdc.gov/hpv/parents/whatishpv.html 
xx http://www.merck.com/product/usa/pi_circulars/g/gardasil/gardasil_ppi.pdf 
http://www.merck.com/product/usa/pi_circulars/g/gardasil_9/gardasil_9_ppi.pdf 
http://www.gsk.com.au/resources.ashx/vaccineproductschilddatadownloads/522/File/CC7CD6F7
9F98757C5C9C5A1D5C12175C/Cervarix_CMI_Version_5.0.pdf 
xxi http://www.voicesforchoice.com/#!hpv/cjko 
xxii http://healthvermont.gov/prevent/cancer/documents/SiteSpecificCervical.pdf 
xxiii http://healthvermont.gov/prevent/cancer/documents/SiteSpecificCervical.pdf 
xxiv http://www.voicesforchoice.com/#!hpv/cjko 
xxv 
http://journals.lww.com/jpgn/Fulltext/2007/04000/Failure_to_Respond_to_Hepatitis_B_Vaccine
_in.6.aspx 
http://www.jimmunol.org/content/191/5/2426.short 
xxvi http://www.cdc.gov/vaccines/pubs/pinkbook/index.html 


