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English i l l  Scott Manchee
December 10, 1987

"No Shots, No School"

Janet, a l icenced practical  nurse, took her two -mon th -o ld  son. Ritchie, 
to the pediatr ic ian fo r  a check up. He was found to be in good heal th and 
was given his f i r s t  DPT shot (diphtheria , pertussis , te tanus vaccine) and oral 
pol io vaccine. By evening, the site o f  the injection was dark purple and 
spreading causing him to cry when it was touched. The next morning "'. . .he 
s tarted screaming o f f  and on. He sounded l ike a cat in pain. His scream was 
high and fo rce fu l ,  and then he would f a l l  as leep , ’ " Janet remembers (Coulter 
5) . Al l through the day Ritchie's condit ion worsened. He had explosive 
diarrhea, stopped responding to voices and sweated excess ively.  "'When I 
picked him up, he was completely soaked through two receiving blankets. I 
have never seen a baby soaked l ike that. The order was musty and pungent, 
a smell I w'>> never  forget'" (6) .  As Janet and her husband were getting 
Ritchie ready to take to the hospita l ,  he stopped breathing. Janet 
administered CPR unt i l  the ambulance came and took over. Th i r t y - th re e  
hours a f te r  his f i r s t  DPT shot, Ritchie was dead. Ritchie's case is a classic 
example o f  some o f  the documented side ef fects o f  the DPT vaccine.

Deborah a new mother, began to cough. A mcnth la te r  her coughs made 
her feel l ike her insides were turning out (Coulter 154). About this time her 
new daughter, Sarah began to cough s l ight ly . The doctors diagnosed a f lu  
bug. Sarah's cough worsened to such an extent that  she would turn blue
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when she coughed. The doctors f in a l l y  suspected pertussis  or whooping 
cough, as it is commonly known and sent ooth o f  them to the hospital (15 !. 
Sarah was admitted to ICU ( in tens ive care unit ) .  They both were put on 
antibiotics to a l lev ia te  the secondary complications from whooping cough.
Sarah continued to have f i ts  o f  coughing and turning blue. A fte r  leaving 
ICU, Sarah stopped breathing once and was rev ived by the nurses (156 ) .  Ten 
days a f te r  entering the hospita l Sarah was discharged the cough having 
become a shadow o f  i tse l f .  During Sarah's s tay in the hospita l ,  Deborah's 
other daughter Miriam developed a cough that  cultured posit ive fo r  whooping 
cough. Although she had whooping cough her case was mild and it was 
d i f f icu l t  to te l l  she was r ea l ly  sick (157 ) .  Sarah was too young to have 
received a vaccination against the disease but, Miriam had received four 
vaccinat ions and Deborah had received her f u l l  complement o f  f ive  shot to be 
f u l l y  immunized against whooping cough (158) .

Immunization is the process o f  protecting a population from plagues and 
epidemics o f  diseases such as pertussis . A vaccine is used to t r ick the 
immune system, causing antibodies to be re leased that remain in the system 
protecting us from a par t icu la r  disease. Polio, rubel la , d iphtheria and many 
other dreaded diseases o f  the past have been v i r tu a l l y  el iminated by using 
vaccines to immunize a population. Although, there are drawbacks to some 
vaccines. Many cases o f  pol io today are caused by the vaccine ra ther  than 
exposure to the disease itse l f .  The most cont rovers ia l o f  the vaccines today 
is the DPT shot, a combination o f  the diphtheria , pertussis and tetanus 
vaccines.

The controve rsy  sur rounding the DPT vaccine primar i ly  focuses on the 
pertussis portion o f  the vaccine. The documented side ef fects  range from



mild feve r  to death. "NO shots.no school ," is a slogan used by local school 
distr icts to inform parents that. DPT shots are required before admission to 
schools. This forms another cont roversy sur rounding the shots. Parents 
should be al lowed to weigh the r isks o f  pertussis against the r isks o f  the 
vaccine and base their  decision on these r isks, ra the r  being forced into 
vaccinating the ir  children so they can attend public schools.

Pertussis has been with us fo r  centuries. The disease reached its 
highest leve ls  in the nineteenth century.  The overcrowding and poor 
sani tat ion in the cit ies o f  America and Europe contributed to the spread o f  
pertussis and other diseases. The death rates from pertuss is declined steadi ly  
from this point unt i l  the vaccine gained widespread use a f t e r  World War II. 
There were 210 deaths per mil l ion in the 1870s in the U.S. dropping to 21 per 
mil l ion in 1940. European countries saw a similar  decline. In Sweden, during 
the f ive  years pr io r  to World War I. 800 children died annua l l y  from pertussis . 
The decline continued with 10 deaths between 1951 and 1955. Even though 
there is no cure for pertussis , the ove ra l l  improved heal th o f  babies and the 
use o f  medical sk i l l s  to a l lev ia te  the secondary complications from the 
disease, such as pneumonia, s ta rva t ion ,  and suf focation has contributed to the 
decline in deaths from pertussis

The pertussis bacterium is very complex and unstable. It was not unti l  
1906 when Jules Bordet and Octave Gengou o f  the Pasteur Ins t itu te announced 
they had isolated the toxic Bacterium. Today, there is s t i l l  much to learn of 
the o f  B. pertussis bacterium ( Bordete lla  pertussis, named a f t e r  Jules Bordet).  
John Robbins '.d.D. of  the FDA (Food and Drug Administration) stated, 
" 'Un fortunate ly , we do not know the toxic component responsible fo r  centra l 
nervous system injury in pertussis disease ,"1 in 1978 (Cou lte r 20) .
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Even though l i t t le  was known about the Bacterium, once it was isolated, 
Jules Bordet and Octave Gengou were able to make a vaccine in 1912. They 
grew the bacteria in large pots, then ki l l ed the bacteria with heat, using 
formaldehyde to preserve it. This process is ve ry  simi lar  today, creating the 
crudest vaccine produced today. Whole cel l  pertussis vaccine is termed crude 
because it is not known which part c f  the pertussis bacterium produces 
immunity, or causes brain damage, or  i f  it is the same agent tha t  causes both 
reactions. The pertussis vaccine in not completely e f fect ive.  Gordon Stewart 
of  the Univers i ty o f  Glasgow, Rutchi l l  Hospital (an infectious disease 
hospita l ) ,  s tates that, "about 30% o f  cases of  whooping cough have been 
confirmed in fu l ly  vaccinated children (Stewart 135)." There have been 
severa l cases of  so cal led epidemics in i t ia l ly  a t t r ibuted to decl ines in 
vaccination, upon fu r the r  invest igat ions the cases were from babies under two 
months of  age ( f i r s t  DPT shot given at two months of  age in U.S) and from 
the immunized population.

The side ef fects from the DPT vaccine are numerous. In the CDC 
(Center fo r  Disease Control ,  the federa l agency that monitors the qua l i ty  o f  
vaccines and promotes immunization) pamphlet fo r  parents about childhood 
immunization it states about possible side ef fects, "with DTP vaccine, most 
children will have a s l ight f eve r  and will be i r r i tab le  within two days a f te r  
getting the shot. More than one h a l f  o f  children develop some soreness and 
swell ing in the area where the shot was given. More serious side e f fects can 
occur. A temperature greate r than 102°F may fo l low 1 o f  20 DTP shots. 
Unusual high-pitched crying may occur a f te r  1 in 1,000 shots. Convulsions o'- 
episodes o f  l impness and paleness may occur a f te r  1 in 1,750 shots. Chi ldren 
who have prev ious ly  had a convuls ion may be more l i k e ly  to have another
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a f te r  pertussis shots. Rarely, about once in 110 ,000 shots, inf lammation of  
the brain (encephal i t is ) may occur, and permanent brain damage may occur 
about once in 310 .000  shots" (U.S. 6).

This excerpt from the CDC pamphlet doesn't te l l  the whole s to ry o f  side 
e f fects  o f  the pertuss is vaccine. In Br itain a pronounced local skin action 
is considered a contra indicat ion (to make fu r the r  treatment inadvisab le ) to 
fu r the r  injections of  pertuss is vaccine. The product insert  fo r  the pertussis 
vaccine from Lerdle Laboratories arid Connaught Laboratories (manufacturers 
of  DPT vaccine) s tates  that feve r  ove r  103°F contraindicates fu r the r  pertussis 
vaccine (Cou lte r 55) .

Vomiting and dia r rhea are possible side ef fects, as one mother reported 
a f te r  her three month old daughter received her f i r s t  DPT shot, "Once at 
home, she s tar ted having te r r ib le  gas. About every couple of minutes, she 
would have vio lent,  explos ive gas. I have never  heard a human sound like 
that. Maybe a 300 pound pig in a barnyard , but never a human (Cou lter 57) ."

The CDC pamphlet, fa i l s  to warn parents of some side e f fect and when 
serious side ef fects do occur, the DPT shots should be discontinued. Blood 
disorders, excessive s leepiness and the side ef fects l isted by the CDC as 
excessive fever ,  convulsions and high pitched screaming are abso lute ly  
contraindicated by the makers o f  the DPT vaccine.

SIDS (sudden in fan t  death syndrome) has been l inked to the DPT vaccine 
in some cases. V'illiam C. Torch M.D., former director o i  Child Neurology, 
Department o f  Pediatrics, at Univers i ty  o f  Nevada School o f  Medicine, 
presented a paper l inking SIDS and DPT vaccination. He states that out 
seventy cases o f  SIDS studied 6.5% died twelve hours a f te r  receiving DPT 
vaccination, 13% a f te r  tw en ty - f ou r  hours, 26% within three days. He found in



the non-DPT group deaths peaked at  2 months and in the DPT group deaths 
peaked at 2 and 4 months. He also discovered in the non-DPT group deaths 
occurred most often in the fa l lWvinter season and in the DPT group deaths 
were nonseascnal (Coulter 94) . With 1 in eve ry  600 l ive  births dying annua l ly  
from SIDS (Mendelsohn 4) and 40% of  SIDS cases occurring within 3 days o f  
DPT vaccinat ion (Cou lte r 94) ,  using 3.7 mill ion births per year (Funkhauser 
1342) I conclude that approxim ately 2700 more deaths annua l ly  might be 
att r ibuted to the DPT vaccine. Or, at the very least  these deaths are 
misrepresented as SIDS deaths i f  not re lated.

In l ight o f  the SIDS stat ist ics , le t  us take a closer look at the CDC 
f igures in the ir  pamphlet sta ting that  1 in 110 ,000 fo r  encephlapathy and 1 in
330 ,000 fo r  brain damage from the vaccine. These s ta t is t ics were derived 
from the Brit ish National Childhood Encepha lopathy Study (NCES). The study 
encompassed a l l  cases o f  acute neuro logical i l lness in Brit ish children from 
two to th i r ty  six months o f  age who were admitted to hospitals between 1976 
and 1979. The NCES only included those pat ients admitted to a hospita l and 
those who had a convuls ion lasting 30 minutes or longer (Stewart 136) . In 
the t h i r t y - f i v e  cases receiving compensation, fo r  100% disabi l i ty , caused by 
pertussis vaccinations, from the West German Health Author ity there .vere six 
that had encepha lopathy without convu ls ions and twenty - two with convulsion 
last ing less than 30 minutes. In comparing this data, we might assume that 
the NCES missed the 80% o f  the cases where brain damage occurred. In 
using the NCES f igures, the CDC ignored that Britain uses a milder vaccine 
and British children are vaccinated at  a older age. These discrepancies could 
raise the incidence o f  permanent brain damage much higher (Cou lte r 373) .

The NCES study also gives us estimates o f  the incidence o f  damage
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caused by whooping cough. The NCES estimated tha t  acute encephalopathy 
occurred once eve ry  300 ,000 cases o f  whooping cough. When compared to the 
NCES f igures fo r  damage from the vaccine, the chance o f  neurological damage 
from the vaccine and the disease are equal (Stewart 136).

In America the f i r s t  DPT shot is given at two months o f  age, then four 
months, then six months, eighteen months, then a f ina l shot between four and 
six years o f  age. This is in sharp contrast to other industr ia l i zed countries: 
Sweden and West Germany., without pertuss is vaccinations; England, with shots 
s ta r t ing at six months o f  age; Japan, DPT shots s ta r t ing at  two ye° -s  o f  age. 
Between 1946 and 1957 the Medical Research Counci l in England conducted 
f ie ld t r a i l  o f  the pertussis vaccine invo lv ing 50 ,000 children between six 
months and eighteen months o f  age, with 80% fourteen months o f  age or 
older . There were 44 cases o f  convuls ions reported during these tests. Even 
though these test were designed to test the ef fectiveness o f  the vaccine not 
the sa fe ty ,  the U.S. uses the data col lected from Britain to ju s t i f y  the sa fe ty 
of  the vaccine in newborns. George Dick M.D. asks, "'How did it come about
that i t  was assumed that babies o f  on ly a few months c f  age would react,
the same way as babies twice the ir  weight? Why was immunization with 
per tuss is -con ta in ing  vaccines recommended in babies a few moths o f  age with 
no adequate tox ic ity tests having being done? (Cou lter  3 3 ) ’ "

The DPT issue is f i l led with may cases o f  reserehers omiting or 
discounting data, because o f  the source. A recent ar t ic le  in the Journal o f
American Medical Association (JAMA) estimates the ef fects o f  delaying the
U.S. pertussis  vacc ination schedule to 8, 10 and 12 months o f  age. They 
concluded tha t  the increased incidence o f  whooping cough in chi ldren under 
the age o f  two, would outweigh the r isks  from the vaccine in the same group.



In the ir  conclusion they considered SIDS deaths as associated by chance with 
the pertussis vaccine, there fo re not va l id  fo r  the ir  conclusion (Funkhauser 
1345) . They also discounted the Japanese experience o f  delaying the pertussis 
vaccination unt i l  children are two years old. They did not  use this data fo r  
the ir conclusion, even though they stated it "might support use o f  the new 
schedule over the current one, ( 1346 )"  because the data was not "col lected in a 
contro l led cl inica l sett ing,"by the Japanese compensation system and covered a 
d i f fe rent age group (1346 ) .  Instead they cited the NCES study as being 
"collected using ca re fu l ly  designed methods. (1346 )"  A re la ted ar t ic le  in the 
same issue o f  JAMA recommends the use o f  ace i lu la r  per tuss is  vaccine 
cur ren t ly  being used in Japan. When re ferr ing to possible under report ing 
by the Japanese compensation system they state the chances are minimal 
(Noble 1355).

In deciding whether to vaccinate the ir  children parents must also 
consider Alaska statute . In Alaska al l  children entering school , public or 
private,  are required to be vaccinated including the DPT vacc inat ion. This 
law was implemented, as a l l  laws are, fo r  the common good o f  the public.
This law was designed to protect the public through mandatory vaccination 
from epidemics of  these diseases. But, are hea lthy ,  wel l fed chi ldren l iving in 
a clean, san i ta ry  environment in Juneau at r isk? We know the vas t  majority 
of  pertussis cases occurring world wide are from thi rd word countries with a 
low standard o f  l iving and primitive san i ta ry  conditions. These same 
condition prevai led in the U.S. during the major pertussis epidemics o f  the 
1370s.

With 30 cases (9 confirmed) o f  pertussis in 1985 and only 5 cases (4 
confirmed) in 1985 reported in Alaska , there were only 4 cases hospital ized,
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without any deaths (K la t t ) .  There is not any regulat ions governing the 
report ing o f  react ions from the pertussis vaccine in A laska (K la t t  and 
F raz ie r ) .  Without a la rger group o f  cases in Alaska, we cannot f i'  *?e the
r isks o f  the vaccine against the r isks o f  the disease.

Just  as there is not complete data in Alaska on whooping cough or the 
reactions from the vaccine, parents must make a decision fo r  the ir  children 
on incomplete or distorted information. There has not been a major cl inical 
study o f  the r isks o f  the vaccine or the r isks to society from the disease, 
without f laws. The NCES study, from which our government bases it  decision 
to promote the DPT vaccine, omits pert inent cases, causing the data to be 
f lawed. Even i f  the data was riot f lawed, the NCES f inds the incidence o f  
permanent brain damage from the vaccine approximate ly equal to the 
incidence o f  permanent brain damage from pertussis . With a l l  the conf l ict ing 
data and controversy surrounding the DPT vaccine, fo r  there to be s ta tu te 
requir ing immunization is shameful.  Parents should be al lowed to choose 
whether the ir  chi ldren brave the r isks o f  the vaccine or the disease, without
the education o f  the ir  children held hostage.
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MEMORANDUM State of Alaska
TO Elizabeth Ward

Director, Division of Public Health
DATE

FILE NO

March 4, 1988

FROM Michael E. Jones 

Medical Epidemiologist

TELEPHONE NO

SUBJECT:

561-4406

R e v i e w  o f  MSAEFI Reports and 

Philosophical Exemptions to 

Immunization

I have reviewed all MSAEFI (Monitoring System for Adverse Events F o l l o w­
ing Immunization) reports submitted to the Section o f  Epidemiology during 

the three years from 1985 through 1987. During this period, there were eighty- 

one reports o f  adverse everts occurring i a  persons vaccinated w i t h i n  the 
preceding 28 days. Of these events, twenty-seven (33%) were classified either 

as anaphylaxis or as one of the illnesses listed in subsections 7-15 o f  the 

MSAEFI form (attached); reports of such events require review by the Immunization 
Project physician to verify the clinical information.

The vaccines associated with these reported adverse events and the number 

of instances in which hey were associated wit h  such reactions were as follows: 

diphtheria-pertussis-tetanus (DPT) vaccine, 22 instances; oral polio vaccine 

(OPV), 7; measles-mumps-rubella (MMR) vaccine, 4; hepatitis B vaccine (Hep- 

tavax), 1; and Hemophilus influenzae type b (Hib) vaccine, 1. (Numbers total more 

than 27 because some individuals received two or more vaccines concurrently.) 

The disproportionate number of DPT-associated adverse events may be related in 

part to the fact that DPT is the mo s t  frequently administered vaccine in 

Alaska: a total o f  5 doses of DPT vaccine are recommended for adequate immu­

nization, compared with 4 doses of OPV and one dose of M MR vaccine.

The serious reactions reported, a nd the number of times they were associated

with individual vaccines or wit h  vaccine combinations, are listed In the table

:S^1u//^vwhich follows:
<?) 

n *
\0'u2>

2 \
;.C

TABLE 1

VACCINE(S) ADMINISTERED PRIOR TO ADVERSE EVENT

DPT DPT/OPV DPT/OPV/Hib M MR Heptavax Total

Convulsions/Seizures 7

Screaming Episodes 3

Hypotonic/Hyporespons Ive 
Episodes ("Collapse") 3

Encephalitis (without 

residual defect)
Weakness o f  Extremities 

Anaphylaxis 1

Infantile Spasms 1

Neonatal Apnea____________

11
8

All Adverse Events 15

02-001 A(Rcv 10179)



None of these reactions was fatal. Except for one child who had persistent, 

mil d  weakness of his extremities one year following onset of the adverse event, 

all patients recovered fully.

It is important to remember that these adverse events are defined as being 

temporally related to vaccination (that is, they have occurred within 28 days 
following vaccine administration). It is not possible, in any individual case, 

to establish a cause-effect relationship between immunization and an adverse 

event, nor is it possible always to exclude such a relationship. O f  the eleven 
individuals who had seizures, four (36%) had had histories of seizures prior to 

vaccine administration. The child w i t h  encephalitis was clinically diagnosed 

as having "viral meningoencephalitis” (an inflammatory brain condition caused 

by a virus). The child with persistent weakness of his extremities was examined 

by a neurologist who did not believe that his impairment was related to 

immunization. However, since the possibility that such adverse events are 
related to vaccination cannot be discounted, it is important that they be 

included in Alaska's MSAEFI reports and be analyzed with nation-wide data by 

the Centers for Disease Control.

Table 2 illustrates the frequency with which certain adverse events were 

reported to follow DPT vaccination in Alaska during the 3-year period, 1985- 

1987. Based on the number of dose' (33,073) of DPT vaccine known to have been 

administered during 1987, it is estimated that a minimum o f  99,000 doses of the 

vaccine were administered during that 3-year peiiod. Thus, on average, seizure 

activity occurred following one o f  every 14,143 doses o f  DPT vaccine; a 

hypotonic/hyporesponsive episode (transient "collapse") after one in every

33,000 doses; and encephalitis following one of the 99,000 doses. It is evident 
from the data in table 2 tl at the reported frequency of these events in Alaska 

is less than, or approximately equal to, the published frequency with which 

such events can be expected to occur w i t h i n  very large populations. O f  course, 

these frequency estimates depend u p o n  the completeness of reporting o f  vaccine- 

associated adverse events by health care providers; and reporting of "severe 

reactions to auy vaccination" has been required (7 AAC 27.005) in Alaska since 

at least 1975. It is not possible, from existing data, to estimate completeness 

of  reporting.

T he National Childhood Vaccine Injury A ct o f  1986 requires that each health 

care provider who administers a vaccine containing tetanus toxoid or diphtheria, 

pertussis, measles, mumps, rubella, or polio components shall record in a 

permanent record the date of administration of the vaccine, the vaccine 

manufacturer and lot number of the vaccine, the name and address of the health 

care provider administering the vaccine, and any other identifying information 

o n  the vaccine required pursuant to regulations promulgated by the Secretary o f  

the Department of Health and H u m a n  Services. In addition, each health care 

provider and vaccine manufacturer are to report certain adverse events or 
reactions, set forth in a vaccine injury table, which occur within specified 

time intervals following vaccine administration. These adverse events, which



vary according to the vaccine(s) specified, include anaphylaxis or anaphylactic 

shock, encephaiopathy (or encephalitis), shock-collapse or hypotonic-hyporespons- 

ive collapse, residual seizure disorder, paralytic polio, or any acute complica­

tion or sequela (including death) o f  these illnesses, disabilities, injuries, 

or conditions. As of October, 1988, federal law, as well as existing state 

statutes, will require Alasiia's health care providers to record information 

about the vaccines they administer and to report any adverse events following 

a dministration of vaccines.

Finally, there are no published reporto which document the effects of 
philosophical exemptions from immunization in states which have such an exemp­

tion nor is any organized information about this issue available from the 

Centers for Disease Control's Immunization Division. The American Medical 

Association's recommendation (American Medical M e w s , August 14, 1987) that both 

philosophical and religious exemptions be removed from statutes requiring 

ma-.datory immunizations was prompted, in part, by reports o f  two large out­

breaks o f  measles which originated in, and were facilitated by, infection of 

persons w i t h  religious exemptions to immunization. These outbreaks resulted in 

three fatalities and affected individuals without such exemptions. Thus, the 

concern that vaccine-preventable diseases occurring in persons with exemptions 

from immunization might have deleterious effects on the general population is 

clearly more than a theoretical consideration. However, no body of data exists 

that would allow a reliable assessment of the public health Impact of philosoph­

ical or religious exemptions.

MJ/jh

Attachment



TABLE 2

ANALYSIS OF SELECTED ADVERSE EVENTS ASSOCIATED 

WITH DPT VACCINE, 1985-1937, ALASKA

Adverse Event

Number of Adverse 

Events Reported

Estimated Number of Doses 

of Vaccine Administered 

1985-1987

Observed Incidence 

of Adverse Event

Seizure/Convulsion

Hypotonic/Hypore- 

sponsive Episode

Encephalitis

- Total

- With Residual

Neurologic Defect

99,000 1 in 14,143 Doses 

1 in 33,000 Doses

1 in 99,000 Doses

Expected Incidence 

of Adverse Event *

1 in 1,750 Doses

1 in 1,750 Doses

1 in 110,000 Doses 

1 in 310,000 Doses

* Hinman and Koplan, JAMA 1984, 251:3109-3133



REPORT  OF A D V E R S E  EVENT  FOLLOW ING  IM MUN IZAT IO N
1 o t m  C o m p l e t e d  t iy  
N a m e

V a c e m e  A d m i n i s t e r e d  I t y :  
N a m e  , , .

A d d r e s s A d d r e s s
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I support HB 27? w h i c h  would provid e more i n f o r m a t i o n  on che 

benefits and risks if the D.P.T. program.

I as a par en t  j m  u n i n f o r m e d  of the risks and be n if i t s  of these shots, 

manditoiy by the S ta t e wi t h no g aran te e or li abelity by the State 

in case of mental, physical , or mortal damage to my c ^ U d .

my child has h a d  fro m th ese D.P.T. shots.

I as a pare nt d e m a n d  to kn o w  the risk factor of the diseases.

Are they in r e m i s s i o n } c u r r e n t l y  life th r ea t ni n g or re ad il y treatable

•f
I as a parent h a v e  b e c o m e  al armed to .see the ne ga t iv e  r e a c t i o n

by modern m e d i c i n e ?  Does the D.P.T. vaccine g ar a n t e e  safe protect io n 

or in fact cause i l l ne s s itse lf ?

Please hel p a n s w e r  t h es e questions. SU PP OR T  HB 277,

Sincerly j
Terry and N ancy *>stham

O i r i o ^



M y  n a m e  i s  E i l e e n  W a g n e r .  I a m  t h e  p a r e n t  o f  a 3 1 / 2  y e a r  

o l d  b o y  w h o  h a s  s e v e r e  a l l e r g i e s  w h i c h  b e g a n  r i g h t  a f t e r  h i s  

f i r s t  D P T  s h o t .  I t h i n k  t h e  s h o t  t r i g g e r e d  t h e  a l l e r g i e s .

D o c t o r s  d o  n o t  t h i n k  so. O n s e t  o f  a l l e r g i e s  i s  n o t  c o n s i d e r e d  a 

c o n t r a i n d i c a t i o n  t o  f u r t h e r  s h o t s .  T h e r e  is a g r e a t  g r a v  a r e a  

o f  v a c c i n e  r e a c t i o n s ,  t h e r e  a r e  m a n y  c h i l d r e n  w h o  d o n ' t  c o l l a n s e ,  

d i e ,  o r  s u f f e r  b r a i n  d a m a g e  f r o m  t h e  s h o t ,  b u t  w h o  a r e  " s l i g h t l v "  

i n j u r e d ,  a n d  n e v e r  r e p o r t e d .

J o h n  s e e m e d  t o  b e  a n o r m a l  b a b v  at t h e  t i m e  o f  h i s  f i r s t  

D P T  s h o t  a t  3 1 / 2  m o n t h s  o f  age. As t h e  p u b l i c  h e a l t h  n u r s e  
p r e p a r e d  t h e  s h o t ,  I a s k e d  " D on't I h a v e  t o  s i g n  s c m e t h i n a ? "

" o h  n o ,  w e  d o n ' t  d o  t h a t , "  s h e  r e p l i e d .  I  r e m e m b e r  b e i n n
s u r p r i s e d ,  s i n c e  w e  h a d  l i v e d  i n  W i s c o n s i n  w h e n  o n e  o f  m v  o l d e r
c h i l d r e n  w a s  g e t t i n g  h e r  s h o t s ,  a n d  e a c h  t i m e  I  h a d  h a d  t o  r e a d  a n d  
s i g n  a  l e n g t h y  w a r n i n g  a b o u t  v a c c i n e  r i s k .  ( I  h a v e  2  o l d e r - f e l l v  
v a c c i n a t e d  c h i l d r e n . )

I w a s  g i v e n  n o  i n f o r m a t i o n  o f  anv  k i n d .  A f t e r  t h e  s h o t ,

J o h n  w e n t  t o  s l e e o  f o r  16 h o u r s  It w a s  a p r o f o u n d ,  d e a t h l i k e  

s l e e p  - h e  d i d n ' t  m o v e  a m u s c l e  d u r i n g  t h a t  t i m e ,  e v e n  w h e n  I 

f e l t  h i s  h e a d  f o r  f e v e r .

W i t h i n  2 w e e k s  t h e  s k i n  t r o u b l e  h a d  s t a r t e d .

It w a s  t h e  b e g i n n i n g  o f  a y e a r  o f  a g o n y  f o r  m y  son.

H e  i t c h e d  i n t e n s e l y  at a l l  t i m e s ,  c l a w e d  h i m s e l f  b l o o d y ,  e v e n  h a d  

h i v e s  o n  t h e  s o l e s  o f  h i s  f e e t .  H i s  n o s e  a n d  e y e s  r a n

c o n s t a n t l y ,  h i s  b o d y  w a s  s w o l l e n  a l l  o v e r .  H e  w r i t h e d  i n  m v  a r m s  a s  I

n u r s e d  h i m .  H e  w a s  c o m p l e t e l y  b r e a s t f e d ,  a n d  e x q u i s i t e l y  

s e n s i t i v e  t o  t h e  f o o d s  I w a s  e a t i n g .  G r a d u a l l y  w e  h a v e  l e a r n e d  

w h a t  m a k e s  J o h n  t i c k ,  a n d  h e  i s  n o w  l i v i n g  a n o r m a l  l i f e ,  t h o u g h  

h i s  d i e t  a n d  e n v i r o n m e n t  a r e  r i g i d l y  c o n t r o l l e d .  W e  c a r r v  a n  

i n j e c t i o n  o f  e p i n e p h r i n e  f o r  e m e r g e n c i e s .  H e  s t i l l  h a s  

o c c a s i o n a l  s w e l l i n g  o f  t h e  w i n d p i p e ,  a s  w e l l  a s  m a n y  l e s s e r  
a l l e r g i c  r e a c t i o n s .

T h e  i m p o r t a n t  t h i n g  f o r  y o u  t o  k n o w  i s  t h a t  t h e  m a n y  

d o c t o r s ,  b o t h  h e r e  a n d  i n  S e a t t t i e ,  I sav; d u r i n a  t h a t  f i r s t  y e a r  
s t e a d f a s t l v  d e n i e d  a n y  c o n n e c t i o n  w i t h  t h e  D P T  s h o t .  It w a s  a l l  

s o  u n b e l i e v a b l e  t o  m e  t h a t  I b e g a n  t o  d o  r e s e a r c h  a t  t h e  S t a t e  
L i b r a r v  a b o u t  v a c c i n e s ,  a l l e r g i e s ,  t h e  i m m u n e  s v s t e m .  I d o n ' t  

p r e t e n d  t o  b e  a n  e x p e r t .  B u t  I f a u n a  o u t  e n o u g h  t o  d e c i d e  t h a t  

f u r t h e r  v a c c i n a t i o n  is t o o  r i s k v  f o r  J o h n .  A n d  I f o u n d  a 
C a n a d i a n  d o c t o r  w h o  h a d  s t u d i e d  b a b i e s  l i k e  J o h n  f o r  30 v e a r s .

W e  h a d  m a n y  o h o n e  c o n v e r s a t i o n s  a n d  d u r i n o  o n e  h e  s a i d  t h a t  

v a c c i n a t i o n  h a d  t r i g g e r e d  t h e  a l l e r g i e s  o f  m a n y  o f  t h e  m o s t  
s e v e r e l v  a l l e r g i c  i n f a n t s .  "It's cruite c o m m o n ,  a c t u a l l v . "  T h e  

r e a s o n  t h i s  d o c t o r  c o u l d  l e v e l  w i t h  m e  a n d  a d m i t  t h a t  t h e  s h o t  
t r i g g e r e d  t h e  a l l e r g i e s ,  w h e r e a s  4 A m e r i c a n  d o c t o r s  d e n i e d  it, is 

t h a t  C a n a d a ,  a l t h o u g h  t h e v  r e c o m m e n d  v a c c i n a t i o n ,  d o e s  n o t  

m a n d a t e  it.
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T h e  m a n d a t o r y  n a t u r e  o f  t h e  v a c c i n e  n o l i c y  n u t s  d o c t o r s  in 

t h e  p o s i t i o n  o f  h a v i n g  t o  d e n y  a l o t  o f  r e a c t i o n s ,  t o  d e n y  i n  

t h e i r  o w n  m i n d s  a s  w e l l  a s  t o  t h e  p a t i e n t .  W h e n  m v  d r .  u r g e d  m e  

t o  c o n t i n u e  t o  v a c c i n a t e  J o h n ,  o f f e r i n g  t o  w i t h o l d  t h e  p e r t u s s i s  

c o m p o n e n t ,  h e  s a i d ,  "i'll a d m i t  i'll b e  b i t i n g  m y  f i n g e r n a i l s

w a i t i n q  t o  s e e  i f  J o h n  h a s  a r e a c t i o n . "

T h e  f a u l t  d o e s  n o t  l i e  w i t h  i n d i v i d u a l  d o c t o r s  b u t  w i t h  t h e  A A P ,
w h i c h  p r o v i d e s  d o c t o r s  w i t h  g u i d e l i n e s .

I a m  u n e a s y  a b o u t  n o t  h a v i n g  J o h n  v a c c i n a t e d  a g a i n s t  t e t a n u s  

a n d  p o l i o .  I w o u l d  r e a l l y  l i k e  t o  d o  it. I w o u l d  l i k e  t o  b e  

a b l e  t o  s t u d v  s t a t e  o r  n a t i o n a l  s t a t i s t i c s  a n d  c o m p a r e  t h e  n u m b e r  

o f  c h i l d r e n  r e p o r t e d  t o  h a v e  h a d  a l l e r g i c  r e a c t i o n s  a f t e r  t h e i r  

D P T  t o  t h e  n u m b e r  o f  a l l e r g i c  r e a c t i o n s  a f t e r  DT, w i t h o u t  

p e r t u s s i s .  M y  q u e s t i o n  is, w a s  it t h e  p e r t u s s i s  c o m p o n e n t ?  o r  

w a s  it t h e  s h o c k  o f  v a c c i n a t i o n  t o  a c h i l d  w h o  a p p a r e n t l y  h a d  

l a t e n t  a l l e r g i e s ?  T h e r e  i s  n o  w a v  t o  g e t  a n  a n s w e r  t o  m y  

q u e s t i o n  - n o  s t a t i s t i c s  e x i s t .  F o r  t h i s  r e a s o n ,  I u r g e  v o u  t o  

r e q u i r e  h e a l t h  c a r e  p r o v i d e r s  t o  r e p o r t  a l l  a d v e r s e  r e a c t i o n s  t o  
v a c c i n e s .

T h e r e  i s  a m o r a l  q u e s t i o n  h e r e  - c a n  a f r e e  s o c i e t v  r e a u i r e  

c i t i z e n s  t o  b e  i n j e c t e d  w i t h  a t o x i c  v a c c i n e  a n d  c o n t i n u e  t o  d e n v  

t h e  f u l l  e x t e n t  o f  r i s k  i n v o l v e d ?  W e  l o o k  t o  y o u  t o  g e t  t h e  

f a c t s  o u t  o n  t h e  t a b l e .  O n l y  i f  w e  k n o w  t h e  f a c t s  c a n  w e  d e c i d e  
i f  t h e  b e n e f i t s  r e a l l y  d o  o u t w e i g h  t h e  r i s k s .
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TESTIMONY BEFORE THE HOUSE H.E.S.S. COMMITTEE
March 10, 1938 by: Judy Ames, Box 824, Scldotn?. Alaska 99669

I am a supporter of HB 277. This bill effectively addresses the 
vaccination issue so tha t ! as a parent may try and raise my healthy child 
by known and safe health standards.

For this testimony, I would like to address one issue in particular - 
the questionable ingredients contained in these vaccines. Particularly, 
formaldehyde, mercury, and aluminum. These 3 ingredients are listed on 
the manufacturer's Insert for the DPT vaccine with the exception of 
Connought Co. making no mention of formaldehyde. I am very particular 
about the substances ! and my family consumes and i object to any level of 
formaldehyde, mercury or aluminum entering my child’s body, it does not 
take many supposed or concrete findings to raise my objections to 
vaccinating my chiid with vaccines containing these potentially harmful 
toxins. Our state health dept, is not required to provide parents with a list 
of ingredients along with other vaccination Information. The new Federal 
law, "National Childhood Vaccine Injury Act of 1986" under Sec. 2126 (c) 
Information Requirements, has no mention of requiring the manufacturer's 
product Insert be presented to parents along with other pertinent 
vaccination information. Parents need to be informed of the ingredients 
entering their child's body at the time of vaccination. HB 277 would see to 
those requirements.

There are many uncertainties as to the rise and cause of certain 
diseases and tmrnunologicai disorders in our society. For example, we are 
seeing an inrrea.se in allergies In their arh'r.le entitled "Bringing 
Vaccines into Perspective," Harold E. Buttram, M.D. and John Hoffmann 
suggest ..."current mass vaccination programs must be highly suspected as 
contributing to the increased incidence of allergic disorders. And from 
James Gibson's book, Formaldehyde Toxicity, "The characteristics of an
allorgic mechanism are that the response can be evoked in sens'tCred
individuals with very small amounts of formaldehyde."

I am concerned about the possible iink between aluminum ( a 
cumulative carcinogen) and Alzheimer's disease, as reported in research 
entitled Physiological Behavior and fron1 1ers in Neur.olag.ond 
Neuroscience Research.

According to the Merck Index, ethylmercuric chloride used in 
preparation of thimerosal (another ingedient in the DPT vaccine) has a 
caution of being highly toxic.

I am rnnrprnpri Ahnut thp ^rar.rlarfK hy whirh the ingredients usea m 
vaccines are screened as in the monkey kidney cells used in growing the 
polio vaccine. Can we be guaranteed they contain no latent virus nr 
disease harmful to the human oody?



The list of questions and concerns goes on and on. The manufacturer 
claims the ingredients used in these vaccines are set 3t saie levels. V/hat 
long term studies ON HUMAN BEINGS are being done to prove these 
safeties? If our own health department calls its vaccine reaction 
reporting system passive, what can be said about studies tracing the 
effect of the potential toxins being injected as part cf our vaccines. How 
can any conclusive, concrete findings about the effect of these ingredients 
on infants and all human bodies be established when a system has obvious 
flaws?

From my point of view it appears ti:*t vaccine safety is not proven, 
however, the risks are substantial. Please consider this issue is full 
depth. Thank-you.



a f f a i r s  - KETCHIKAN Deborah G r a v e l

Peter Dwyer 
Rt, 2 Box 45 
Ketchikan, A k , 99901

To Concerned Legislators,

'we seriously question the safety cf the DPT vaccine, we 

cannot ignore the dangers to cur children's health that compulsory 

vaccinations represent, We feel that we must have a choice cf 

whether to vaccinate our children cr not.

we will not try tc convince you of all the risks involved

with vaccinations, we hope only that you will research this 

topic enough to acknowledge that there are good reasons tc be 

concerned about the safety cf children being vaccinated,

we feel that HB 277 is a beginnii _ fcr concerned parents.

We need a reporting system tc document how children are reacting 

to the shots. Vaccines are administered with no guarantees as tc 

their safety or effectiveness, Yet parents are urged tc vaccinate 

despite the fact that Sudden Infant Death Syndrome, pclic, 

encephalitis, and rheumatoid arthritis have been conclusively 

linked to vaccination.

We will not vaccinate our children. We are gravely concerned 

with their wellbeing anaaas responsible parents cannot take the

risk to their health that vaccines represent.

We urge you tc pass HB 277 as it is written. We feel it is 

our personal right to safe guard cur c h i l d r e n ' 3 health and we 

ask you tc respe:t our rights.

Sincerely,

A t -
/
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Municipality
of

Anchorage Tom Fink
MAYL A

P.O. BOX 196650
ANCHORAGE, ALASKA 99519-6650 
(907) 343-4674

M UNICIPAL H EA LTH  & HUMAN SERV ICES COMMISSION

March 9, 1988

Representative Johnny Ellis, Chair 

House Health, Education and 

Social Services Committee 

Alaska State Legislature.
POB V

Juneau, Alaska 99811 

Dear Representative Ellis,

The Municipal Health and Human Services Commission can not support HB277. In 

fact, HB277 is entirely contrary to sound public health policy. The Municipal 

Health and Human Services Commission is, therefore, opposed to changes in 

current state policy regarding immunizations. The effects of many infectious 

diseases, such as whooping cough, are contagious and can be devastating.

Current state policy protects the public's health by attempting to prevent an 

outbreak through immunization.

We do, however, see the merits of reporting adverse reactions to immunizations 

and maintaining records of the vaccine manufacturer and lot number. We would 

like to recommend such measures are taken as a means of protecting the coi.sumer.

If you have any questions, please feel free to call me (562-2828) or our staff 
(343-4674).

Municipal Hea1 th and Human Services Commission

cc: Representative Mike Navarre, Sponsor

House HESS Committee

Myra Munson, Commissioner, Department of Health and Social Services,

State of Alaska 

Anchorage Municipal Assembly 
Tom Fink, Mayor, Municipality of Anchorage 
Ron G a r z i n i , Manager, Municipality of Anchorage

Robert A. (Bert) Hall, Director, Department of H e alth and Human Services, 

Municipality of Anchorage

Sincerely,

L
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MUNICIPAL H EA LTH  & HUMAN SERV IC ES  COMMISSION

March 9, 1988

Representative Johnny Ellis, Chair 

House Health, Education and 

Social Services Committee 

Alaska State Legislature 
POB V

Juneau, Alaska 99811 

Dear Representative Ellis,

The Municipal Health and Human Services Commission can not support HB277. In 

fact, HB277 is entirely contrary to sound public health policy. The Municipal 
Health and Human Services Commission is, therefore, opposed to changes in 

current state policy regarding immunizations. The effects of many infectious 

diseases, such as whooping cough, are contagious and can be devastating.

Current state policy protects the public's health by attempting to prevent an 
outbreak through immunization.

We do, however, see the merits of reporting adverse reactions to immunizations 

and maintaining records of the vaccine manufacturer and lot number. We would 

like to recommend such measures are taken as a means of protecting the consumer.

If you have any questions, please feel free to call me (562-2828) or our staff 
(343-4674).

Gari B. Andreini, Chair

Municipal Health and Human Services Commission

cc: Representative Mike Navarre, Sponsor

House HESS Committee

Myra Munson, Commissioner, Department of Health and Social Services,

State of Alaska 

Anchorage Municipal Assembly 
Tom Fink, Mayor, Municipality of Anchorage 

Ron Garzini, Manager, Municipality of Anchorage

Robert A. (Bert) Hall, Director, Department of Health and Human Services, 

Municipality of Anchorage

Sincerely,

i
J
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MEMORANDUM State of Alaska

T0 John Katz, Special Counsel 
Office of the Governor 
Washington, D.C.

THRU

FROM:

DATE March 3, 19 88

FILE NO: SD: 3

TELEPHONENO: 465-3030

s u b je c t :  Supplemental Funding 
for Vaccine Purchases

iyra
Commissioner 
Department of Health and 

Social Services

The federal Immunization Compensation Bill (ICB) recently 
signed into law by President Reagan imposes a federal excise 
tax on vaccines. As a result, vaccine manufacturers have 
announced substantial price increases for vaccines effective 
January 1, 1988. As the following table shows, these price 
increases have serious budget implications for A l a s k a’s immuni­
zation program in FY 89.

Old Price New Price Doses Extra
Vaccine Per Dose Per Dose Difference Needed/Yr. C o s t / Y r .

DPT $7.6933 $9.6231 $1 .9297 X 60,000 = $115,782

MMR $10.67 $17.782 $7.11 X 15,000 = 106,650

OPV $1.363 $1 .3633 X 54,000 =

Ped DT $.13 $.194 $.06 X 2,500 = 1 50

Adult TD $.096 $.1564 $.06 X 25,000 = 1 ,500

Mumps $5.97 $11.902 $5.93 X 500 = 2,965

Total $227,047

DPT = diphtheria, pertussis, tetanus; MMR = measles, mumps, 
rubella; OPV = oral polio vaccine; Ped DT = pediatric diphtheria/ 
tetanus; Adult TD = adult tetanus/diphtheria

1Includes per dose federal excise tax of $4.56
^Includes per dose federal excise tax of $4.44
•^Includes per dose federal excise tax of $ .29
^Includes per dose federal excise tax of $ .06

New prices are current as of January 27, 1988 (MMR and mumps are 
estimates based on manufacturer's announcement February 18, 1988).



John Katz -2- March 3, 1988

The manufacturers of DPT and OPV have adjusted their base 
prices to reflect their reduced liability as a result of the 
ICB. The manufacturer of our MMR and mumps vaccines has just 
announced a possible 25% increase in price, effective February 
25, 1988, in addition to the federal excise tax. This is 
reflected in the prices shown in the table.

Vaccine prices generally increase every year, and we 
anticipate this in our budget requests. Before the ICB was 
signed, we had already asked for an FY 89 budget increment of 
$115,000 for vaccine purchases. The $227,047 shown in the 
table as the total extra cost per year represents a projected 
FY 89 deficit beyond the $125,000 already anticipated and 
r e q u e s t e d .

It is my understanding that the ICB contains language 
allowing for an appropriation of federal funds to help states 
pay the expected higher vaccine costs. This assistance is 
crucial to Alaska.

I request your assistance in encouraging the Alaska delega­
tion, the sponsors of the bill, and the key members of the 
relevant finance and budget committee to appropriate sufficient 
funds in the coming federal budget to provide financial assis­
tance for vaccine purchases to states reouiring such assistance.

cc: Representative Mark Boyer
u'lSepresentative Johnny Ellis 
Representative Steve Frank 
Representative Cliff Davidson



D i s s a t i s f i e d  P a r e n t s  T o g e t h e r  
A l a s k a  C h a p t e r  
B o x  1 7 4 6
S o i d o t n a ,  A l a s k a  9 9 6 6 9  
2 6 2 - 3 8 2 5

R e p r e s e n t a t i v e  J o h n n y  E l l i s  
C o - C h a i r m a n  
H o u s e  H . E . 5 . 5 .  C o m m i t t e e  
J u n e a u ,  A l a s k a  9 9 8 1 1

M a r c h  1 7 ,  1 9 8 8

D e a r  R e p r e s e n t a t i v e  E l l i s ,

T h a n k  y o u  a n d  t h e  H . E . 5 . 5 .  c o m m i t t e e  f o r  s p o n s o r i n g  t h e  
t e l e c o n f e r e n c e  o f  M a r c h  1 0 t h  to  h e a r  H B  2 7 7  a g a i n .  I t o o k  p a r t  i n  t h e  
t e l e c o n f e r e n c e  i n  S o l d o t n a  a n d  b e c a m e  q u i t e  f r u s t r a t e d  d u r i n g  Dr .  
M i d d a u g h ' s  t e s t i m o n y .  F o r  s o m e  r e a s o n  t h a t  t h e  l e g i s l a t i v e  l i a s o n  c o u l d  
n o t  c o r r e c t ,  w e  c o u l d  n o t  d i s c e r n  w h a t  Dr .  M i d d a u g h  w a s  s a y i n g  a b o u t  9 5 %  
o f  t h e  t i m e .  5 o  u n t i l  I a m  a b l e  t o  r e v i e w  h i s  t e s t i m o n y  i n  w r i t i n g ,  I c a n ’ t 
c o m m e n t  o n  h i s  t e s t i m o n y  i n  t h i s  c o r r e s p o n d e n c e

W h a t  1 w o u l d  l i k e  t o  a d d r e s s  i s  t h e  l e g i s l a t i v e  p r o c e s s  t h a t  H B  2 7 7  i s  
i n v o l v e d  i n  n o w .  I u n d e r s t a n d  t h a t  i t  h a s  b e e n  r e f e r r e d  t o  a  H . E . 5 . 5 .  
s u b c o m m i t t e e  f o r  p o s s i b l e  r e c o n s t r u c t i o n  m  o r d e r  t o  a v o i d  c o n f l i c t  w i t h  
t h e  i m p e n d i n g  e n a c t m e n t  o f  t h e  N a t i o n a l  C h i l d h o o d  V a c c i n e  I n j u r y  
C o m p e n s a t i o n  A c t .

I h a v e  c o m p a r e d  b o t h  b i l l s  a n d  a f t e r  d i s c u s s i n g  t h e  s i t u a t i o n  w i t h  
o t h e r  m e m b e r s  o f  A K - D P T  h a v e  p r e p a r e d  a  w r i t t e n  p r e s e n t a t i o n  t h a t  
o u t l i n e s  w h a t  w e  f e e l  m u s t  b e  r e t a i n e d  i n  H B  2 7 7  t o  b e s t  s e r v e  t h e  h e a l t h  
i n t e r e s t  o f  A l a s k a n  c h i l d r e n .

I d e a l l y ,  w e  w a n t  s o m e  m a j o r  i m p r o v e m e n t s  i n  t h e  i m m u n i z a t i o n  
p r o g r a m  m a n d a t e d  b e f o r e  t h e  l e g i s l a t u r e  a d j o u r n s  t h i s  s p r i n g .  S i n c e  I arn 
u n s u r e  o f  t h e  l e g i s l a t i v e  p r o c e s s  a n d  t i m e  a l l o w a n c e s  r e q u i r e d  t o  f i n a l i z e  
t h i s  l e g i s l a t i o n ,  1 w o u l d  a p p r e c i a t e  i t  i f  y o u  w o u l d  c o n t a c t  m e  a s  s o o n  a s  
p o s s i b l e  t o  d i s c u s s  w h a t  m a y  or m a y  n o t  h a p p e n  w i t h  H B  2 7 7  t h i s  y e a r .

T h a n k s  a g a i n , •

$ d A M ( Y i 0 l i /

S h a n n o n  K o h l e r
P r e s i d e n t



HB 277, AN ACT RELATING TO THE IMMUNIZATION OF MINORS

Alaska Dissatisfied Parents Together (AK-DPT) recommendations 
as to how b ill could be reconstructed to comply with National 
Childhood Vaccine in jury Compensation Act (N.CVi.C.A.), to 
fac ilita te  legislative progress, and to serve the health interests 
o f Alaskan children.

Recommendations w ill be referred to according to page number 
and line number o f HB 277.

Page 1. Section 1, lines 8 -1 7 ; as refers to philosophical 
objection to vaccinations.

A K - D P T  w i s h e s  t o  r e t a i n  t h i s  p o r t i o n  o f  H B  2 7 7 ;  h o w e v e r ,  i t  i s  o p e n  
f o r  d i s c u s s i o n .

Page I. A rtic le  3A, Section 18.15.300 Immunization 
Information, lines 2 6 -2 8  (2); as refers to manufacturer's 
product insert being required to be given to parents

A K - D P T  s t r e s s e s  t h a t  t h i s  s e c t i o n  m u s t  b e  r e t a i n e d  f o r  t h e  s i m p l e  
r e a s o n  t h a t  t h i s  i s  t h e  o n l y  m a t e r i a l  t h a t  l i s t s  t h e  i n g r e d i e n t s  o f  t h e  
v a c c i n e  i t  a c c o m p a n i e s .  I n g r e d i e n t s  n e e d  t o  b e  k n o w n  f o r  a  v a r i e t y  o f  
r e a s o n s ,  t h e  m o s t  i m p o r t a n t  i s  to  i d e n t i f y  a n d  a v o i d  a l l e r g i c  r e a c t i o n s .
T h e  f e d e r a l  k C . V . I . C . A .  d o e s  n o t  a d d r e s s  i n g r e d i e n t s  a s  r e q u i r e d  p a r e n t a l  
i n f o r m a t i o n .  A l s o ,  s i n c e  m a n u f a c t u r e r s  v a r y  o n  o c c a s s i o n  ( a s  d o e s  
a c c o m p a n y i n g  d a t a )  p a r e n t s  s h o u l d  a s  a  m a t t e r  o f  c o u r s e  b e  p r e s e n t e d  
w h a t e v e r  i n s e r t  i s  a p p l i c a b l e  f o r  v a c c i n e  b e i n g  a d m i n i s t e r e d  t h a t  d a y ,  
w e e k ,  o r  m o n t h ,  e t c .  A l s o ,  c o n t r a i n d i c a t i o n s  a n d  a d v e r s e  r e a c t i o n  l i s t i n g s  
c a n  v a r y .  P r o v i d i n g  t h e  m a n u f a c t u r e r ' s  i n s e r t  w i l l  h e l p  p a r e n t s  t o  d i s c e r n  
w h a t  t h e  m a n u f a c t u r e r  r e c o g n i z e s  a s  a  c o n t r a i n d i c a t i n g  r e a c t i o n  t o  a  
v a c c i n e  a n d  t h u s  f a c i l i t a t e  p a r e n t a l  c o m m u n i c a t i o n  w i t h  h e a l t h  c a r e  
p r o v i d e r s  s o  t h a t  h e a l t h  c a r e  p r o v i d e r s  w i l l  b e  a b l e  t o  e f f e c t i v e l y  a n d  
a c c u r a t e l y  c o m p l y  w i t h  p a g e  1 2 ,  P a r t  C  o f  t h e  N . C . V . I . C . A :  A s s u r i n g  a  S a f e r  
C h i l d h o o d  V a c c i n a t i o n  P r o g r a m  i n  t h e  U . S . ,  " R e c o r d i n g  a n d  R e p o r t i n g  o f  
I n f o r m a t i o n " ,  S e c t i o n  2 1 2 5 ( B )

Page 2, lines 7 -9  (b); as refers to hospital provided parental 
information.

S i n c e  t h e  S t a t e  H e a l t h  D e p a r t m e n t  d o e s  a l r e a d y  p r o v i d e  s o m e  
m a t e r i a l  a t  b i r t h ,  t h i s  s e c t i o n  s h o u l d  r e m a i n  t o  i n s u r e  t h a t  t h e  
m a n u f a c t u r e r ' s  p r o d u c t  i n s e r t  a l s o  b e  p r e s e n t e d .



Page 2, Section 18.15.310: Adverse Reaction Reports, lines 
1 4 - 2 1

A K - D P T  s t r e s s e s  t h a t  t h e  w o r d i n g  o f  t h i s  s e c t i o n  m u s t  r e m a i n  a s  
s u c h .  T h e  N . C . V . I . C . A .  d o e s  m a n d a t e  t h a t  " h e a l t h  c a r e  p r o v i d e r s "  r e p o r t  
s e r i o u s  a d v e r s e  r e a c t i o n ,  b u t  o n l y  i f  t h e y  a d m i n i s t e r  v a c c i n e s .  S e e  p a g e  
1 4  o f  f e d e r a l  b i l l ,  " D e f i n i t i o n s " ,  S e c t i o n  2 1 3 3  ( 1 ) .

H B  2 7 7  r e q u i r e s  t h a t  a l l  h e a l t h  c a r e  p r o v i d e r s  c o m p l y ,  b e c a u s e  m o r e  
o f  t h e m  w i l l  s e e  r e a c t i o n  t h a n  t h o s e  t h a t  a d m i n i s t e r  v a c c i n e s ,  i . e .  
p h y s i c i a n s ,  e m e r g e n c y  r o o m  p e r s o n n e l .  I t  a l s o  m a n d a t e s  t h a t  a  f o r m  b e  
c o n s t r u c t e d  s o  p a r e n t s  c a n  a l s o  r e p o r t  a  r e a c t i o n .  ( S e e  a t t a c h m e n t  o f  
M a r y l a n d  m o d e l  p a r e n t a l  f o r m . )

S i n c e  H B  2 7 7  r e q u i r e s  m o r e  s p e c i f i c  r e p o r t i n g ,  i t s  r e c o n s t r u c t i o n  
n e e d s  t o  m a n d a t e  t h a t  a l l  r e p o r t s  ( c o p i e s  o f  f e d e r a l  r e p o r t s )  n e e d  t o  b e  
s e n t  t o  t h e  A l a s k a  P u b l i c  H e a l t h  D e p a r t m e n t ,  s o  t h a t  a c c u r a t e  A l a s k a  
s t a t i s t i c s ,  f o l l o w - u p ,  a n d  l e g i s l a t i v e  r e p o r t i n g  m a y  o c c u r .  S p e c i f i c s  to  
f o l l o w .

P a g e  2 .  l i n e s  2 6 - 2 9  ( c )  L o n g  T e r m  F o l l o w - u p
T h e  N . C . V . I . C . A .  d o e s  n o t  a d d r e s s  l o n g  t e r m  f o l l o w - u p  o f  a l l  a d v e r s e  

e v e n t s .  T h i s  m u s t  b e  d o n e  i n  a t  l e a s t  o u r  s t a t e  t o  o b t a i n  a n  a c c u r a t e  
b e n e f i t / r i s k  r a t i o  i n v o l v i n g  v a c c i n a t i o n s .  T h i s  a l s o  m u s t  b e  d o n e  t o  d e t a i l  
t h e  e f f e c t s  o f  v a c c i n a t i o n  o n  i n d i v i d u a l  c h i l d r e n .  E v e r y  s t a t i s t i c  i s  a  
p e r s o n  a n d  t h e i r  d e v e l o p i n g  p r o b l e m s  m u s t  b e  c h r o n i c l e d .

P a g e  3 .  l i n e s  1 - 5  ( c )  L o n g  T e r m  F o l l o w - u p  ( c o n t ' d . )
A n  a n n u a l  r e p o r t  p r e p a r e d  b y  t h e  H e a l t h  D e p a r t m e n t  a n d  p r e s e n t e d  t o  

l e g i s l a t o r s  i s  e s s e n t i a l  f o r  t h e  r e a s o n s  s t a t e d  i n  b i l l .  T h i s  r e p o r t  w o u l d  
t h e n  b e  a v a i l a b l e  t o  p u b l i c .  T h i s  i s  n e c e s s a r y  f or  p u b l i c  a w a r e n e s s .
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"Skc. 2123. (a) G nniA L  Rtxx.—A dvil action against a  vaccina yVA'&M manufacturer Ter damages for a vaccujerelated injury or death 
associated with tha administration, of a vaccine after the effective '/fyv

to determine if  a  vaccine manufacturer is liable mvW 2 1 2 2 .'
“td  G c a n i  Damages.—Tbe second stage of such a  dvfl action
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“(1) I f  sought by the plaintiff, the third stage n f  such an action '} , ■ 
shall be held to determine the amount of punitive damages a 
vaccine manufacturer found to be liable under section 2 1 2 2  > 
shall be required to pay. •’•rV A<. .

“(2) If in such an action the manufacturer shows, that it"
» compiled, in all material respects, with all requirements under ;'»J 

the Federal Pood, Drug, and Coem etic A c t and > the Public./ y>  
Health Service Act applicable to the vaccine and related to the.V,* 
vaccine injury or death with respect to which the action was‘J“V' 
brought, tbe manufacturer shall cot be M d  lwhlw for punithre 
damage* nnlww the manufacturer engaged

*%A) fraud o r intentional and wrongful withholding of ■'■: r, 
information from the Secretary dazing, any phase of a  • 
proceeding for approval of the vaccine under section 351, •

<.• *XB) intentional sod wrongful withholding o f information 
'relating to the safety or efficacy of the Tacrine after its 

* . approval,or ■ . ■ t *;«.
<Q other criminal or illegal activity relating to tho 

", safety and effectireneaa of vaccmea, 
which activity related to the vaccine-related injury or death for 
which the civil action was brought. *■■■ ■

“(e) E vidence.—In any. stage of a dvil action, the Vaccine Injury . •.
Table, 1 any -finding cf a  district court of the United States or a  
master appointed by auch court in a proceeding on a petition filed • 
under section 2 1 1 1  and the  final judgment of a district court of the : •; v 
United States on such a petition shall not be admissible.
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•'•'Sec. 2125. (a) G enera l R u u e .— Each health care provider who ! 

administer! a vaccine set forth in the Vaccine Injury Tahb to any '

respect to each auch vaccine— •. v  " <• ’
“(1 ) tbe date of administration cf the vaccine, ‘ -•

. r.;v“(2) the vaccine manufacturer and lot number of the vaccine,'
-  '*(3) the name and address and,’ if appropriate, the title of the !• '• .f 

. health care provider administering the vaccine, and ■ V’ ’
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pursuant to regulation* promulgated by the Secretary.. ; ,<.)<■ ^  
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!Xl) Each health care provider and vaccine .'manufacturer;

.. shall report tn the Secretaiy— 3  ,• ' ivl| ' :,- >J 1,c;' 1 ’»
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Injury Table, including the events set forth in ecctiou’ 
1 1 2114(b) which occur within 7 days of the administration of

any vacdne set forth in the Table or within such longer 
period as is specified in tho Table or sec tio n .•; • ; ., ■/, •*

/ ’t  “(B) the occurrence of any contraindicating reaction to e
"uV .vacdne which ' ’** J “ ‘L '  “ ’ 1vaccine which is specified m theimanufacturer’s package, 
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>* ’XC) such other matters as the Secretary may by regale-' 
tion require. <• yb *v-, -*V.-• 1 • ■

Repoils of the matters referred to in subparagraphs (A) and (B) 
shall be made beginning 90 days after the effective date of this 
subtitle. Hie Secretary Bhall publish in the Federal Register as 
soon as practicable after such date a notice of the reporting: «  
requirement. , b "s -j ':*hi

“(2) A report under paragraph (1) respecting a vaccine shall * i.{. 
include the time periods after the administration of such vao- ’'*y 
dne within which vaccine-related illnesses, disabilities, injuries,/'I j  
or conditions, the symptoms and manifestations of such ill* v 
nesses, disabilities, injuries, or conditions, or deaths occur, and 
the manufacturer and lot number of the vacdne. ' •

“(3) The Secretary shall issue the regulations leferred to in - R* 
paragraph (1XC) within 180 days of the effectivt: date of this 
subtitle. '* '- 1

“(c) RJDJCASE or iNVOaMATION.— > ! • «.'j \  ?'*
“(1) Information which is in the possession of tha Federal St 

Government and State and local governments under this sec- tv  
lion and which may identify an individual shall not be made 
available under section 552 of title 5, United States Code, or 
otherwise, to any person except— t.

"(A) the person who received the vaccine, or 
'XB) tbe legal representative of auch person-. _ :

- “(2) For purposes of paragraph (1), the term ‘information 
• which may identify an individual’ shall be limited to the name, 

street address, and telephone number of the person who re-, . 
ceived the vaccine and of that person's legal representative and .V 
the medical records of such person relating to  the administra- 
tion of the vaccine; and shall not include the locality and State ’• 
of vaccine administration, the name of the health care provider . /. 
who administered the vaccine, the date of the vaccination, or 
information concerning any reported.,illness, disability,,injury,-'. ... 
or condition resulting from the administration of the vaccine, 
any symptom or manifestation of such illness, disability,'injury, ' • t 
or condition, or death resulting from the administration of the . f' 
vaccina. V 1 'i) 1 •'.'■V *'* v

^aIUâ 3) Except os provided in'paragraph (1),'all information Pu 
reported under this section shall be available to the public, inf

i * • A »*, *' t 1 * yV.. — -------
tu.i i

"Sexx 2126. (a) Ginerai. Rule.—-Not later than I year after, the «  
effective date of this subtitle, the Secretary shall develop end .301
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REPORT Of: StRIOUS ADVERSt REACTION IOUOW ING RECEIPT Of PERTUSSIS VACCINE.

Patient's _________________ ._____ _______________________________________  ----------------------

Nam e a n d _________________________________________________________________ Aue-----------------------

A d d r e s s _______________________________________________________________ Phone----------------------

| Describe Reaction (Include dale vaccine w o  adnnnisleied and type o l van.m e)

H ospitalized!. . Nam e o l hoqnlal .

. L U I  m c i n C. IMlb U N I  .

II your child hat a serums le jd io n  following peituvsis vaccine. this inlormalion mutt 
be lepoiled to the health authoiiliet Normally, this will t>e done by your doctor or clinic 
once they have knowledge ol the evt-m You alto may tile a report.by completing the 

lorm above and submitting it lo youi retpedive local health deparlment listed below

NAMES, ADDRESSES AND PHONE NUMBERS 
OF MARYLAND'S LOCAL HEALTH DEPARTMENTS
Allegany, Uo> 1741 Willuwbrook Koad Cumberland. 21 Su.' 777-5600

Anne Arundel Health Services lildg t Many S Truman Pkwy. Annap. 21401 224-7095

Baltimore. New Cuurts llldg. 401 Busies Ave . Towson, 21204 494-27

Calvert. P O  Hoi 980. Prince Tredcrick zix>78 S 15-5400

Caroline, Hoi 10. 411 franklin S i .  Elentun. 21029 479-0556

Carroll. Box 845. 540 Washington Ho Westminster. 21157 857-5000

Cecil, Court House Annei. 2nd Hour, llk iun, 21921 398-5100

Charles. Uoi 640. laPlata, 20646 934-9577

Dorchester. Kl 50 & Woods K d . Ilu i 119 Cambridge. 2161J 228-322J

Frederick. 12 E Church S t . fredeiick, 21701 694-1700

Carrett. Cartett Co Medical Center. Oakland. 21550 TJ4-8T1T

Harford. 119 Hays S i .  Box 191. Bel Air 210140191 818-2047

Howard. 3450 Court House D r. Box 476. I Hit till City. 21043 992-233J

Kent. College A ve. E x t. Box 359, I hctterluwn. 21620 778 1 150

Montgomery. 100 Maryland Ave. Rockville. 20850 681-5IXX)

Prince Ceorge's, Hospital R d . Chevcrly 20785 386-0300

Queen Anne's. 206 N Commerce M . Centres die, 21617 758-0720

St Mary's. Tudor lla ll U r . P O  Box 3T6. lennaidlown. 20650 475-8921

Somerset. Box T29. Dr Kuheri Juluitun Heallli Center. Westover, 21871 651-0822

Talbot. 1(X) S Hanson S t . Box 480. Easton. 21601 822-2292

Washington. 1302 Pennsylvania Ave. P O  Uoi 2067. Hagerstown, 21740 791-3200

Wicomico. 300 W Carroll St. Salisbury. 21801 749-1244

Worcester. P O  liox 249. Snow Hill. 21861 612-1100

Baltimore City. 111 N Calvert St, Baltiinure. 21202 396-4IH7

State Health D ep t. 201 W Preston S t . Baltimore, 21201 225-6677

I urn page for more-9

IMPORTANT INFORMATION AVAILABLE TO YOU

I ai h lim e your child is given a O il*  shut, the lollowing m lotiii.ilm ii it rec urdeti m a |K.-iina- 
ih-ill lecord ami is available lo you Irom your docloi hi dim e upon request

•  the dale and lime ol day the vaccine was given,

» the D IP  dose numlrer.

• the name and title ol the person who gave se shot,

•  the vaccine manufacturer name, and

• the vaccine lot number.

Yuu should keep information concerning the dates o l any vaccine given to your child in 

a permanent immunization record plus the details ol any rc-acliuiis that may occur until 
your child enters school I he Maryland Department of Health and Mental Hygiene. D ivi­
sion ot Immunization, 201 W. Preston Street. Baltimore, M D  21201. provides a personal 

Maryland Immumzalion Kecoid foe this purpose

IMMUNIZATION REQUIREMENTS EOR ENTRY TO SCHOOL

There is a law in Maryland that requires i hitdrc-n to have certain immunizations in order
to enroll in a public or private school llelore a child is allowed to attend school, proof
ol immumzalion must be shown. Proof o l immunization consists ol a written record show­
ing the month, day and year ol each immunization, along with the signature ot the person 

or dim e which administered each dose

The lollowing immunizations are currently required in Maryland

• DTP — 4 doses lot pupils less than 7 years of age,

< DT/Td — 3 doses lor pupils 7 years ol age and older.

• Polio — 3 doses lor pupils less than 18 years ol age.

" Measles — 1 dose ol live virus v jcc in e  on or after the first birthday, or a blood titer

o l at least 1:4. and

• Rubella — 1 dose o l live virus vaccine on or after the tirst birthday, or a blood titer

ol al least 1.8

As with pertussis, there are medical reasons that could exempt some children from man­
dated immunizations, (he law allows a religious exemption, also

SUMMARY

You have the right to receive and understand the information contained in this booklet 
If you don't understand any pait ol K, ask to discuss it beture your child receives pertussis 

vaccine

Maryland law requires that must children receive, among ntlier vaccines, pertussis vaccine  

murder lo attend school However, your child could be exempted temporarily or permanently 

Irom this mandate if he h i she meets the appropriate conditions lor such exemptions that 

are outlined in this booklet

Under Maryland law, d your doctor decides that your child should not get the vaccine, 
his ludgnieilt is filial II cannot be reversed by the Mate or Local H e jllh  Department or 

by scIkmiI o lliuals Except in an emergent y. your child cannot be kept out ol school because 

ol the doctor's decision not to give your child the vaccme

uiimii rruMf 
xiv uxnar

IMPORTANT  LNFORMATION A B O UT  PERTUSSIS 
AN D  PERTUSSIS VACCINE

Prepared lor you by.

I he Maryland Department o l Health and Mental Hygiene 
The M eduul ami Chirurgical faculty ol the Stale ol Maryland 

Tlse Maryland Chapter of the American Academy of Pediatrics

INTRODUCTION
lhrs booklet i> intended to answer some ol the questions you may have about pertussis 
(whooping cough) and pertussis vaccine. You should read this information before your child 
receives the D IP  vaccine

Perlussis or whooping cough can be a serious disease In some persons, especially very young 
children, it can cause permanent brain damage or even death In order to protect persons 
Irom whooping cough, Maryland law requires most children to gel lour DTP shuts before 
they go to school

However, nol all children have to get pertussis vaccine In some c j s c -s . the ~P" part ol the 
□  TP vaccine can cause serious reactions, including permanent brain damage or even death 
So some children should not get the “P" part ol the DTP vaccine at all Also, lor some 
children the series of pertussis vaccine should be delayed

So it is very important to read and to understand this information about the disease and 
the pertussis vaccine to protect your child's health II there is soinellimg in this booklet 
you don't understand, ask the person who gave you the booklet to explain it

WHAT IS PERTUSSIS (WHOOPING COUGH)!

Pertussis, also known as whooping cough, is a highly contagiuus disease caused by the 
bacteria. Ilmdetellj yttriums, and is spread through (he air to olliers I he disease stalls 
with cold symptoms and progresses to repealed, violent coughing spells which can inleilere 
with eating, drinking and breathing The coughing spells may be accompanied at the end 
by a "whooping" sound while (he victim struggles to inhale The disease will normally last 
lor one-to-two months

WHAT ARE THE RISKS OF GETTING WHOOPING COUGHi
According to the Centers lor Disease Comrol (CDC). in ihe past ten years an average of 
1.800 cases ol pertussis have been reported each year in Ihe U 5 Since many cases go 
unrecognized or unreported, the real numbers could be much higher 

Over half of Ihe reported cases occur in children under I year ol age Mosl reported tases 
. ol whooping cough involve children under 5 years ol age This is why vaccination in eaily 
life is so important Older children and adults., even those who have been vat m u le d  can 
also contract the disease and are believed in many cases lo be the source ol infection in 
the younger children

Although there is some disagreement about how etlei live the vaci me is. mosl r luhlien who 

letc ive  the series o l pertussis vaccine are prutected from whooping cough Ihe disease is 
olten milder in vaccinated children who do become ill with the disease

WHAT ARE THE POSSIBLE DANGERS O f WHOOPING COUGHI
In the U S over the last ten years, ail annual average ol 8 deaths lias occurred lollowing 
the disease While fatality- is low. almost all deaths a ie among children under 1 year ol 
age. most m those under t< munths

W hile there is no s|>eofic treatment for pertussis, prompt medical attention and suppomve 
care can be successful in reducing the severity and complications ol the disease



WHAT ARE THE POSSIBLE DANGERS OF THE PERTUSSIS PART 
OF DTP VACCINE?

Most U S doctor* and public health officials believe lhat Ihe benefits of pertussis vaccine 
outweigh the risk of rear lions to the vaccine for most children Most children have only 

a low fever, some crying and/or soreness after a DTP shot Some have no reaction at all 

Some rhildren. however, have serious reactions to the "P” part of the DTP vaccine These 

reactions may me lode convulsions, seuures. shock-collapse (turning b!ue or pale, limp, non- 
responsivel, a fever of 105 degrees F or more, high-pitched unusual cries, unusually long 
sleeping with great difficulty waking Ihe child, or crying which lasts more than 1 hours and 

cannot be stopped Any ol these signs should be reported lo your doctor or clin ic at once 

In some cases serious reactions lo the vaccine can involve long-term uncontrolled seizure 

disorders, brain damage, and even death

There is a great deal ol disagreement over how often these serious reactions happen The 

pertussis vaccine is known to cause serious reactions more often than other vaccines An 

effective test to screen the pertussis vaccine for its potential to cause reactions is not 
availahle II is not known how many children die or gel long tasting disabilities alter the 

DTP shot is given, yet dearly children who get DTP shots are at somewhat greater risk ol 

serious reactions than those who get DT shots, without the "P"

This is why parents, doctors, and clinics need to give careful consideration before giving 

this vaccine and need to be alert to possible serious reactions which may occur

D j iS  THE LAW REQUIRE ME TO GET PERTUSSIS VACCINE FOR MY CHILD?

Maiyland law requires most children to receive several different immumrations before they 
can enter school-pertussis van  me is one of them In ocder to enter school, a minimum 

ol A doses of D IP  is required. 5 are recommended

Not all children are required to get DTP shots Maryland law allows some children not lo  

have the "P" part of these shots il

• the child has any condition listed in the following section ("Which Children Should Not 

Receive Pertussis Vaccine*"!.

•  the parents ohiect due to their good faith religious beliefs and practices (in which case 
Ihe obieclions must be universal and not for pertussis vaccine alone), or

•  Ihe doctor der ides lhat because o l your child's particular situation, the risks ol the 

vaccine outweigh the benefits to Ihe child and the public for instance, il a parent, 
brother, or sister of the child to be given the vaccine has epilepsy, seizures, or other 

diseases ol the central nervous system, or has had a severe reaction to a D IP  shot, 
the doctor may choose not to give the vaccine

WHEN SHOULD A CHILD'S DTP SHOTS BE DELAYED?

A child's DTP shots should be delayed II he or she

•  has a lever or ear or chest inlection or is sick at the proposed time I or vaccination, 
or has not rompl' ,'>ly recovered Irom a past illness.

• has had a previoi. nvulsion. seizure, or nervous system illness, until it can be deter­
mined lhat no more seizures ate hapiiemng and tlie condition is stable and under 
control, or

• is receiving chemotherapy or radiation treatments which may reduce the immune 
response of the child to vaccines

A child’s shots can be continued aftpr he or she is well

WHICH CHILDREN SHOULD NOT RECEIVE PERTUSSIS VACCINE?

It is generally agreed that some children should not get the "P" part ol Ihe DTP vaccine  

The pertussis vavCine should not be given to your child il:

•  he or she has an underlying neurologic or seizure disorder which is getting worse or 

is uncontrolled.

•  he or she is seven years of age or older, or

•  he or she has already had an earlier D IP  shot and had any of the following reactions 

after the shot

— a measured fever of 105 degrees F or greater (some manufacturers believe a temper­
ature of 10) degrees F or greater is a contraindication, therefore, this also should 

be reported to your doctor).

— a severe allergic reaction.

— collapse or shock-like slate.

— persisting, inconsolable crying lasting 3 hours or more, or an unusual high-pitched cry.

— convulsions) with or without lever occurring within 7 days, or

— other severe problems ol the brain occurring within 7 days, this includes prolonged 
sleeping and inability to wake child, unusual twitching ol the body or unusual staring

Some vaccine manufacturers state that a family history of central nervous system disorders 

is an absolute reason not to get whooping cough vaccine (the P part ol the D IP  vaccine) 

However, Ihe Centers lor Disease Control and the American Academy ol Pediatrics disagree 
with the manulacturers on this issue Therefore, any family history ol central nervous system 

problems should be considered carelully with your doctor before vaccination  

Your child should not need further pertussis shots il he or she has had laboratory confirmed 

whooping cough This also should be considered with your doctor 

If a child should not ret r u e  pertussis vaccine, he or she ran  still be protected against 
diphtheria and tetanus by receiving DT vaccine rather than DTP

ARE CERTAIN CHILDREN MORE LIKELY TO HAVE A SERIOUS REACTION 
TO DTP VACCINE THAN OTHERS?

The medical eiperts do not agree on the reasons why reactions following vaccination hap­
pen. nor can they predict in which children serious reactions will occur Rut there are some 

factors which may make children more likely to have serious reactions 

A child may be at higher risk ol a serious reaction to Ihe "P " part ol the DTP vaccine  

if he or she

• has had a serious reaction tn a previous DTP shot,

•  has a neurologic illness, including seizures or convulsions, the severity of which is chang­
ing or uncontrolled, or

•  has a fever or infection or is sick when the shot is given

HOW TO REDUCE THE RISK OF A SERIOUS REACTION TO PERTUSSIS VACCINE

It is important lhat a child's medical history be provided to the doctor or clinic before he 
or she receives the pertussis vaccine Such a history should include, but not necessarily be 

limited to. the lollowing information

•  major birth problems.

•  your child's and family's history of convulsion (seizure) or neurological illness,

•  any allergy.

•  recent or present illness;

•  medicines or treatment currently taking; and

•  your child's and family's history of ptevious vaccine reactions

Besides providing your doctor with your child's m edical history, there are other things 

which.can be done to reduce Ihe risk of a serious vaccine reaction O n e thing you can  

do is take your child's temperature before he or she is vaccinated to m ake sure he or 

she has no fever Another is to m ake sure your child has no obvious signs of infection  
al the time vaccine is given If your child's throat is red or the chiid has been pulling 

his or her ears, this may be a sign o l infection and should be discussed with your doctor.

WHAT SIGNS TO LOOK FOR IN A SERIOUS REACTION TO VACCINE

It is important to observe your child care lu lly  at periodic intervals after vaccination, 
particularly during the first 72 hours If your child has any of Ihe following symptoms 

alter a DTP shot, write down Ihe details on this form to help you report the correct in­
formation to your doctor or clin ic:

SYMPTOM DATE TIME DURATIO N  D ESC RIPT IO N

Measured lever nearing 

105 degrees f

Highpitched. 
unusual crying

Persistent, mrontolahle 
crying (I or more hours)

Inability to wake child, 
unusually prolonged sleeping

5hock or collapse, loss of 
muscle control, turning white, 
blue or gray, limpness

Convulsion, seizure, unusual 
repeated twitching, jerking, 
startling, or staring spells

loss ol sensory or muscle con­
trol, paralysis, limping, loss 

ol speech, hearing or sight

Difficulty or stoppage 
ol breathing

Severe local reaction, large red. 
blue or purple coloring with e«- 
tended swelling near where the 
shot was given

If any of these events happen after your child gets a DTP shot, ca ll your doctor or clinic 
at once Tell them about Ihe shot, when it was given, and about your child's reaction. 
Arrange for a prompt et.imin.ilinn ar the rhctor'i olhre. clinic, ot emergency room. When 

things settle down, write down in detail en ailly  what happened

2 3 4



MEMORANDUM State of Alaska
TO Eli z a b e t h  Ward

Director, Division o f  Public Health
DATE:

FILE NO.

FROM M i c h a e l  E. Jones 

M e d i c a l  Epidemiologist

TELEPHONE NO:

SUBJECT:

March 4, 1988

561-4406

Review o f  MSAEFI Reports and 

Philosophical Exemptions to 

Immunization

I ha v d  reviewed all MSAEFI (Monitoring S y s t e m  for Adverse Events F o l l o w­
ing Immunization) reports submitted to the Section of Epidemiology during 

the three years from 1985 through 1987. During this period, there were eighty- 

one reports of adverse events occurring in persons vaccinated w ithin the 
preceding 28 days. O f  these events, twenty-seven (33%) were classified either 

as anaphylaxis or as one of the illnesses listed in subsections 7-15 of the 

M S A E F I  form (attached); reports of such events require review by the Immunization 
P roject physician to verify the clinical information.

The vaccines associated with these reported adverse events and the number 

of instances in which they were associated w i t h  such reactions were an follows: 

diphtheria-pertussis-tetanus (DPT) vaccine, 22 instances; oral polio vaccine 

(OPV), 7; measles-mumps-rubella (MMR) vaccine, 4; hepatitis B vaccine (Hep- 
tavax), 1; and Hemophilus influenzae type b (Hib) vaccine, 1. (Numbers total more 

than 27 because some individuals received two or more vaccines concurrently.) 

The disproportionate number of DPT-associated adverse events may be related in 

part to the fact that DPT is the most frequently administered vaccine in 

Alaska: a total of 5 doses o f  DPT vaccine are recommended for adequate Immu­

nization, compared wit h  4 doses of OPV and one dose of MMR vaccine.

*w;

The serious reactions reported, and the number of times they were associated 

w i t h  individual vaccines or w i t h  vaccine combinations, are listed in the table 

lich follows:

T A B L E  1

VACCINE(S) ADMINISTERED PRIOR TO ADVERSE EVENT

C o n v u l s i o n s / S e i z u r e s  

S c r e a m i n g  Ep is o d e s  

H y p o t o n i c / H y p o r e s p o n s i v e  

E p i s o d e s  ("Collapse") 

E n c e p h a l i t i s  (without 

r e s i d u a l  defect) 

W e a k n e s s  o f  Ext r e m i t i e s

A n a p h y l a x i B  

I n f a n t i l e  Sp asm s

N e o n a t a l  A p n e a ______________

A l l  A d v e r s e  Events

DPT DPT/OPV DPT/OPV/Hib MMR Heptavax Total

7

3

1
1

15

1
1

1 1
8

1
1
1
1
1

27



None o f  these reactions was fatal. Except for one child who had persistent, 

mild weakness of bis extremities one year following onset of the adverse event, 

all patients recovered fully.

It is important to remember that these adverse events are defined as being 

temporally related to vaccination (that is, they have occurred within 28 days 
following vaccine administration). It is not possible, in any individual case, 

to establish a cause-effect relationship between immunization and an adverse 

event, n or is it possible always to exclude such a relationship. O f  the eleven 
individuals who had seizures, four (36%) had h ad histories of seizures prior to 

vaccine administration. The child wi t h  encephalitis was clinically diagnosed 

as having "viral meningoencephalitis" (an inflammatory brain condition caused 

by a virus). The child with persistent weakness of his extremities was examined 

by a neurologist who did not believe that his impairment was related to 

immunization. However, since the possibility that such adverse events are 

related to vaccination cannot be discounted, it is important that they be 

included in Alaska's MSAEFI reports and be analyzed with nation-wide data by 

the Centers for Disease Control.

Table 2 illustrates the frequency with which certain adverse events were 

reported to follow DPT vaccination in Alaska during the 3-year period, 1985- 
1987. Based on the number o f  doses (33,073) o f  DPT vaccine known to have been 

administered during 1987, it is estimated that a minimum of 99,000 doses of the 

vaccine wer e  administered during that 3-year period. Thus, on average, seizure 

activity occurred following one of every 14,143 doses of DPT vaccine; a 

hypotonic/hyporesponsive episode (transient "collapse") after one in every

33,000 doses; and encephalitis following one o f  the 99,000 doses. It is evident 

from the data in table 2 that the reported frequency of these events in Alaska 

is less than, or approximately equal to, the published frequency with which 

such events can be expected to occur within very large populations. O f  course, 
these frequency estimates depend upon the completeness of reporting o f  vaccine- 

associated adverse events by health care providers; and reporting of "severe 

reactions to any vaccination" has been required (7 AAC 27.005) in Alaska since 

at least 1975. It is not possible, from existing data, to estimate completeness 

of reporting.

The National Childhood Vaccine Injury A ct o f  1986 requires that each health 

care provider who administers a vaccine containing tetanus toxoid or diphtheria, 

pertussis, measles, mumps, rubella, or polio components shall record in a 
permanent record the date o f  administration of the vaccine, the vaccine 

manufacturer and lot number of the vaccine, the name and address o f  the health 

care provider administering the vaccine, and any other identifying information 

on the vaccine required pursuant to regulations promulgated by the Secretary of 

the Department of Health and Human Services. In addition, each health care 

provider and vaccine manufacturer are to report certain adverse events or 

reactions, set forth in a vaccine injury table, which occur within specified 

time intervals following vaccine administration. These adverse events, which
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vary according to the vaccine(s) specified, Include anaphylaxis or anaphylactic 

shock, encephalopathy (or encephalitis), shock-collapse or hypotonic-hyporespons- 

ive collapse, residual seizure disorder, paralytic polio, or any acute complica­

tion or sequela (including death) o f  these illnesses, disabilities, injuries, 

or conditions. As of October, 1988, federal law, as well as existing state 

statutes, will require Alaska's health care providers to record information 

about the vaccines they administer and to report a ny adverse events following 

administration of vaccirec.

Finally, there are no published reports which document the effects of 

philosophical exemptions from immunization in states which have such an exemp­

tion nor is any organized information about this issue available from the 

Centers for Disease Control's Immunization Division. The American Medical 

Association's recommendation (American Medical N e w s , August 14, 1987) that both 

philosophical and religious exemptions be removed from statutes requiring 

mandatory immunizations was prompted, in part, by reports of two large out­

breaks o f  measles which originated in, and were facilitated by, infection of 

persons w i t h  religious exemptions to immunization. These outbreaks resulted in 

three fatalities and affected individuals without such exemptions. Thus, the 

concern that vaccine-preventable diseases occurring in persons with exemptions 

from immunization might have deleterious effects on the general population is 

clearly mor e  than a theoretical consideration. However, no body of data exists 

that would allow a reliable assessment of the public health impact of philosoph­

ical or religious exemptions.

MJ/jh

A t t a c h m e n t



TABLE 2

A N A L Y S I S  OF  S E L E C T E D  A D V E R S E  E V E N T S  A S S O C I A T E D  

W I T H  D P T  VA CCINE, 1 9 85 -1 907 , A L A S K A

A d v e r s e  Ev en t

N u m b e r  of A d v e r s e  

Ev en t s  R e p o r t e d

E s t i m a t e d  N u m b e r  of D o s e s  

of V a c c i n e  A d m i n i s t e r e d  O b s e r v e d  I n c i d e n c e  

1 9 8 5 - 1 9 8 7  of A d v e r s e  Event

S e i z u r e / C o n v u l s i o n

H y p o t o n i c / H y p o r e -  

s p o n s i v e  E p is od e

E n c e p h a l i t i s

- T o t a l

99 ,0 0 0 1 in 14,143 D o s e s

1 in 33,000 D o s e s

1 in 99,000 D o s e s

- W i t h  R e s i d u a l

N e u r o l o g i c  D e f e c t

E x p e c t e d  I n c i d e n c e  

o f  A d v e r s e  E v e n t  *

1 in 1, 75 0 D o s e s

1 in 1 ,7 50  D o s e s

1 in 1 1 0 , 0 0 0  D o s e s  

1 in 3 1 0 , 0 0 0  D o s e s

* H i n m a n  and  Koplan, J A M A  1904, 2 5 1 : 3 1 0 9 - 3 1 3 3



REPORT OF A D V E R SE  EVCNT  FOLLOW ING  IM M UN IZAT ION

Address _____

T e l e p h o n e  N o . .

I on" CduiijiliciI Uy. 
Name

Vaccins. Ail-siiinstvii'd lly; 
Name

Address Address
TetcDhone No. Tclcpnonc No.

I I'jitV AI'I'hi.*V( IJ
o m u  n o  n o . T i ' o o j ol Vl> OAT I O h/

l*;«yiictan O' Health I acuity Visit red toi Treatment ol Advene Event:
N am e______________________________

Addicss.
Tcleplionc No.

REPORT OF ADVERSE EVENT FOLLOWING IMMUNIZATION DEPARTMENT OF HEALTH L HUMAN SERVICES, PUBLIC HEALTH SERVICE, Centers lor Disease Conlro', Allanla, Georgia 30333
Im m unization  Project A iea Stale  Code

m
Seq. No. County Where Administered: CountyCode MSAEFI

REPORTNO.
F O R  C D C  U SE  O N L Y

Dale o l [ 
Birth

Mo. Day Yr.

Sex M f  

□  □
Oate of 
Initial Report

M O . Day Vi.

Source of Information 
MD/OO f*ur»e Family Other

□  □  □  □  •
Date of 
Im m unization

Mo. Djy Yr.
V accine Adm inistered By: 
Pud Pvl. Mil. Other
□  □  □  □

Vaccine Purchased By: 
Pud. Pvl. Mil. Other
□  □ □  □

Enter Below All Vaccines Given on the Date ol Immunization:
Vaccine Type Mlgr. Lot Number Route Site

No. Prior 
Doses

Onset of 1st Sign or Sym ptom : m i n t

Mo. CJjy

SIG N S AN D  SYM PTOM S OF P R ESEN T  IL L N E S S

1. Fever: Temp 5=(1C0°F (37.8°C) j7606)
Felt Hot, But Temperature Not Measured: (78CG)

Highest Measured Temperature 

2. Local R eactio n : Site _______________

].□

Yes

□
□

No

□

Unk
□

9. G u il la m -f J jn e  S y n d ro m e: 1 35 701 

10. R eye 's S y n d ro m e: (331 b |

Polio: (04591

F / C

11.
12 .

13
Pain. Swelling, Increased Warmin,Induration or Lump Without Abscess (99931
Absvess Formation — Required Drainage or Drained 
Spontaneously IG629) <(9993)
Results ol Culture ____________________

3. Rash : Other Than at Injection Site 17821)
4. A denopathy:

Local (Injection Site Area) (7856)
Generalized (7856)

5. A llerg ic Event: (9995)
Hives 17060)
Angioneurotic Edema 19951)
Wheezing/Aslhma (4939)

Anaphylaxis (9994)
II "Yes," Interval Irom Vaccination lo Onset: 

< 30 min 30 min-6 hrs > 6 hrs
□  □ □

Was Blood Pressure Measured?

II " Y e s ,"  Lowest 8 .P. 

6. Arthralgia/Arthritis:

Pain in Joints (7194)
(7)69)

8

7 . C o n v u ls io n s :  (7 8031
II "Yes," How many Episodes Following 
Immunization

Encephalitis and/or Encephalopathy: (34831
Abnormal lumbar Puncture (Enter Results in 

laboratory subsection) (7920)
Signs ol Increased Intracranial Pressure (34321 
Focal Neurologic Signs (34991

(7 8 0 0 )

□ □ □

□ □ □

□ □ □

□ □ □
□ □ □

□ □ □
□ □ □
□ □ □
□ □ □

□ □ □

□ □ □

□ □ □
) □ □ □

□ □ □

□ □ □

□ □ □
□ □ □
□ □ □
□ □ □

Paralysis other than G B S. Reye’s 
Syndrome or Polio: 134491

Other Neurologic Sym ptom s and Diagnoses: 

Aseptic Meningitis |04 79i 
Infantile Spasms (H ypsarrliythm ia. drop 
seizures! I 3456)
B ell’s Palsy 135101 
Hearing Loss (3899)
Neuritis. Neuralgia (7292)
Pareslhcsias (7620)
Screaming Episode (High Pitched Abnorm al 
Cry or Screaming Lasting >  3 Hours) 1/996)
Neurologic Symptoms not cited above 
(specify I

14. Miscellaneous:

H yp o to n ic , H yporosponsive E p isode (7 8 5 9 ) 

Id io p a th ic  T h r o m b o c y to p e n ic  P u rp u ra  
II " Y e s ."  L ow est P la te le t  c o u n t  ( 2 6 7 3 |

Pancreatitis (57 70) 
Parotitis (52721 

15. Death:
Sudden Infant Death Sync

N o n -S ID S  Death |79B1) 
If ’’Yes,"  Cause(s):

Yes
□

No
□

Unk
□

□ □ □
□ □ □
□ □ □

□ □ □
□ □ □
□ □ CD
□ □ O
□ □ □
□ □ □
□ □ □
□ □ □

□ □ □
□ □ □

□ □ □
□ □ □

□ □ □
□ □ □

L A B O R A T O R Y :

□
□

Performed  
Yes No Unk

E E G .................................................□  □  □

B R A IN  S C A N .............................□  □  □

LU M B A R  P U N C T U R E ...........□  □  □

Results if Abnormal:

W B C 's____________________________ Opening Pressure

Lymphs (% )_____________________ Culture Results _

G lu co se __________________________ Other ______________

Total P rotein-------------------

Results 
Normal Abnormal 

□  □  17940)
□  (7940) 

0  ( 79201

Other Pertinent Inform ation: Signature of M S A E F I Coordinator:

CD Yes CD No CD Unk 1 1 Number of Visits * Hospitalized D y« CD No CD Unk ! f 1
______    l________________________ _________

Seen by H ealth  
Care Provider: Number of Days

Previous Illness Follow ing Immunization: Yes No
□  □

iving Immunization: ( : i i j i 1 f j
^  " £  If " Y e s ."  Date: | | ) | [ | \ \ \
I I I I Mo. Day Yr.

V a c c in e _

D escribe
Illness

Previous Convulsions in Patient:

Y e t  N o  U n k .

□  □ □
If "Yes,”
□ w i t h  Fever CDwithout Fever

History of Convulsions in 
Sb lings or Parents: Y es No Unk

□  □ □
If "Yes,"
CDwith Fever CD Without Fever

S E V E N  D A Y  F O L LO W U P : 
II recovered.send to State OMice

Day Vi. Duration ol Illness Partially Not Not

Dayi □ Recovered Recovered* Recovered* Located Dead 
□  □  □  □  □

* Comments

Days
30 D A Y  F O L L O W U P : |— |— I pII not recovered at7 days, carry out 30 | I I |Day Followuo and send to State Office

Reviewed By Immunization Project Physician (Items 7 ■ 15 and Anaphylaxis): 

Results of One-Year Fo llow up: Recovered ReV0rJeVeS* Recove

□  □  

f~D Yes
□  

CD No

□  □

CD Unk Signature ol Reviewing M.D
Re'cVveVeS* Recovered* Dead Lo '̂ed *Comm«nls_ 

1— 1 I—1 1 —1 1 —I
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HL 277

For an Act entitled: "An Act relating to the immunization of minors."

HB 277 proposes the following changes in statutes pertaining to the immuni­
zation of minors in Alaska:

1. Section 1 amends AS 14.30.125 by removing the requirements for immuni- 
za tion against specific diseases as a condition for admission to 
schools, preschools, nurseries, or day care or child care when a 
parent or legal guardian states that immunization is contrary to the 
parent's or guardian's philosophical beliefs. (The Alaska Administra­
tive Code currently exempts children whose parents object to immuniza­
tions because of religious beliefs.)

2. Section 2 requires that an individual or facility administering vaccine 
must provide the following information to the parent or gtiardian prior 
to the immunization: (a) a written explanation of the risks and
benefits associated with the immunization; (b) a copy of the product 
insert required by the Food and Drug Administration; (c) a list of 
symptoms of adverse reactions to the immunization; and (d) a copy of 
the pertinent legislation and regulations. Moreover, the person who 
administers the immunization must ascertain that the parent or guardian 
has received and understands the materials provided.

3. Proposed Section AS 18.15.310 requires that health care providers 
submit and the Department of Health and Social Services investigate
any reports of adverse reactions to immunizations and requires the
department to report annually to the legislature on the incidence of 
infectious disease and the incidence of serious reactions and permanent 
or long-term damage to minors that results from immunization.

4. Proposed Section AS 18.15.320 requires that records of lot numbers and 
vaccine manufacturers be maintained for three years after immunization.

The first three of these provisions are discussed below.

1 . Exemption from mandatory immunization requirements based on phi l o s o p h i­

cal beliefs of parent or guardian

AS 14.30.125 authorizes the Department of Health and Social Services to
require that children entering school be immunized against diseases

-1-
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Position Paper, HB 277, pg. 2

specified by the commissioner. Currently, regulations (7 AAC 50.255) 
require inimnizations against diphtheria, tetanus, polio, measles, rubella, 
and if the child is under seven years of age, pertussis. Regulations 
allow a child to be exempted from immunization requirements if receiving 
the immunization is contrary to the religious beliefs of the parent or 
guardian or if there are medical reasons to exmpt the child. 7 AAC 
50.255, adopted under the authority of AS 47.35.030, requires that a 
child receive immunizations "appropriate to his age as prescribed in the 
Alaska Division of Public Health's schedule for active immunization" as 
a condition of admission to day care.

Although "childhood diseases" are commonly thought to be benign, compli­
cations do occur and can be severe. For example, inflammation of the 
heart muscle can complicate diphtheria; pneumonia is one of the chief 
complications of both measles and pertussis; and neurological damage can 
occur with diphtheria, measles, mumps, and pertussis. Rubella can cause 
a wide spectrum of congenital disorders when acquired by the mother 
during pregnancy. The goal of rubella immunization programs is to assure 
immunity of all females before they reach childbearing age and to limit 
the accidental exposure of pregnant women to the virus.

Vigorous immunization efforts aimed particularly at very young children 
have virtually eliminated most of the vaccine-preventable diseases, as 
seen in the following table:

Diphtheria Measles Mumps Pertussis Rubella

1976 8 14 39 0 2
1977 2 60 35 5 1
1978 3 1 15 18 8
1979 0 17 15 10 4
1980 0 6 15 5 12
1981 1 0 20 1 1
1982 0 1 6- 0 1
1983 0 1 10 0 0
1984 0 0 8 3 1
1985 0 0 10 30 1
1986 0 0 8 5 0

Unfortunately, vaccines are not perfect. Vaccines are not 100 per cent 
effective, and therefore some people who are immunized may not be protected. 
Also, vaccines are not perfectly safe, and some people who receive than 
may be damaged by than. The question is one of balancing the benefits 
to the individual receiving the vaccine and the benefits to society in 
general against the risk of damage.

In recent years, debate on benefit v. risk has centered on the pertussis 
vaccine. (Pertussis is a component of the DPT vaccine, one of the "baby 
shots.") Reactions to the vaccine are relatively common since about 40 
per cent of vaccinated children develop minor redness, swelling, and 
pain at the site of injection. Fever, vomiting, and drowsiness occur in 
about 20 per cent of vaccines. Convulsions or collapse with complete 
recovery occur at a rate of about one episode per 1,750 vaccine doses 
given. Encephalitis occurs at a rate of one case per 110,000 doses
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given, and encephalitis with residual defect at a rate of one case per
310,000 doses administered. Sudden infant death syndrome is not related 
to pertussis vaccine use.

Given the relatively low incidence of pertussis, the adverse effects associ­
ated with the vaccine seem prominent. However, for perspective, the 
effects of the disease itself should be considered. The death rate from 
pertussis for previously unvaccinated patients who develop the disease 
is one in 1 ,000; among affected children less than one year of age, the 
death rate is one per cent. Permanent brain damage from whooping cough 
afflicts one child in 10,000 cases. Consensus among health authorities 
is that the benefit from immunization outweighs the risk. This view 
has been expressed by the American Medical Association, the Public Health 
Service, the American Academy of Pediatrics, and the American Public 
Health Association.

The department believes that because the proposed exemption includes indi­
viduals with philosophical objections to immunization, a serious health 
threat for many Alaskan children will be created. There will be increased 
risk for those whose parents or guardians elect to exclude them from immuni­
zation. There will be increased risk to very young children in other 
families who have not had a chance to complete the entire series of 
injections. There will be increased risk to the 10 to 20 per cent of 
completely immunized children who are incompletely protected because the 
vaccine is not 100 per cent effective. The decision not to immunize has 
effects that extend beyond the individual.

Since the decision not to immunize is likely to be unevenly distributed 
across the population, it is thought that there will be geographic areas 
in which significant numbers of children will be on immunized and where 
the likelihood of disease occurrence will be great.

The recent upswing in reported cases of pertussis in Alaska is directly 
attributable to the nonimmunized or inadequately immunized status of 
the cases.

2. Immunization Information

Much of the intent of this portion of the proposed bill is already required 
by the department as a part of its agreement with the federal Centers 
for Disease Control, through whom the state's vaccine supply is purchased.
The department provides the major portion of vaccines used in the state, 
with the exception of vaccines used by the military. A written explanation 
of risks and benefits called the Important Information Statement is used 
in the public sector. By signing the statement, the parent or guardian 
states that he or she lias read the statement and has had an opportunity 
to ask questions of the person administering the vaccine. The manufacturer's 
name and vaccine lot number are recorded and retained. Private physicians 
who receive vaccine from the state can use the Important Information 
Statement systen or exercise their professional judgement in informing 
parents or guardians of the risks and benefits of immunization. Written 
descriptions of potential adverse reactions are also provided. Copies 
of applicable statutes and regulations are not distributed or discussed.
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3. Reporting of adverse reactions

7 AAC 27.005 currently requires health care providers to report "severe 
reactions to any vaccine" to the department. These reports are investigated 
according to strict protocol required by the national Centers for Disease 
Control. The investigation and reporting of adverse reactions to vaccinations 
are required as a condition of the immunization grant awards the department 
receives from the Centers for Disease Control. The department believes 
that the current regulatory language is sufficiently directive with regard 
to the reporting of adverse reactions and the statutory changes proposed 
in HB 277 are unnecessary.

In addition, Congress has recently adopted a federal vaccine liability law, 
and the federal government is currently writing regulations for its 
implementation. This law states: 'The Secretary shall establish in the 
Department of Health and Human Services a National Vaccine Program to 
achieve optimal prevention of hunan infectious diseases through immunization 
and to achieve optimal prevention against adverse reactions to vaccines."

This new law does not allow states to use any discretion regarding the 
reporting and investigation of reactions to vaccinations. This law also 
requires that each health care provider who administers a vaccine shall pro­
vide to any legal representative of any child to whom such provider intends 
to administer a vaccine a copy of written information about the vaccine.

Departmental Position

The department opposes this bill for three reasons: (1) Extending exemption
from immunization requirements to individuals with philosophical opposition 
to such requirements will create a serious public health threat to Alaskan 
children. (2) HB 277's requirement to inform the parent or guardian of 
an immunization's risks and benefits is unnecessary, as this is already 
required by the department and by recently enacted federal law. (3) The 
department will be required to conform with the stringent new federal 
law governing reporting of adverse reactions. The statutory changes 
proposed in HB 277 are thus unnecessary and, if adopted, may have to be 
changed to meet the new federal requirements.

Date:

Recommended by:

Division of Public Health

/ /

Approved by:

Date:

— •
Myra #1. Munson, Commissioner 
Department of Health and 

Social Services
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HB 277 Fiscal Note Analysis

To meet the requirements of Section 2 of HB 277, which 
requires individuals or facilities administering immunizations 
to provide detailed immunization information, a PFT Public 
Health Representative, range 16, will be needed. This person 
will be responsible for monitoring the individuals and agencies 
providing immunizations to assure compliance with the public 
information requirements of this bill. This person will educate 
providers on public information and reporting requirements, 
and will develop and maintain a centralized data bank regarding 
compliance.

The incumbent will also serve as the intial investigator 
for the proposed AS 18.15.310 and will develop the annual 
report for submission to the legislature.

This legislation will cause a reduction in immunization 
levels in Alaska. Increased disease outbreaks will follow, 
requiring additional staff time to perform follow-up investiga­
tions and outreach information services.
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Children’s Diseases Increase
i -» • •

As Vaccinations Decline
Officials are worried about minor problems becoming major
By Michael Specter
Washington Post Staff Write;

Cases of measles, mumps and 
whooping cough have risen 
steadily over the past several 
years while the percentage of 

young children receiving vaccines 
has dropped, according to a recent 
report by the Children’s Defense 
Fund.

Public heaith officials have be­
come worried that if the trend con­
tinues, childhood diseases that are 
now considered minor problems in 
the United States could return in 
force.

"Anytime you have a disease that 
can be prevented by a vaccine, the 
effort of the nation should be to 
eliminate it,” says Surgeon General 
C. Eveiett Koop. "Compare the cost 
of the vaccine—in pain as well as 
money—to the cost of the disease. 
We need to reach the children we 
are missing."'

Health experts say that dimin­
ished federal funds have been re­
sponsible for at least part of the 
problem. As funds have been cut 
during the past five years, it has 
become increasingly difficult for 
poorer children to gain access to 
vaccines, according to the report.

The surgeon general has set as a 
health objective for 1990 that at 
least 90 percent of the nation’s chil­
dren have vaccines before they are 
2 years old. But general levels of 
immunization for preschool children 
declined between 1980 and 1985, 
according to federal statistics.

Progress toward the surgeon 
general’s vaccination goals slowed 
or fell off for most major childhood 
diseases in the past five years, the 
Children’s Defense Fund report 
says. For polio, measles, rubella, 
mumps and DPT (diphtheria, per­
tussis and tetanus), the percentage 
of children under 2  who received

full immunization declined between 
1980 and 1985.

During those years, the last for 
which there are complete statistics, 
the proportion of 1- to 4-year-olds 
receiving no doses of polio vaccine 
rose by 40 percent for children of 
all races and 80 percent for non­
white children, according to the 
report. In addition, cases of mumps 
rose in 1986 after a 15-year de­
cline, and in 1985 there were 3,589 
reported cases of whooping cough, 
or pertussis, the highest number 
since 1970.

“This is becoming a very serious 
problem,” says Dr. Richard Narke­
wicz, president of the American 
Academy of Pediatrics. “The immu­
nization program in this country is a 
bulwark for the future health of our 
children. It has been built over 
years and it is beginning to erode."

Narkewicz cites several reasons 
for the drop in the percentage of 
children seeking immunization. The 
liability risks have driven the costs 
of vaccines up and pushed many 
drug companies out of the business. 
Also, because vaccines pose an in­
herent— but incredibly small—risk 
to children under 2 , some parents 
decide to avoid them.

“Many American pediatricians 
have never even seen whooping 
cough,” Narkewicz says. “Because 
the disease is so rare a certain com­
placency begins to settle in. But as 
long as the disease is still out there, 
it cannot be ignored.”

Many health officials believe that 
parental fears about bad reactions 
to vaccines have Leen blown out of 
proportion. Nearly 11 million chil­
dren are immunized in America 
each year and about 30 to 50—at 
most one out of 2 2 0 ,000—have 
reactions that cause permanent 
damage.

But health officials agree that 
benefits of vaccines far outweigh 
possible risks. The Children's De­
fense Fund report, which used fig­
ures compiled by ± e  federal Cen­
ters for Disease Control, says the 
number of measles cases reported 
has risen dramatically since 1983 
and that more than 80 percent 
could have been prevented through 
adequate immunization.

The development of successful 
vaccines‘ for most major childhood 
diseases has been regarded as a 
hallmark of modem medicine. Vac­
cines routinely protect children 
against seven diseases: polio, mea­
sles, mumps, rubella, diphtheria, 
tetanus and pertussis.

Statistics suggest that the de­
cline in vaccinations can be 
attributed at least partially to 
access problems rather than par- - 

ental decisions to avoid the shots.
Poor and minority children consis­
tently had the biggest drop in vac­
cination rates.

Vaccines against DPT give some 
illustration of the small but growing 
problem. The percentage of chil­
dren from 1 to 4 years old with no 
reported dosages rose only slightly j
from 0.7 to 0.8 percent between '
1980 and 1985, according to the 
report. ..

Complete protection requires a 
series of shots. The number of chil­
dren younger than 1 only partially 
immunized against DPT climbed by 
10 percent, from 15.8 to 17.3, 
while the percentage of nonwhite •
infants not fully immunized climbed •
68  percent from 21.0 to 35.2 per- j
cent. I

The final appropriation for the < -
program in fiscal 1988 has been se t j
at $8 6  million, $8  million below the j.
full authorization level. That figure j
is slightly higher than current lev- •
els, but the price per dose of vac- j
cine for measles, mumps and rubel- i
la has risen sharply over the past j
decade from $2.42 in 1975 to $8.47 i
last year, according to the report.

“By 1986 it took three times as j
many federal immunization grant |
dollars to purchase the same num- !
ber of vaccine doses that were pur­
chased in 1981,” the report says. I 

The number of children younger 
than 6  has also increased over the 
past several years, from 18.8 mil­
lion in 1979 to 21.7 million in 1986, t- 
and the number of poor and unin­
sured children rose dramatically. 
Between 1982 and 1985 the num- j
ber of uninsured children increased |
by more than 16 percent. “It all !
boils down to dollars,” Narkewicz I
says. “But this makes sense eco- j
nomically as well as medically." ■  ’

HOW MANY CHILDREN ARE IMMUNIZED?
__________ PERCENTAGE OF CHILDREN AGE TWO AND YOUNGER

n 1- 1 1 1 1 1 1 I 1 1 1U -U • i I • i
ultima
M i l l

Year * Polio Measles Rubella Mumps DPT*
1980 80.7% 83.0% 83 2% 80.2% 87.0%
'981 80.9 81.5 83.9 79.1 87.6
,982 78.6 84.3 81.1 79.0 88.4
1983 78.6 83.9 81.9 78.1 88.4
1984 74.2 81.7 76.7 78.4 85.8
1985 76.7 81.7 77.3 78.9 85.8
1990 Objective 90.0 90.0 90.0 90.0 90.0
‘ Diphtheria, pertussis and tetanus
NOTE. Full immunization lor DPT and polio at this age is delined as three or more vaccinations. 
SOURCE: Centers lor Disease Control

THE WASHINGTON POST



Vaccinations
And

Immune Malfunction n
• i r

Harold E. Buttram, M.D. 
and Jfohn Chriss Hoffman

I  I  ne of the fundam ental issues concerning current vaccination program s can be sum m arized in the 
following question: Is the re  a sign ifican t d ifference be tw een  the  im m u n ity  a cq u ired  in  the 

n a tu ra l course o f a  disease, such as m um ps o r  m easles, a n d  th e  im m u n ity  g a ined  from  vaccines? 
There do appear to be fundam ental differences.

Natural im m unity in a healthy per­
son is based on a series of body defenses, 
much as the defense of a medieval forti­
fied castle. Vaccinations, on the other 
hand, inject massive amounts of vaccine 
preparations directly into the body, thus 
bypassing the outer defenses.

By way of illustration, let us assume 
that a child is born with a to 'i l  immune 
capacity of 100 units. According to the 
one cell/one an tibody  rule, once an im ­
m une body (plasma cell or lymphocyte) 
becomes committed to a given antigen, 
it becomes incapable of responding to

other antigens or challenges. Again, let 
us assume that a  hypothetica'. child 
twenty or m ore years ago passed 
through the usual childhood diseases of 
former decades (measles, m um ps, chick­
en pox, and so on) with relatively m inor 
and uncomplicated illnesses. Consider-



■' ,.v . 
mg’ the 'ex trem e cffici'nicy o f “ n a tu ra l^  j 

.‘. im m unity”  we may make an  educated I
,figuess that perm anent im m unity was I
f  gained to these diseases by utilizing only ' $ a 

. 3 to 7 percent of the total im m une capa­
city. In  the case of the routine childhood 

• vaccines, in contrast, it is likely that a 
higher percentage o f the total im m une • 
capacity becomes com m itted, perhaps 

£  som eth in g  on the order of 30 to 70 per­
cent. I t should be em phasized that, once 
an im m une body becomes com m ixed to 
a specific antigen, it becomes inert and 
incapable o f- responding to o ther chal­
lenges. ■ >: ..

. I f  the reserve capacity o f  children is " / ' 
being reduced by current vaccinations V 
in this m anner, w hat will be the conse­
quences? No one knows for certain a t :.... 
this tim e, but it is possible that th ese '.0?  
consequences could be seen as an in ­
creased susceptibility to viruses, to o ther ' ■ 
infections, and  to various fortns o f aller­
gies. T h e  consequences may be seen as 
im m unologic.disorders in the form of 
au to im m une  diseases, which are in­
creasingly recognized in m odern times. 
Finally, there is indisputable evidence 
that m any instances of m ental and ner­
vous disorders are caused by im m unolo­
gic aberrations .2-6 T h e  relationship of 

: these disorders to vaccinations rem ains
speculative at this tim e, bu t there is a 
substantial and growing body o f evi­
dence that m odern vaccines can result in 
im m une malfunction.

THE EVIDENCE
F or m any years immunologists have 

been aware of a  state of anergy  (im ­
munological unresponsiveness) folowing 
vaccinations. For example, live-virus 
vaccines have been shown to transiendy 
suppress tuberculin sensitivity .7’8

O ne of the most extensively docu­
m ented studies of the indirect effects of 
vaccines is to be found in the book, The  
H azards o f  Im m u n iza tio n , 9  by S ir 
G raham  W ilson, formerly o f the Public 
H ealth Laboratory Service, England 
and W ales. In his chapter entitled, “ In ­
direct Effect..: Provocation D isease,”
Dr. W ilson provides a  num ber of docu­
mented historical examples in which 
vaccination against one disease seemed 
to provoke another. As one exam ple, a 
physician in London first drew  attention 
to the relation between inoculatjon 
against diptheria or pertussis and  attacks

o f poliomyelitis when he dc 'ed  fif­
teen cases he had seen between 1944 and 
1949. Paralysis cam e on, as a  ru le, seven 
to twenty-one days after injection and 
affected the left a rm , into which injec­
tions were usually given, four times as 
often as the right. In  describing this type 
of occuirencc, W ilson stated:

“ W hen a vaccine is injected into  
the tissues during  the incubation  
period o f  a disease or during the 
course o f  a latent infection, it may. 
bring on an acute attack o f  the dis­
ease. T hat is to say, the incubation  
period-is shortened, or a latent in ­
fection that m igh t have given rise 
to no  m anifest illness is converted  
into a clinical attack. T he two dis­
eases in which this so-called provo­
cation effect has been m ost studied  
are typhoid  fever and  poliomyeli-

tis, bu t evidence exists to show  
that it m ay be operative in other 
diseases . . . ”

An im portant investigation into the 
role of m alnutrition and vaccination as 
causative factors in im m une dysfunction 
has been in progress am ong the A ustra­
lian aborigines since the early 1970’s by 
Archie Kalokerinos, M .D . of New 
South Wales, Australia (later aided by 
Glenn D ettm an, P h .D .,' Orthomolccu- 
lar M edisearch, of M entone, Australia).

O ne of the first published reports of 
large-scale immune malfunction follow­
ing the conventional childhood vaccines 
is to be found in the bcok, Every Second  
C hild,1 by Archie Kalokerinos. In  this 
book, D r. Kalokerinos describes his 
work as a physician in the 1960’s and 
1970’s am ong Australian aborigines. In
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early work with these peoples, he was 
appalled by the high infant m ortality 
rate — death rates in some areas having 
soared to 50 percent.

The A ustralian aborigines were a 
unique population: T hey lacked the n a ­
tural resistance to m any infectious dis­
eases to which the C aucasian race has 
been exposed through the centuries. 
Also the aborigines lived in relative pov­
erty on a diet consisting mostly of highly 
refined and denatured food products, a 
diet deficient in m any vital nutrients.

Dr. Kalokerinos determ ined that 
many of the aboriginal infants suffered 
from acute ascorbic acid (vitam in C) de­
ficiency. H e postulated that a com pro­
mised im m une resistance due both to a 
diet lacking in essential nutrients, espe­
cially vitam in C , and to the presence of 
infectious illness placed m any infants in 
a dangerous state of health. In  m any 
children the injection of vaccine, further 
challenging an already crippled im m une 
system, was enough to bring on death.

W orking on the assum ption that 
these deaths were the result of an  in ter­
action of the vaccinations with m alnutri­
tion, he instituted an improved nutrition 
program with regular ascorbic acid sup­
plementation. In  addition, he screened 
infants to avoid giving vaccines during 
m inor illnesses. As a result, infant m or­
tality was virtually abolished. For two 
years, not one infant under his care 
died.

Besides diseases of an acute nature, 
chronic degenerative diseases have also 
been reported to follow vaccination. N u ­
merous G erm an authors have described 
the occurrence o f multiple sclerosis fol­
lowing adm in istra tion  of vaccines 
against small pox, typhoid fever, paraty­
phoid fever, tetanus, poliomyelitis, tu ­
berculosis, influenza, and rabies . 11 Sys­
temic lupus erythematosis has been re­
ported to occur following vaccination . 18

Burton W aisbren posed the follow­
ing question concerning the apparent 
immune system-mediated diseases of 
multiple sclerosis and G uillain-Barre 
syndrome — notorious due to its tragic 
occurrence after the ill-fated swine flu 
vaccine program :

" Is  it possible that an antigen in  
the swinc-intluenza va'-cinc evokes 
in som e patients an im m une  re­
sponse to m yelin basic proteins;

those that surround the peripheral 
nerves in patients who developed  
Guillain-Barre syndrom e, and  
those around the central nerves in 
patients who developed a disorder 
sim ilar to m ultiple sclerosis? ” ,J

D r. R obert Couch, Baylor U niver­
sity, Houston, T exa:, testified b efo re .. 
the U .S . Public Health Service Im m uni­
zation Practices Advisory Com m ittee in 
January , 1982, that after flu vaccination 
of elderly persons who had  history of 
chronic disorders, six of seven persons 
with allergies reported their allergies to 
worsen; one of twenty with hypertension 
noted increased blood pressure; one of 
nine with diabetes and two with gout de­
veloped a cold, a gout attack, and  in ­

creased blood sugar; one on therapy for 
Parkinson’s Disease noted increased 
clumsiness. 15

In  a  study of the diptheria-pcrtussis- 
tetanus (D PT) vaccine, only 7% of 
those receiving the vaccine had no unto­
ward reactions; 54% had fevers and 
32% exhibited behavioral changes. 19

♦ SUM M ARY AND C O N C LU SIO N S
At the present time an overwhelm­

ing majority of the m em bers of the 
American medical com m unity accept 
and approve current vaccination pro­
grams for children. It should be obvious 
that this period of early infancy with an 
im m ature im m une system is one of ex­
treme vulnerability and susceptibility to

Current research . . .  is arrested by the system of 
compulsory vaccination fo r school children. I f  
vaccinations are made optional. . .  medical 
research can move ahead in search o f other 
workable solutions m a m
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accination8, especially in the earliest 
m onths following birth. O nly  a  handful 
of physicians and  lay-persons through­
out the decades have objected to these 
vaccination program s because of sus­
pected adverse side effects. In  some in ­
stances their argum ents have lacked 
substance due to the fact that they have 
sought to dem onstrate direct toxicides 
from the vaccines.

D irect toxicities do occur, bu t they 
appear to be relatively uncom m on. 
M ost authorities today consider these v 
occasional incidents as an  acceptable 
risk. T hey believe that the benefits from 
the vaccines, in term s o f control gained 
over infectious diseases, far outweigh 
the danger of toxicities.

T h e  real danger appears to be an in­
direct effect with im pairm ent and m al­
function of the im m une system. Since 
this effect is often delayed, indirect, and 
m asked, its true nature is seldom recog­
nized.

W ithin the U nited States few per­
sons have braved the w rath of orthodoxy, 
by pointing out the probability o f wide* 
spread and unrecognized im m une sys­
tem m alfunctions, which are vaccine-in­
duced, and  the need for scientific inves­
tigation o f these effects. In  our opinion 
there is now sufficient evidence of im ­
m une m alfunction following current 
vaccination program s to anticipate a 
growing public dem and for research in ­
vestigation into alternative methods for 
prevention of infectious diseases.

T he one change that could bring im ­
m ediate and  far-reaching results is to al­
low absolute frecdom-of-choice in ac­
cepting or rejecting vaccines for every 
individual and  every parent. Like the 
M ississippi R iver steam boat that is 
grounded on a  sand-bar, current re­
search in the prevention of infectious 
diseases is arrested by the current sys­
tem of compulsory, m andated vaccina­
tion for school children. If  vaccinations 
are m ade optional, the situation will be­
come unfrozen. Medical research can 
then move ahead in search of £ th e r 
workable solutions.

In  an enlightened free society such as 
America, there are inherent checks and 
balances in a system which allows free 
choice to the individual in m atters which 
concern his o r  her personal welfare; 
N othing else works quite so well.

HUM ANITARIAN

SOCIETY 
GET IMMUNIZATION FACTS 
Y O U  N E E D  N O W  i n  t h e  
3-booklet Immunization 
Set:

DANGERS OF 
IMMUNIZATION

VACCINATIONS AND 
IMMUNE MALFUNCTION

HOW TO LEGALLY AVOID 
UNWANTED IMMUNIZATIONS 

OF ALL KINDS

$8.00 postage-paid

P. 0. Box 77 
QUAKERTOWN, PENNA. 

18951

The Perfect Gift.
comforting

soothing
w ashable

in fan t Care Lam bskin

available In natural beige & 
honey gold 

(U.S.) $40.00 Incl. shipping

Pacific Lam bskin 
P.O. Box 4294 
Dept. M
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VACCINATIONS AND 
INDIVIDUAL FREEDOM
Vicki Giles

T h e  Center for Disease C on­
tro l (CDC) in Atlanta, Georgia 
h as  recently m ade recom ­
m endations concerning Wyo­

ming im m unization laws in an attem pt 
to increase  th e  num ber o f school chil­
dren w h o  a re  "properly  im m unized.” 
This n u m b er is currently  98.1 percent 
of W yom ing public school children, 
according to  th e  CDC.

There can  be no  doub t that any 
medicine th a t is po ten t enough to d o  
good has a t least som e potential for 
toxicity as well. Parents should be 
aware o f  th e  following precautionary 
steps w h en  dealing w ith  routine vacci­
nations:

• D o n o t  allow  your child to  be  
im m unized if h e  o r sh e  h as  been ill o r  
has h ad  a  c o ld  o r  runny  n o se  w ithin 
the last 48  h o u rs. Vaccinations provide 
im m unity by  going directly into the  
b loodstream , and an im m une system 
that is a lready  taxed is m ore likely to 
react badly  to  im m unization. Vaccina­
tions also affect the lym phatic system 
which m ay already be- s'tresscd by a 
cold o r  ru n n y  nose.

• If you w ish  to  have your child vac­
cinated , c o n s id e r  beginning  a t six  
m onths ra th e r  th an  six  w eeks. If your 
child w as sm all for gesta tional age o r  
was b o m  prem aturely , consider w ait­
ing even longer.

A lthough m ost physicians w ould

recom m end that im m unizations be 
started at six weeks because the risk of 
pertussis, for example, is greater in 
infancy, there have never been any con­
trolled studies done to  determ ine 
w hether or not an in fan t under six 
m onths o f age can actually build 
im m unity when im m unized. Booster 
shots became popu lar to protect 
against the possibility that early im m u­
nity may not develop through im m uni­
zation.

In Great Britain, vaccinations are 
started at six m onths o f  age. W hy do  
w e start them so m uch so o n er in the 
United States? The m ajor reasoning for 
beginning vaccinations so  early com es 
from  a study conducted by Parke-Davls 
in 1 9 6 2 , which concluded  that it is 
m ore likely that children will receive 
the  entire series o f vaccinations if they 
are begun early in infancy. And, since 
m ost babies visit the d o c to r  at four to 
six weeks for a check-up, it is m ore 
convenient for the health  practitioner 
to start the series o f im m unizations at 
this time.

• If you have a fam ily  h isto ry  of 
cen tral nervous system  d isease , deaf­
ness, blindness, convu lsions, o r  life- 
th rea ten in g  allergies, th e  p e rtu ssis  
vaccine m ay be co n tra in d ica ted  for 
y o u r child. The pertussis, o r "p" part 
o f  the  d p t vaccine is considered  quite 
c ru d e  The "w hole-cell” pertussis vac­
cine w hich American children are

given has not been separated; the  child 
receives the part o f the pertussis cell 
w hich generates immunity to th e  d is­
ease along w ith  the part w hich causes 
toxic reactions. C urrent research m ay 
be able to isolate the toxic e lem en t.

• If on e  child in your family h a s  h ad  
a se rio u s reaction  to  the  p e r tu s s is  
vaccine, th e  ch ild ’s siblings sh o u ld  
p ro b ab ly  n o t receive the vaccine. 
Children in the  same family ten d  to 
react similarly to the pertussis vaccine. 
The reason for this is not clear.

• If your child  h a s  ex h ib ited  a 
severe reac tion  to  th e  p e rtu ssis  v a c ­
cine, im m edia te ly  find a p h y sic ian  
w ho will verify th e  reaction an d  w rite  
in yo u r ch ild’s  perm anen t m ed ica l 
record  th a t h e  o r  sh e  should  never 
again  receive a p e rtu ssis  sho t.

O nce a particular child has reacted 
seriously, additional doses w ill fre­
quently cause m ore serious reactions. A 
serious reaction to vaccination may 
include any o f  the following: excessive, 
h igh-pitched screaming (the high- 
pitched scream is suggestive o f  central 
nervous system irritation); severe sw ell­
ing o r  redness at the site of the  injec­
tion; fever lasting several days; collapse 
o r extrem e Icthaigy; grayish skin co lo r 
and cool extremities; or convulsions.

If your child exhibits any o f  these 
sym ptom s, be sure to report th is to 
your health professionals and  urge
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them to r :po rt the reaction to the c d c  
along w ith  the lot and batch num ber of 
the vaccination given. Some physicians 
might n o t consider local swelling and 
fever for several days to be severe reac­
tions; bu t there have been cases o f  chil­
dren w h o  have exhibited swelling and 
fever reactions to a first im m unization 
and m ore severe reactions to a second 
one, so even swelling and fever should 
not be m inim ized.

Some practitioners suggest a half 
dose follow ed by another half dose for 
children w h o  have exhibited a toxic 
reaction to  the vaccine. All available

evidence indicates th~t giving the child 
a half dose o f  d p t, follow ed one w eek 
later by another ha lf dose, does n o t 
lessen the potential fo r toxic reaction.

• Always w rite dow n th e  b a tch  an d  
lo t n u m b er of any v ac c in e  th a t  your 
child  is given. Be su re  to  look ca re ­
fully at the vial w henever your child is 
given a vaccination. It is possible fo r a 
person  to m ake a m istake  and  give 
your ch ild  the  w ro n g  vaccine.

If for any reason  y o u r child  
becom es ill enough to  be hospitalized 
w ith in  tw o w eeks fo llow ing  a vacci­
nation, fully describe the course o f  ill­

ness to  th e  h ea lth  cen ter w h e re  the 
ch ild  w as given th e  vaccination . Urge 
the  healthcare  professionals to rep o rt 
th e  reac tio n  an d  the  batch a n d  lot 
n um ber to  the  c d c . This will h e lp  the 
c d c  sta tistica lly  analyze w h e th e r  the  
batch  is p a rticu la rly  reactive  or 
w h e th e r your ch ild  is overly sensitive 
to  vacc ina tion .

Many, p e rh ap s m ost, d o c to rs  do 
n o t co n sis ten tly  re p o rt adverse reac­
tions to  vaccines. C onsequently , the  
c d c  lacks clin ical figures fo r  how  
o ften  a p a rticu la r  vaccine is reactive.

• For about two weeks after receiv­
ing the “ live” polio vaccine, keep 
your child away from anyone who is 
not fully immunized against polio, 
anyone who has an immune defi­
ciency (for example. Acquired 
Immune Deficiency Syndrome or a 
deficiency due to chemotherapy)— 
for their own protection.

T h e " liv e” p o lio  vaccine, a  live 
v irus, is con tag ious. Because th e  d is­
ease is c a rried  in  th e  bodily  excre­
tions, it is especially  im p o rta n t to 
refuse to  allow  p e o p le  w h o  have an 
im m u n e defic iency  to change your 
b ab y ’s d iapers.

Be aw are that m ost doctors re c o m ­
m en d  n o t giving yo u r child  asp irin  
fo llow ing  the  live po lio  vaccine, 
because asp irin  use has been asso c i­
ated  w ith  Reyc’s syndrom e w h e n  a 
ch ild  is ill w ith  a virus. A "k illed "  
po lio  vaccine is also available, b u t it is 
n o t th o u g h t to be as effective as the 
live vaccine.

"H erd  im m u n ity "  is based o n  the 
b elief that if m ost peop le  in a co m m u ­
n ity  are im m u n e to  a disease, an  ep i­
d em ic  can  be preven ted . T h o se  in 
favor o f  100  p e rcen t vaccination  do 
no t seem  to recognize the fact th a t not 
everyone  w h o  rec : ves a vaccine fo r a 
p a rticu la r d isease w ill be totally  
im m une  to  th is disease. The b elief 
th a t "a llow ing  o n e  perso n  to be  free 
from  im m unity  w ill endanger every ­
o n e "  is w ith o u t validity.

M edical care is an  individual q u e s­
tio n  in  a free  country . M edical p ra c ­
tice  has a tendency  to follow  tra d i­
tions long  after they  are  useful. Vacci­
nations sh o u ld  be a question  fo r each 

in d iv id u a l  to  answ er. O nly  then  w ill 
w e be free to  be  healthy.

LAMBSKINS. . .
•  H e lp  b ab y  relax and  s leep  b e tte r
•  K eep  b ab y  cozy in w inter, coo l in su m m er
•  M ach in e  w ashab le , m ach ine  d ryable
•  For u se  in crad le , crib, s tro lle r, p lay pen, 

an y w h ere .
$39 .95 + 2 .50  Shipping
To orderyour Lambskin, please call orwrite:

CARO L DOUGHERTY/tam bskin Inc. 
1707 Third Ave. N.
Seattle, WA 9B109 

(206) 282-8552
V/SA'

jB T  TP in less ———M r  T  i

W r a p - U p

As easy as:

Fold diaper in thirds, 9  Place on diapeT~v? Q  Close tabs and press 
place on Wrap Up. and Wrap Up. securely. Bikini fit is

trim and neat.
• Pinless diapering with adjustable Velcro1 closures.
• Soft woven nylon fabric is waterproof and 

com pletely washable.
4 Now in 6 bright colors: red , b lu e , y e llo w , g r e e n , 

p u r p le , an d  p ink .

Un. .iditionally guaranteed.
.4ake check or money order payable to:

R. Duck Company (805) 965-2848 
953 W. Carrillo St.
Santa Barbara, Ca. 93101

Sizes:
A 4 to 10 lbs. 
B 10 to 15 lbs. 
C 15 to 25 lbs. 
D 25 to 35 lbs.

Price: S 3 .9 5  each  
add 60t shipping 
3 for $ 1 1 .0 0  add $1.50 
6 for $ 2 2 .0 0  add $2.00

Please state co lors and sizes. California residents add 6%  sales tax.

Wrap Up d iapering fa s t!
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AIDS linked Have you read anything in your newspaper which links the AIDS epi-

to smallpox demic with vaccinations? Have you seen or heard any television or radio

vaccine reports on the subject? I haven't, and as you know, I've been following
the AIDS epidemic very carefully.

Have you heard Dr. Robert Gallo, the U.S. expert who first identi­

fied the AIDS virus, talk about AIDS and vaccines? I haven't. But, Dr. 

Gallo did tell the London Times (May 11, 1987), "The link between the 

WHO programme [the World Health Organization effort to eradicate smallpox 

in Third World countries] and the [AIDS] epidemic in Africa is an inter­

esting and important hypothesis. I cannot say that it actually happened,

but I have been saying for some years that the use of live vaccine such

as that used for smallpox can activate a dormant infection such as HIV."

Has Dr. Gallo been making these speculations "for some years" to 

only the British press? Or, if he and Surgeon General Koop and the 

experts from Lhe Centers for Disease Control have mentioned this to'U.S. 

reporters, have their words been drowned in the cacaphony of statements 

telling people that it's their own fault if they get AIDS?

Government scientists have been quick to point the finger at peoples' 
lifestyles— "You don't have the right sexual partners," " Y o u d o n ' t  wear 

enough condoms," etc. But nowhere on the front pages of U.S. newspapers 

has there been a hint that the doctors may have played at least as impor­

tant a role in spreading AIDS as have the people.

Look how quick government doctors are to blame drug addicts for 

spreading AIDS by sharing needles. But have they told you that, in the 

recent WHO smallpox vaccination campaign, needles were re-used 40 to 60 

times? The main method of "sterilization" was waving the needle across 

a flame. Doctors are quick to play the game of "blame the victim," but 

what if it turns out that doctors themselves are responsible for the 

victims' plight?

WHO information indicates that the AIDS table of Central Africa 

matches the concentration of smallpox vaccinations, i.e., the greatest 

spread of HIV infection coincides with the most intense immunization 

programs. Thus, Zaire, at the top of the AIDS list, had 36,000,000 

people immunized with the smallpox vaccine. Next is Zambia, with 19 

million, followed by Tanzania with 15 million, Uganda with 11 million, 

Malawai with 8 million, Ruanda with 3.3 million and Burundi with 3.2 

million. Brazil, the only South American country covered by the smallpox 

eradication campaign, has the highest incidence of AIDS in that part of 

the world.

ITH



AIDS and 
nepatitis B 

vaccine

This theory— that the AIDS epidemic in Africa may have been triggered 
by the smallpox immunization program— has sparked intense debate among 

scientists. You may not have heard about this debate, but an urgent call 
for evidence to support the idea has been demanded by the World Health 

Organization. This theory was discussed bv WHO officials last autumn.

No follow-up data are available from the smallpox era- 'cation campaign 

because no systematic studies of the complications pr».v.uced by the mass 
immunization have been done(!).

According to Professor Oswald Jarrett, an AIDS researcher at the 

University of Glasgow (Scotland): "We need to know whether the virus was 

spread from a small to a large group of people through the immunization 

programme." And Dr. Laurence Gerlis, a clinical AIDS researcher, states, 

"Previous circumstantial evidence looks more persuasive alongside the 

latest research that shows AIDS can be stimulated by smallpox vaccination."

Here's what the unnamed WHO advisor who disclosed the problem to 

the Times had to say: "I thought it was just a coincidence until we 

studied the latest findings about the reactions which can be caused by 

vaccinia. Now I believe the smallpox vaccine theory is the explanation 
to the explosion of AIDS."

This theory also provides an explanation of how AIDS infection is 

spread more evenly between males and females in Africa than in the West.

Further evidence of the link between AIDS and the smallpox vaccine 

comes from the Walter Reed Army Medical Center in Washington, D.C., 

where routine smallpox vaccination of a 19-year-old army recruit was the 

trigger for the stimulation of dormant HIV virus into full-blown AIDS.

This discovery was made by a medical team working with Dr. Robert Redfield 

at Walter Reed. The recruit developed AIDS two-and-a-half weeks after 

being immunized against smallpox, and he died shortly thereafter.

While in no way diminishing the role certain lifestyles play in AIDS 

causation, isn't it high time that we turn the spotlight on the possi­

bility that modern medical miracles— immunizations included— can help 

cause modern medical plagues?

The safety of the hepatitis B vaccine (a human blood product) has 

been questioned in the Journal of the American Medical Association 

(January 16, 1987). Albert L. Meric of Metairie, Louisiana, disagrees 

with other researchers who insist that the AIDS virus has been physically 

removed from the hapatitis vaccin^ He points out that just because hep­
atitis vaccine recipients did not develop antibodies to the AIDS virus 
Joes r.ot mean the AIDS virus is not present in the hepatitis vaccine. Or, 

to use his own words, "It does not rule out the physical presence of AIDS 

virus antigen in the vaccine." ’'eric concludes that the presence of AIDS 

virus in Heptavax-B remains an open question.

If your doctor recommends this vaccine, ask him if he has read this 

important article.

As a result of your work and that of others, I have decided not to immunize 

our 18-mont'n-old son against most childhood diseases. My only concern is 
with the tetanus vaccine. Although I hesitate to give it because of the 

various immune and chronic disease risks which seem to accompany it, it 

does seem to be important: If my son receives a deep tissue injury and

has not been previously immunized, the treatment includes an injection of 

tetanus immune globulin, a pooled blood product which carries with it. the 

risk of AIDS and other contagion.
What is your advice? Are such globulin injections really necessary 

and, if so, in what sorts of injuries?— S.F.

2



Vol 2 No. 1 For Tbday’s Healthcare Decision-Maker Spring 1988

Candidates ’ Representatives 
Thik About Health Issues
R epresentatives of seven 

presidential candidates 
met a t a Washington, D.C.

forum January 29 to explain each 
candidate’s view on health issues in 
this election year to an audience of 
health policy planners, analysts, 
managers and practitioners.

The setting  was the fourth annual 
health agenda conference cospon­
sored by the Washington Business 
Group on Health and the National 
Association of M anufacturers.

P resent were representatives of 
Vice President George Bush and 
Sen. Robert Dole (KS) on the 
Republican side and M assachusetts 
Gov. Michael Dukakis, Sen. Paul 
Simon (IL), Rep. Richard Gephardt

(MO), Rev. Jesse Jackson and Sen. 
Albert Gore, Jr. (TN) on the 
Democratic side

Speaking for the Bush campaign, 
Deborah Steelman, a  Washington 
lawyer, said the Vice President sup­
ports more money for AIDS 
research, education and dem onstra­
tion treatm ent programs. He op­
poses mandatory blood testing and 
special benefits for A I^S  patients. 
He does favor, however, routine blood 
testing for AIDS witn ensured 
confidentiality.

On other issues, Steelman said 
Bush opposes any new federal pro­
gram s for long-term care th a t would 
be funded by additional payroll taxes. 
She said he sees long-term care as a

family responsibility. Steelm an also 
noted the Vice P resident feels the 
Medicaid program  is in need of 
change

Lynn Drake, a health policy fellow 
in Dole’s Senate office, cited Dole’s 
work on the catastrophic health in­
surance bill, calling it a  ‘‘g iant step” 
toward addressing the acute care 
needs of the elderly. She said Dole 
favors educating employers and con­
sum ers so people understand what 
the bill covers and w hat it does not.

Drake said Dole encourages a bet­
te r dialogue between employees and 
employers to help solve the unin­
sured and underinsured problem. He 
also wants more information on

(See " C a n d id a te s! ' page 6)
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27New Dnigs Approved In 1987, 
Research Funds Even More
T he U.S. Food and Drug 

Admin’ ..ration (FDA) 
appr *121 new drugs and

six im portant new biological pro­
ducts in 1987, the same year the 
pharmaceutical industry reported 
spending a record $5.4 billion on 
research and development.

Among the most significant new 
drugs approved in 1987 were:

• zidovudine or AZT (sold under the

trade name Retrovir). Previously 
known as azidothymidine, AZT is 
the first drug approved for 
treating patients with AIDS and 
AIDS-related complex.

■ iovostatin (Mevacor), which lowers 
blood cholesterol levels and thus 
reduces the risk of a heart attack;

■ ciprofloxacin (Cipro), an oral an­
tibiotic that patients can take at

(See " D ru g  A p p ro v a ls”, page 3)



T he pharm aceutical industry  
is achieving b reak th roughs 
in d ru g  discovery th a t were

barely imaginable a few years ago. 
This progress is possible because of 
powerful new tools of research and 
insights into human physiology. For 
example, scientists can use molecular 
modeling by com puter and other 
m eans to conduct more targeted, 
rational research. New understand­
ing of biology a t the molecular level 
is leading to the discovery of superior 
new therapies in areas like heart 
disease

At the same time, these scientific 
advances have made drug discovery 
an increasingly complex and 
resource-intensive process. An enor­
mous investment of time and money 
is necessary to bring the promise of 
these new technologies to fruition. It 
takes some 1 0  years to bring a new 
drug from clinical trials to regulatory 
appn  val, while the cost of R&D per 
new drug m arketed is now estimated 
a t $125 million, more than twice the 
cost for a d rug approved a decade ago.

But the investment is worth it in 
term s of results. Drug therapy is the 
least invasive way to trea t diseases.
I t  is also highly cost-effective There 
are many examples. The new anti- 
ulcer drugs th a t act on the 
histamine-H 2 receptor site replace or 
reduce the need for more expensive 
treatm ents, like surgery. Another 
example: studies have found that 
using beta blockers to  prevent second 
heart attack can save up to $3 billion 
per year.

Q uality  C are In s ig h ts  is a
quarterly  new sletter provided by the 
Pharm aceutical M anufacturers 
Association, 1100 F ifteenth  Street, 
N.W., W ashington, D.C. 20005.

Copyright © 1988 by the Pharmaceutical 
Manufacturers Association. Permission to 
reprint is awarded if proper credit is given.

The advances of recent years are 
ultimately a response to  an un­
diminished public demand for 
medical progress against disease. As 
far as we have come against diseases 
like h eart disease, cancer, and 
diabetes, for example, much remains 
to be done—and the public clearly 
wants it to be done According to 
polls cited by the New England Jour­
nal of Medicine, the public gives 
medical research the highest priority 
on the national research agenda. The 
threat of AIDS is now placing enor­
mous additional pressure on bio­
medical research, and it is clear tha t 
our best hope for containing this 
epidemic will come from vaccines 
and drugs.

Almost equally im portant are the 
quality of life advances offered by 
new drug therapy. There is a growing 
demand for drugs th a t can improve 
the quality of life by increasing 
mobility and convenience and by

lessening sexual dysfunction and pain.
The resources are clearly available 

to make further progress against 
disease, and public demand for such 
progress is strong. The major uncer­
tainty concerns the diffusion of new 
drug products. Will these drugs be 
accessible to patients who need 
them? Will they be paid for a t a level 
that reflects ever increasing costs of 
research?

These questions wiil be answered 
by the myriad of drug access and 
reimbursement decisions that are 
going to be made by those beyond the 
physician now involved in drug prod­
uct selection: pharmacists, third- 
party  payers, health plan admini­
strators, and formulary commit­
tees—all cf whose importance has 
rapidly increased. Their role in 
holding down costs is well known.

W hat is less appreciated is the 
equally im portant role they will 
necessarily play in pharmaceutical 
innovation—and thus in medical p ro ­
gress. Questions of access and pay­
ment will inevitably affect the 
resources available for research. A 
statesmanlike approach is called for 
to see that short-term  cost savings 
do not obscure the long-term public 
interest in new and better therapies. 
All the relevant parties will have to 
work together to make certain that 
patient needs continue to be m et— 
both now and in the fu tu re

From The Editor’s Desk
With this issue Quality Care Insights s ta rts  its second year. From  the begin­
ning we have sought to  keep you informed about developments in health policy, 
planning and practice affecting the quality of care

This issue reports on two significant developments. One concerns a con­
ference on biomedical research th a t examined the partnership between govern­
ment, academia, private industry and voluntary organizations. The second in­
volves findings that, a t least for now, early hospital discharges under 
Medicare's DRG system is disrupting community health services for the 
elderly.

Many readers have w ritten  to say how much they value Quality Care 
Insights and we appreciate that. In addition, we want to hear how you are 
dealing with quality of care issues in your community, company, agency or care 
setting. Information of th a t kind will be of value to all our readers.

Genild D. 
Lilli bach, Pii.D. 

President, 
Pfizer, Inc.
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("D ru g  Approval*," from |t:i|'U 1)

home to trea t conditions that 
formerly required intravenous 
antibiotics; and

• lisinopril (Prinivil or Zestril), a 
once-a-day hypertensive drug.

The most visible new biological 
product is alteplase (Activase) or 
tissue plasminogen activator (TPA). 
When given to a heart attack victim 
within hours afte r the attack, 
alteplase can dissolve clots blocking 
coronary arteries.

In 1987, FDA approved eight 
orphan drugs—drugs for diseases 
that afflict relatively few people and 
thus are often unprofitable to 
develop without FDA aid. E ight is 
the most the agency has approved in 
a single year since Congress passed 
the Orphan Drug Act in 1983.

“These new drug approvals will 
save lives, enhance the quality of life 
and save money, thereby helping the 
health care system in general,” said 
Gerald J. Mossinghoff, president of 
the Pharmaceutical M anufacturers 
Association, the trade group 
representing research-based drug 
companies.

The record $5.4 billion U.S. drug 
makers spent to find and develop 
more new pharmaceuticals in 1987 
represents a 15 percent increase in 
R&D investments over the $4.7 
billion in 1986. I t also roughly equals 
what the National Institutes of 
Health (NIH) spend on all biomedical 
research.

“The country no longer needs to 
depend solely on taxpayers and the 
government to carry on medical 
research,” Mossinghoff noted. “ It is 
highly significant that the private 
sector continues to shoulder a 
substantial and growing share of the 
nation’s medical research.”

"We have seen a t FDA in recent 
years a concerted effort to upgrade 
perform ance of the agency and the 
(drug-approval) system,” Moss­
inghoff said.

Before approving new drugs for 
consumer use, FDA requires the 
pioneering m anufacturer to submit 
massive research data showing the 
drug is safe and effective, and may 
ask for additional tests if 
unanswered questions remain. PMA 
estim ates it takes about 1 0  years to 
bring a new drag  from concept to 
FDA approval. Studies have shown 
the average cost of bringing a new 
drug to m arket is $125 million.

New Drugs & Biologicals 
Approved By FDA In 1987
NAME MANUFACTURER CATEGORY

Drugs

Bactroban
(mupirocin)

Beecham Laboratories Antibiotic

Ccfmax
(cefmenoxime HCl)

'Rip Pharmaceuticals Antibiotic

Choletec
(technetium Tc-99m mcbrofenui)

Squibb Diagnostics Imaging Agent

Cipro
(ciprofloxacin HCl)

Miles Inc Antibiotic

Deursil
(ursodiol)

Gipharmex S.P.A./CIBA-GEIGY 
Corporation

Gallstones

Elocon
(monietasone furoate)

Schering-Plough Corporation Dermatologic

Hytrin
(terazosin HCl)

Abbott Laboratories Cardiovascular

Iopidine
(uplonidine HCl)

Alcon Laboratories, Inc Ophthalmologic

Lcvntol
(penbutolol sulfate)

Eli Lilly and Company Cardiovascular

Mevacor
(lovastatin)

Merck Sharp & Dohme Cardiovascular

Novantrone
(mitoxa.nt.roneI

Lederle Laboratories Cancer

Parathar
Iter iparatide acetate)

Rorer Group Inc Diagnostic

Primacor
(milrinone lactate)

Sterling Drug Inc Cardiovascular

Prinivil*
(lisinopril)

Merck Sharp & Dohme Cardiovascular

Prozac
(fluoxetine HCl)

Eli Lilly and Company Anti-depressant

Retrovir
(zidovudine)

Burroughs Wellci.me Company Anti-viral

Rimadyl
(carprofen)

Hoffmann-La Roche Inc Anti-arthritic

Rownsa
(mesalamine)

Reid-Rowell Gastrointestinal

Spcctamine
(iofet amine H^l)

Medi-Physics, Inc Imaging Agent

Tfcrazol7
(terconazole)

Ortho Pharmaceutical Corp. Gynecologic

Ucephan
(sodium benzoate/sodium 
phenylacetate)

Kendall McGaw Laboratories Hyperammonemia

Biologicals

Activase
(alteplase, recombinant)

Genentech, Inc Cardiovascular

HIV Western Blot 
Test Kit______________

Biotech Research 
Laboratories/Dupont

Diagnostic for AIDS

Poliovirus Vaccine Inactivated Connaught Laboratories. Inc Polio Vaccine
Monoclate
(factor VIII: C)

Armour Pharmaceutical Co. Anti-hemophilic

Prohibit
(hacmophilus b conjugate vaccine)

Connaught Laboratories, Inc Bacterial Meningitis 
Vaccine

Prolastin
(alpha,-proteinase inhibitor)

Cutter Biological of Miles Inc Emphysema

‘Also being marketed by Stuart Pharmaceuticals under the brand name of Zestril.
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HSR ’sRobert Rubin
Dr. Robert Rubin, M.D., is president of Health and Sciences Research Inc (HSR), a 
Washington, D.C. consulting firm. He was assistant secretary for planning and 
evaluation at the Department of Health and Human Services from 1981 to 1984. 
HSR recently delivered a report on the quality of health care to the National Com­
mittee for Quality Health Care The following excerpts were taken from a longer in- 
terview with Q uality Care Insights.____________________

QCI: W hat is the sta te  of health care 
in the United S tates today?
Rubin: Overall, good. There is 
neither a national nor a  regional 
quality crisis today. But there is a 
potential for both if certain trends 
we identified in the report are not 
averted. Those trends are signposts 
signifying problems on the horizon. 
In some cases, the problems are here 
today.
QCI: W hat are the problems you see? 
Rubin: There are a series of red 
flags concerning potential problems. 
One is a  clearly growing nursing 
shortage There are not enough 
nurses to care properly for al, Da- 
tients in many hospitals Some 
Maryland hospitals have a 20 percent 
nursing shortage At the same time, 
nursing school enrollments are down. 
We either have to train  someone else 
to do tha t work or make nurses’ 
salaries competitive with o ther fields 
young women can choose to go into.

There is also a  malpractice crisis 
that is making it too expensive for 
some physicians to practice medicine. 
TWenty percent of obstetricians in 
M assachusetts are no longer deliver­
ing babies. That is creating access 
problems. In fact, access in general is 
becoming more difficult for the most 
vulnerable people in our society—the 
poor, pregnant women and those liv­
ing in rural or inner city areas where 
hospitals have closed.
QCI: Have changes in health care 
brought about by cost-saving 
pressures affected quality?
Rubin: My concern with cutting 
health care costs is tha t many people 
suppose you can cut indefinitely 
without affecting quality. That is not 
the case There is certainly waste, but 
there is not an infinite pool of fraud, 
abuse or inefficiency'. The problem is

4* QUALITY CARE INSIGHTS

no one today is really talking about 
preserving qual: Ly in any meaningful 
way.
QCI: W here should our first priority 
be?
Rubin: The first priority ought to be 
access to quality health care Tb come 
back to cost-cutting or savings, we 
should really be talking about cost- 
effectiveness. That is a better term  
for the kind of health care system I 
would like to see in place The dilem­
ma is whether we are willing to 
spend the money to develop new 
cost-effective health technologies 
that will improve quality care

QCI: How does the health care 
system distinguish between excess 
supply and needed services?

Rubin: Badly. That is the most dif­
ficult question in the health care 
arena. Nobody doubts there is an 
oversuppiy of hospital beds, but 
figuring out which ones to eliminate 
is very difficult. When the extra bed 
is in your community it is no longer 
an extra bed. The local hospital, 
especially in rural communities, is a 
symbol as well as a provider of care.
QCI: How do we as a society balance 
the often-conflicting goals of access, 
quality and cost?
Rubin: There needs to be an accep­
table level of access to high quality 
care a t a reasonable price. The pro­
blem is some people want almost in­
stantaneous access to the highest 
quality care at the lowest possible 
price T hat’s where we get into ques­
tions of how many tests to order or

Dr. Robert Rubin  
President o f 
Health and  
Sciences 
Research, Inc.
Inc. (HSR)



DRG-Linked Hospital 
Problems For Community Services

what procedures to perform on 
whom or the role of government. We 
are willing to pay any price to creat 
ourselves or our families, yet collec­
tively 've may not he willing to pay 
for the same level of care for 
everyone in society.
QCI: Is there a role for phar­
maceuticals and pharmaceutical 
companies in ensuring access to 
quality care a t reasonable prices? 
Rubin: Yes. Pharmaceutical com­
panies are beginning to hold down 
costs as a major m arketing tool. They 
are looking for more cost-effective 
ways of delivering drugs. They 
achieve this by making the drugs 
longer acting or adm inistering them 
in more cost-effective ways. This is 
just one example of how phar­
maceutical companies are providing 
better drugs a t lower prices through 
research.
QCI: Has Medicare’s prospective 
payment system, as some critics 
allege, contributed to a decline in 
quality?
Rubin: The DRG (diagnosis related 
group) system has not adversely af­
fected quality. I t  did w'hat we set out 
for it to do. Whatever the problems, 
they are not widespread or directly 
related to quality. The problem is 
that Medicare has been used as a 
vehicle for balancing the budget 
rati.er than caring for people who 
need medical services.
QCI: Beyond addressing such prob­
lems as a nursing shortage or 
malpractice crisis, how do we ensure 
quality care?
Rubin: First, we need to educate 
private and government payers as to 
what constitutes quality care Next, 
we have to balance concerns for 
quality with those for cost-cutting. In 
doing so, wre have to reconside1' what 
level of health care we want, 
remembering th a t we will have to 
pay for that level of quality either 
directly or indirectly. That is why this 
Administration and I favor a 
marketplace approach with an eye to 
preserving access.

A new survey of 191 random ly 
selected home health  agen­
cies shows th a t the  early

discharge of Medicare patients from 
hospitals is causing major problems 
for and changes in community health 
services for the elderly.

“The DRG (diagnosis related 
groups) system has placed lots of 
new demands on relatively few 
resources,” said Linda Bergthold, 
assistant professor of social and 
behavioral sciences and project direc­
tor a t the Institute for Health and 
Aging, University of California, San 
Francisco. “Things are very chaotic 
right now,” she added.

Bergthold told the American 
Public Health Association that DRGs 
are causing a shift of patients from 
hospitals to outside programs, 
thereby straining the la tte r’s ability 
lo provide quality care and threaten­
ing the elderly’s access to it.

In particular, Bergthold said, 91 
percent of the home health agencies 
surveyed reported DRGs affecting 
their patients. Further, 95 percent of 
the agencies said their newly- 
discharged patients from hospitals 
were sicker than before DRGs were 
adopted by the federal government in 
1984.

Of eight home health agencies that 
shifted status in the past three years, 
all have changed from public or non­
profit agencies to for-profit ones, she 
reported. “That is a large change,” 
Bergthold observed.

Bergthold also said tha t more than 
two-thirds of community mental 
health centers surveyed reported 
being affected by DRGs. The finding 
was surprising, she said, because 
most hospital psychiatric care is 
exempt from Medicare’s early dis­
charge policies and because the 
elderly usually do not use community 
mental health centers. More than 
half the centers said their patients

were arriving older, sicker and in 
need of more care than before

Similarly, nursing homes surveyed 
said they have more elderly patients 
requesting care than before DRGs. 
They also reported patients were 
waiting longer to get ca re  More than 
two-thirds of 198 nursing homes 
surveyed had a waiting list and more 
than half said the list had grown in 
the past two years.

One of the most significant 
changes found, Bergthold said, was 
in the hospital discharge planning 
function. Previously, most hospital 
staffs did not need to know much 
about the community program s and 
services available for the elderly.

Now, hospitals are finding they 
have to help their elderly patients 
find post-hospital care

Bergthold said for-profit hospitals 
w’ere more likely to use registered 
nurses as discharge planners and 
th a t nonprofits were more likely to 
spend more and have larger 
discharge planning staffs.

For health policy analyst 
Bergthold, the changes brought to 
light by the survey are disturbing. 
“ We may be creating again a two- 
tiered health care system  where 
those who can afford it get care at 
home and those who cannot afford it 
m ust go into a hospital or nursing 
home” she said. “The elderly poor 
and those without insurance will be 
affected most. We may wind up pay­
ing more for them  if they cannot be 
cared for a t hom e”

The survey showed th a t planners 
should think more about the whole 
health care system ra ther than just 
p art of ic, Bergthold added. "We 
found th a t major changes in the 
acute-care setting have had major 
ramifications for out-patient ser­
vices," she said. “You cannot cut 
costs in one sector because those 
costs merely shift to  another.”
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Research Partnership Praised 
AtNHC-PMA Conference
A n u n p reced en ted  p a r tn e r ­

sh ip  am o n g  governm ent, 
academ ia, p riv a te  in d u s try

and voluntary’ organizations has 
helped spark major biomedical 
research advances since World War 
II, but has shown signs of strain in 
recent years, participants a t a 
November conference on America’s 
medical research were told.

The conference, which was cospon­
sored by the National Health Council 
and the Pharmaceutical Manufac­
turer’s Association, also examined 
the contribution of pharmaceuticals 
to the litany of medical advances as 
well as the outlook for new and more 
effective therapeutic agents.

“The private sector wants to pro­
duce new drugs,” said prizewinning 
scientist Paul Janssen, president of 
Janssen Research Foundation 
Worldwide "There is more money 
and manpower being devoted to the 
search for new drugs by the private 
sector than ever before But policy

["C a n d id a tes! ' from page 1)

home health care services for AIDS 
patients and block grants to states so 
they have flexibility in dealing with 
the disease, she said. In the long run, 
Drake said, Dole favors prevention as 
the way to reduce health care costs.

The most im portant health issue 
today is that of equity, said Karen 
Smith, assistant director of health 
policy in M assachusetts’ Office of 
Human Services. Speaking for Gov. 
Dukakis, Smith cited his work with 
the business community to develop a 
plan to provide health care to the 
uninsured. She said Dukakis favors a 
more creative approach so tha t small 
and marginal businesses can afford 
to buy health insurance for their 
employees. Dukakis also wants an ap­
proach to long-term care tha t lets 
elderly people who can, stay a t home 
with their families, she said.

Jack Bresch, Sen. Simon’s cam­
paign m anager in Montgomery 
County, Maryland, said a national 
health policy is needed to resolve 
where this country wants to  go in 
providing health services to its 
people Bresch said Simon wants the 
government to ensure health care

makers are devoting more energy to 
cost containm ent than to biomedical 
research.”

That them e was also touched on by 
Sen. Lowell Weicker (R-Conn.), the 
conference’s keynote speaker. 
Weicker warned that continuing cuts 
for science and education in the 
name of reducing budget deficits 
“won’t  keep the United S tates on 
top” in a  competitive world.

"Governm ent’s task is to proride a 
consistency of funding for basic 
biomedical research and to 
encourage young people to go into 
research,” Weicker said. "This nation 
can and should speak out on the 
priority of life The business of life 
has to be translated  into the national 
budget and national policy.” 

Seconding Weicker’s words was 
Robert Bolan, rice president of the 
National Health Council and ex­
ecutive rice president of the 
American Diabetes Association. 
Bolan warned tha t an inadequate

coverage for everyone as a right.
On specific issues, Bresch said 

Simon favors an emphasis on 
children’s health, more money for 
biomedical research and voluntary 
testing, education and a caring and 
compassionate approach to AIDS 
victims and blood testing.

Speaking for Gephardt, Joanne 
Symons, a campaign consultant on 
loan from the American Nurses 
Association, called the health care 
system a “crazy quilt” of little pro­
gram s that are out of control. She 
said Gephardt favors affordable, 
accessible health ca re  He sees 
prevention, education and more 
home care as ways to cut costs and 
make more care more accessible to 
more people

Symons also said Gephardt favors 
program s tha t encourage competi­
tion in the health care arena so 
people and companies can choose 
am ong plans, providers and physi­
cians. One problem Gephardt is most 
concerned with, she said, was our 
“ hideous” infant mortality rate, an 
issue the candidate wants to address.

Returning to the uninsured and 
underinsured issue, Dr. Vincent 
Navarro, a professor of health policy

supply of new researchers, a growing 
obsolescence of equipment and 
facilities, a  heightened uncertainty 
over public funding and a rising com­
petition from foreign research 
centers are threatening U.S. leader­
ship in health and medicine 

“We need to  heighten public and 
congressional concern for the cause 
of medical research," he said. “ We 
need to convince them  that nothing 
can increase our nation’s gross na­
tional product more and contribute 
to our everyday lives than to en­
courage medical research.”

On the subject of research itself, all 
basic biomedical studies today begin 
with deoxyribonucleic acid or DNA, 
said George Poste, rice president for 
worldwide research a t SmithKlinc & 
French Laboratories.

“Our ability to  move genes around 
gives us an ability to control their 
expression," Poste added. “That will 
lead to new molecular weight phar­
maceuticals in am ounts impossible 
by traditional means. That, in turn, 
will allow us to  targe t cellular 
molecules for d rug  action ra ther 
than ju st cell surface receptors.”

(See  "C o n fe ren ce”, p a g e 8)

a t Johns Hopkins University, said 
Jackson is outraged that 38 million 
Americans lack health insurance and 
25 million more are underinsured. 
Jackson favors a comprehensive, 
universal national health service, 
with coverage for everyone ensured 
by the federal government. Navarro 
said Jackson sees ibis as a  moral 
ra ther than  ju st a health issue 

Navarro said universal health 
insurance can be paid for “ if we want 
to do it.” H e said Jackson would in­
crease taxes for the wealthy and cut 
defense spending to reduce federal 
budget deficits and pay for health 
care He also said the government 
can manage health care program s 
better than private industry.

Health care costs concern Gore, 
said Jerry  Mande, the Senator’s 
legislative assistant. Mande said 
Gore thinks money can be saved by 
investigating FDA practices, 
creating a  national date  base for 
malpractice cases, and promoting 
prevention and screening program s 
nationwide He also said Gore favors 
cutting out “unnecessary and inap­
propriate” treatm ents as a way to  cut 
costs and finance other services, 
such as organ transplants.
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Hospital Data Release Produces 
Comment, Controversy and Action
T he re le a se  o f  m o rta lity  d a ta  

fo r M ed icare  p a tie n ts  in  
h o sp ita ls  n a tio n w id e  by

the D epartm ent of Health and 
Human Sendees in December 
generated a storm  of controversy as 
well as an opportunity for the public 
to take a first good look a t one 
measure of hospital quality.

The information is contained in a 
seven-volume report weighing some 
30 pounds. It includes data on
735,000 deaths of Medicare patients 
either in, or within 30 days after 
discharge from, 5,971 hospitals in 
1986. The data, which is accom­
panied by comments from individual 
hospitals, is adjusted by age, sex, 
medical condition upon admission or 
transfer, and prior hospitalizations.

The result is a range of expected 
death rates for each of 16 diagnostic 
categories plus an overall range of 
expected deaths for each hospital. 
The report showed some 585 
hospitals or 1 0  percent had death 
rates a t the top of the spectrum and 
another 146 hospitals or 2.5 percent 
had rates above their expected range 

The meaning of such findings rais­
ed considerable comment and con­
troversy. "The information is poten­
tially misleading,” said Jam es Mar- 
riman, director of federal agency 
affairs a t the American Hospital 
Association. “People will assume 
that mortality data relates to

hospital quality, but you can’t make 
tha t assumption.”

Similarly, the American Medical 
Association warned that use of the 
information could be harmful. 
"D istributing this data provides no 
meaningful value to patients," said 
Dr. Jam es Sammons, AMA executive 
rice president. “ It will cause 
irreparable dam age to physician- 
patient relationships.”

On the other hand, consumer 
groups welcomed the data’s release 
"We have long encouraged govern­
ment agencies to get hospital mor­
tality d ata  into the hands of con­
sumers,” said Craig Ihnio of the 
Public Citizen Health Research 
Group. “ We want to see more data 
become publicly available”

Agreeing was V ita Ostrander, 
immediate past president of the 
American Association of Retired 
Persons. The data, she said, “will 
build the patient's overall under­
standing of medical treatm ent, in­
cluding an understanding of the dif­
ficulty of measuring and predicting 
quality.”

Tb better measure and predict 
quality, the AHA’s M arriman said, 
m ortality rates should be adjusted 
for severity of illness. He said AHA 
is looking a t existing severity indices 
to see how they might be used to  in- 
te rp re t the data better. M arriman 
also said pilot studies are needed to

7 t  jw,m " ̂  •saeaaggsja

examine the relationship between 
mortality data and hospital quality.

The Health Care Financing Ad­
ministration, which runs the 
Medicare program, is likewise work­
ing to develop severity indices. 
Stephen Jencks, a senior physician in 
HCFA’s office of research, said the 
agency is collecting and analyzing 
data on deaths from stroke, pneu­
monia, heart attack and congestive 
h eart failure from five states.

The data will be used to give a 
likelihood of death for any individual 
or group of patients th a t can then be 
compared with what actually hap­
pened to those patients. Severity will 
be adjusted for, Jencks said, on the 
basis of some 30 physical and 
medical histoiy m easurem ents taken 
a t admission. HCFA’s severity index 
should be available by fall so 
hospitals and consumers can use it to 
analyze the agency’s 1988 hospital 
m ortality data release, he added.

Public Citizen advises the 1987 
mortality data be used to  ask ques­
tions of physicians and hospital ad ­
m inistrators. The questions include 
what, if any, changes a hospital made 
regarding individual physicians and 
departm ents as a result of the data. 
“ If there are no reasonable explana­
tions, then you might consider going 
to  a different hospital with a lower 
m ortality rate,” the consumer ad­
vocacy group said in its newsletter.

But, individual consumers might 
find H H S’s seven-volume report dif­
ficult to obtain, costly ($69) to buy 
and hard to plow through. Help is on 
the way, however, said Robert 
Krughoff, president of Consumers' 
Checkbook, a Washington, D.C.-and 
San Francisco-based group. Con­
sum ers’ Checkbook will publish a 
one-volume, 2 0 0 -page condensed ver­
sion in April.

The Consum er’s Checkbook report 
will explain how to use the hospital 
m ortality data, show whether each 
hospital is affiliated to a university 
medical school and/or has a  residency 
program, and its  type (nonprofit, 
community, for-profit) of ownership.
I t  will also show the group’s own 
surveys of patients, nurses and physi­
cians of hospital quality in 
Washington,D.C. and San Francisco. 
The condensed report ivill be 
available for $10 from Consumer’s 
Checkbook, Suite 925, 80615th Street, 
N.W., Washington. D.C., 20005.
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Government Roundup jhinjji

Statehouse Report... D elaw are has
decided to drop its Medicaid incen­
tive fee program to encourage 
generic drug substitution. The state  
Departm ent of H ealth and Social 
Services said it could not show cost 
savings were achieved by the pro­
gram. Any savings that were achiev­
ed might have been achieved without 
paying the incentive fee, it added.
The program  was a  one-year pilot 
study begun in October 1985. A 
report on the program  found generic 
substitutions increased only 12.7 per­
cent during the incentive fee year. 
Meanwhile, a bill to create a  similar 
incentive fee program  for generic 
substitution under Medicaid has 
been dropped in South  Carolina.
The South Carolina bill was introduc­
ed in 1987, but has now been with­
drawn. I t  cannot be reconsidered for 
two y ea rs . . .  A new bill to  provide 
“universal” health care in 
M assachusetts is being drafted. A 
bill passed the s ta te  Senate in 1987, 
but failed to pass the House before it 
adjourned. The 1987 bill would have 
required all businesses to provide 
health insurance benefits to  employ­
ees or pay $1,680 per employee to a 
state  health insurance fund. The 
M assachusetts bill also provided tax 
incentives for businesses to offer 
health care coverage to

Sources
• Project Hope has issued a  pam ­

phlet on “ Buying Quality Health 
C are” The pam phlet is designed to 
help health care purchasers, whether 
individuals or companies, better 
understand the many new options 
available I t  lists questions to  ask and 
points to consider in selecting a 
health care plan, physician or 
hospital. Copies can be obtained by 
writing the Center for Health 
Affairs, Project Hope, Suite 500, Too 
Wisconsin Circle, Chevy Chase, 
Maryland 20815.

• Lewin and Associates has 
prepared a report for Pfizer Ine 
summarizing the objectives, 
methodology and status of major 
research and other projects in pro­
gress relating to quality of care

8* QUALITY CARE INSIGHTS

employees. . .  M assachusetts is not 
the only sta te  considering or actually 
adopting some form of universal 
health insurance O regon enacted a 
voluntary, employer-provided health 
care insurance program  in 1987 that 
offers businesses with 25 or fewer 
employees a tax  credit equal to 50 
percent of their contributions to 
health insurance for their workers.
In M ichigan, the Robert Wood 
Johnson Foundation is sponsoring a 
dem onstration project in which the 
state, employers and employees share 
equally in paying for insurance 
coverage A similar Johnson 
Foundation-sponsored plan was 
adopted in A rizona. W ashington 
state  passed a  bill in 1987 to provide 
health care coverage to 30,000 low- 
income people in five pilot project 
locations. And Hawaii has for 10 
years required employers to provide 
health insurance to em ployees.. .  
Davidson County (Nashville), Ifen- 
nessee, has proposed to tax six non­
profit hospitals in the Nashville area. 
The county assessor says the 
hospitals’ charges are similar to 
those of local proprietary ones, even 
though the form er do not provide ap­
preciably more charity ca ra  A 
similar proposal to tax nonprofit 
hospitals is being considered in 
Chattanooga.

issues. The report discusses projects 
on m easurem ents of quality and out­
comes research, employer and con­
sum er information, managed care 
and the Medicare prospective pay­
m ent system. Copies can be obtained 
by writing Paid Meyer, Ph.D.. Pfizer, 
Inc., 235 East J>2nd Street, New York, 
New York 10017.

• The Food and Ding Administra­
tion has published a special report 
entitled “New Drug Development in 
the United States.” I t includes a r­
ticles from the agency’s magazine on 
how drugs are developed, tested and 
approved, on FDA’s attem pts to im­
prove the process and on dings for 
the desperately ill or rare  diseases, 
am ong others. Copies can be obtained 
by uniting the Office of Public 
Affairs, HFI-1, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, Maryland 20857.

a B B B B M B a a B B a H a n

. .  .The New York State Depart­
ment of Social Services issued a  final 
regulation regarding reimbursement 
for brand name drugs under the 
Medicaid program. The regulations, 
scheduled to be effective on March 1, 
would deny full reimbursement for a 
brand name product even if the 
physician indicates on the prescrip­
tion form that a particular brand 
name product should be dispensed.
In promulgating this regulation, the 
state  in effect has allowed a  physician 
override for brand name products 
but will not provide full reimburse­
m ent. . .  In January, Delegates 
White and Wells introduced West 
V irginia House Bill 4242, a  bill 
which would assess hospitals, long­
term  care facilities, home health 
agencies, pharmacies, durable 
medical equipment companies and 
certain group homes in order to raise 
revenue to  repay the state 's con­
solidated investment fund. This fund 
is used to pay for the state’s 
Medicaid program. The bill has now 
been dropped in Conference Com­
mittee, and $30 million from the 
State’s Black Lung Fund will be used 
to fund the Medicaid pro­
gram  . .  .U tah state Senate bill 75, a 
bill that prohibits the use of a 
restricted drug list for the Medicaid 
program  in tha t state, has passed 
both the House and Senate and is 
waiting the Governor’s signature

I"  C onference."  from page(i)

W here is research going? Marvin 
Jaffe, senior vice president a t Merck 
Sharp & Dohme Research 
Laboratories, noted the graying of 
America's population and said new 
drugs are needed to control such 
body functions as heart rate, 
breathing and metabolism, all of 
which change with age Jaffe also 
urged studies of how drags work in 
different life stages and in different 
combinations.

Another look a t the future was of­
fered by Humphrey Thylor, president 
of Louis H arris and Associates. Us­
ing his firm ’s opinion surveys of 
health researchers and professionals, 
Thylor predicted a growing emphasis 
on preventive medicine, less invasive 
surgical and treatm ent methods, new 
drags to trea t neurological and viral 
disorders, and better nutrition to 
prevent and/or trea t diseases such as 
osteoporosis.
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February 12, 1988

Honorable Ted Stevens 
United States Senate 
522 Hart Building 
Washington D.C. 20510

Dear Senator Stevens,

Please consider this letter recommendation for the appointment of 
Shannon Kohler to the Advisory Commission on Childhood Vaccines.

Shannon has been active in Alaska Dissatisfied Parents Together (DPT) 
for a number of years. During this time she has completed extensive 
research with regard to vaccine safety and efficacy. She has been 
instrumental in the introduction of HB 277, a copy of which is 
enclosed, and the improvement of the vaccination program within the 
State of Alaska. Many of these concerns need to be addressed at the 
Federal level especially in regard to National Childhood Vaccine 
Injury Act of 1986.

Shannon has expressed a willingness to serve on the Commission. 
Taking into consideration her background, dedication, and motivation 
she would be an asset to the Commission.

Thank you for your time and consideration.

Coruially,

Senator Paul A. Fischer

PAF/ssw
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March 8, 1988

Honorable Ted Stevens 
United State Senate 
522 Hart Building 
Washington, D.C. 20510

Dear Senator Stevens:

A 3 the Co-Chairs of the Alaska House Health, Education, and 
Social Services Committee, we v/ould like to recommend Shannon 
Kohler be appointed to the federal Commission being created in 
conjunction with the National Childhood Vaccine Injury 
Compensation Act.

Ms Kohler has a strong viewpoint on the subject of mandatory 
immunization and has put considerable effort into researching 
and organizing around it. We believe the federal Commission 
to be an appropriate {.lace for someone with her concerns to 
serve. She would undoubtedly make a hard working member of 
such a commission.

It is our understanding that Shannon is also being recommended 
by the Alaska Department of Health and Social Services, by the 
Senate HESS Chair, Senator Paul Fischer, and by Representative 
Mike Navarre.

Thank you for your attention to this matter. We will continue 
to monitor discussions around the subjects of immunization and 
public health.

Sincerely

CC: Shannon Kohler
NK/JE/ljm
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March 1, 1988

Honorable Ted Stevens 
United States Senate 
522 Hart Building 
Washington, D.C. 20510

Dear Senator Stevens:

As I am sure you are aware, the National Childhood Vaccine 
Injury Act of 1986 deals with compensation for adverse vaccine 
reactions. In addition, the legislation calls for the 
creation of the Advisory Commission on Childhood Vaccines.

Three members of the nine member commission are to be from the 
general public, two of whom will be legal representatives of 
children who have suffered vaccine-related injury or death.

I strongly feel that one of the public members should be from 
Alaska, and would like to suggest Mrs. Shannon Kohler of 
Soldotna.

Shannon Kohler is the president of tha Alaska Chapter of 
Dissatisfied Parents Together (DPT), a national organization 
dedicated to vaccine safety. I have worked closely with 
Shannon on vaccine legislation in Alaska, and she has 
testified before the House Committee on Health, Education and 
Social Services.

Because of Mrs. Kohler's intense dedication to elimination of 
vaccine-related injuries, she has become extremely 
knowledgeable about vaccines - as knowledgeable as many health 
care professionals are. In addition to this impressive 
knowledge, she demonstrates a real concern that the issue of 
vaccine-related injuries be addressed in a logical and fair 
manner.

In summary, I feel Shannon Kohler is highly qualified, and 
would prove to be a very valuable addition to the commission.
I recommend her without reservation.



If you have further questions, feel free to contact me, or 
Mrs. Kohler directly at Box 1746, Soldotna, AK 99669. Her 
phone number is (907) 262-3825.

Thank you for your consideration.

Sincerely,

Mike Navarre 
State Representative

cc: Shannon Kohler
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M E M O R A N D U M

TO: R e p r e s e n t a t i v e  M i k e  N a v a r r e

FROM: P a t r i c i a  B r a w l e y

L e g i s l a t i v e  A n a l y s

RE: Personal E x e m p t i o n  f r o m  M a n d a t o r y  I mm u n i z a t i o n

R e s e a r c h  R e q u e s t  8 8 . 0 7 5  (Supplemental Information)

You r e q u e s t e d  t hat we p r o v i d e  i n f o r ma t i o n  about personal e x e m p t i o n s  fro m  

m a n d a t o r y  i m m u n i z a t i o n  laws in Colorado, W i s c o n s i n  and Utah. Specifically, 

y o u  w a n t e d  to k n o w  the  following:

1. H i s t o r i c a l l y ,  ho w  di d  this personal e x e m p t i o n  come a b o u t  in chose 

states, and w h a t  was the reason for the ch an g e  in e x i s t i n g  law?

2. W h a t  h a p p e n e d  to the v a c c i n a t i o n  c o m p l i a n c e  rate as a .esult of 

• t h e s e  w a i v e r s ?  W h a t  is the c u r r e n t  c o m p l i a n c e  rate?

3. W h a t  is the b e f o r e  and a f t e r  f r e q u e n c y  o f  the " s e rious seven" 

d i s e a s e s  in t h o s e  states, and in w h a t  p e r c e n t a g e  o f  cases, if any, 

w e r e  t h e  p e r s o n s  v a c c i n a t e d ?

4. D o  p a r e n t s  h a v e  t h e  o p p o r t u n i t y  t o  " p i c k  a n d  c h o o s e "  which 

v a c c i n a t i o n s  t h e i r  c h il d r e n  will receive, or is it an "all or 

n o t h i n g "  p r o p o s i t i o n ?

The C e n t e r  f o r  D i s e a s e  Control in A t l a n t a  in d i c a te s  that ail states have 

m a n d a t o r y  i m m u n i z a t i o n  l a w s .  T h e  f o l l o w i n g  e x e m p t i o n s  h a v e  b e e n  

i n c o r p o r a t e d  into law: e v e r y  state allows a medical exem p t i o n;  every

state, e x c e p t  Mi s s i s s i p p i  and W est Virginia, allows a r e l i g i o u s  exemption; 

and 22 states a l l o w  a p h i lo s o p h i c a l (personal) e xemption. Res po n s e s  to 

y o u r  s pe c i f i c  q u e s t i o n s  c o n c e r n i n g  Colorado, W i s c o n s i n  and U tah follow.
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C O L O R A D O

A c c o r d i n g  

D e p a r t m e n t  

by 1 9 7 5 .  T h e  original 

s t u d en t s  t h r o u g h  g r a d e  6, 

in 1978 e x t e n d e d  c o v e r a g e  

personal exemp t i o n . T h e  

b a s e d  o n  t h e  a r g u m e n t

t o  J u d y  C a n n e r ,  I m m u n i z a t i o n  P r o g r a m  D i r e c t o r ,  C o l o r a d o

o f  Health, th e  stat e ' s  m a n d a t o r y  i m m u n i z a t i o n  law was in place

v e r s i on  cove r e d  onl y k i n d e r g a r t n er s ,  t r a n s f e r

and c hild care f a c i l i t y  enrol le e s .  An a m e n d m e nt

to all students in p u b l i c  s c h oo l s  and a dded the 

push for i n c l u s i o n  of a personal e x e m p t i o n  was 

t h a t  t h e  la w  was an i n f r i n g e m e n t  o f  personal

rights. C o l o r a d o  o f f i c i a l s  b e l i e ve  that the a m e n d m e n t  

pa s s e d  w i t h o u t  the a d d i t i o n  o f  the personal e xe m p t i o n

w o u l d  not have

Th e  C o l o r a d o  D e p a r t m e n t  o f  H e a l t h  does not c o n s i d e r  th e  personal e x e m p t i o n  

t o  h a v e  s i g n i f i c a n t l y  a f f e c t e d  c o m p l i a n c e  rates. S t a t i s t i c s  showing 

p e r c e n t a g e  o f  c o m p l i a n c e  and p e r c e n t a g e  o f  personal e x e m p t i o n s  suggest, 

however, tha t  th e  c o m p l i a n c e  rate is in a sli g h t  d o w n w a r d  t r e n d  w h i l e  the 

personal e x e m p t i o n  r a t e  is climbing.

School Yea r
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T h e r e  is l i t t l e  c o r r e l a t i o n  b e t w e e n  t h e  personal e x e m p t i o n  and the 

f r e q u e n c y  o f  d i s e a s e  out b r e a k . F r e q u e n c y  has c o n t i n u e d  to d e c l i n e  during 

the last decade, e x ce p t  in the case o f  p e r t u s s i s  ( whooping cough), which 

has been on the increase. This  is a r e f l e c t i o n  o f  the la w  r a t h e r  than the 

exemption, however, b e c a u s e  C o l o r a d o  does not r e q u i r e  i m m u n i z a t i o n  against 

pertussis. C o l o r a d o  c u r r e n t l y  has a an o u t b r e a k  o f  m e a s l e s  in a college 

c o mmunity; m o s t  o f  the i nv o l v e d  i n d i v id u a l s  had beer, v a c c in a t e d .  While 

this y e a r ' s  i n c i d e n c e  fa r  e x c e e d s  the f r e q u e n c y  typical o f  the last decade, 

it is still c o n s i d e r e d  to be "well w i t h i n  the f i v e  p e r c e n t  f a i l u r e  rate 

c o m m o n  1‘ri vaccines, and is typical of m e a s l e  t r a n s m i s s i o n . "

Parents are a l l o w e d  t o  c h o o s e  w h i c h  v a c c i n e s  t h e i r  c h i l d r e n  will be ex e m pt  

fro m taking. In practice, p a r e n ts  g e n e r a l l y  o b j e c t  to all v a c c i n e s  if 
t hey ob j e c t  to any.



R e p r e s e n t a t i v e  N a v a r r e

J a n u a r y  28, 1988

Page 3

W I S C O N S I N

Craig Leutzi n g e r,  I m m un i z a t i o n  P r o g r a m  Director, W i s c o n s i n  D e p a r t m e n t  of 

P u b l i c  H e a l t h ,  i n d i c a t e d  t h a t  W i s c o n s i n ' s  m a n d a t o r y  i m m u n i z a t i o n  law 

i n c l ud e d  medical and r e l i g i o u s  e x e m p t i o n s  when it was i n s t i t u t e d  in 1975. 

It was i n e f f e c t i v e  in that it c o v e r e d  o n l y  k i n d e r g ar t n e r s ,  and th e  w o r d i n g  

did not r e q u i r e  p a r e n t s  to have c h i l d r e n  v accinated. A m e n d m e n t s  in 1980 

e x p a n d e d  c o v e r a g e  to g r a d e s  K - 12 (to be i mp l e m e n t e d  gr a d u al l y ) ,  changed 

the v/ording to re q u i r e  v a c c i n a t i o n s ,  and added the personal e x emption. In 

s p i t e  o f  D e p a r t m e n t  o f  H e a l t h  o p p o s ition, th e  e x e m p t i o n  was included 

t h r o u g h  l o b b y i n g  e f f o r t s  o f  a g r o u p known as D i s s a t i s f i e d  Pare n t s  T o g e t h e r  

(DPT), w h i c h  wa s  led by a w o m a n  w h o s e  son had been s e v e r e l y  inju r ed  by the 

DP T  vaccine.

I m m u n i z a t i o n  is a w i d e l y  a c c e p t e d  p r a c t i c e  in W i s c o n s i n  as r e f l e c t e d  by a 

99 p e r c e n t  c o m p l i a n c e  rate. S i n c e  1977, th e  total p e r c e n t a g e  of  e x e m p­

tions has r e m a i n e d  c o n s t a n t  at 0. 8  p e r c e n t to o n e  percent. P r i o r  to 1980, 

the one p e r c e n t  r e f l e c t e d  equal n u m b e r s  of r e l i g i o u s  and medical e x e m p­

tions; since 1980, r e l i g i o u s  and medical e x e m p t i o n s  have d r o p p e d  to 0.1 

p e r c e n t  each w h i l e  personal e x e m p t i o n s  have r e m a i n e d  s t e a d y  at 0.6 p e r­

cent. It a o pe a r s  t hat i n d i v i d u a l s  w h o  m i g h t  p r e v i o u s l y  have claimed 

r e l i g i o u s  e x e m p t i o n s  n o w  call t h e i r  o b j e c t i o n s  p h i l o s o ph i c a l  r a t h e r  than 

religious.

In s p i t e  of t h e  hig h  c o m p l i a n c e  rate, W i s c o n s i n  had t h e  h i g h e s t  s t a t e  rat e 

o f  m u m p s  in 1987. The i n c i d e n c e  o f  m e a s l e s  in W i s c o n s i n  wa s  also high 

(284 in W i s c o n s i n  c o m p a r e d  to 12 in C olorado). T his doe s  not n e c e s s a r i l y  

c o r r e l a t e  to the personal exemp t i o n ,  however, b e c a u s e W i s c o n s i n ' s  m a n d a t o r y  

i m m u n i z a t i o n  la w  was set up to be i m p l e m e n t e d  in stages. For example, 

v a c c i n a t i o n  fo r  m u m p s  wa s  r e q u i r e d  b e g i n n i n g  in 1982, and o n l y  g r a d e s  K - 4 

are c u r r e n t l y  covered; if an u n v a c c i n a t e d  f i f t h - g r a d e r  f r o m  a n o t h e r  state 

e nters a W i s c o n s i n  school, t h e r e  is no r e q u i r e m e n t  th a t  the c hild be 

v a c c i n a t e d  a g a i n s t  mumps. A n o t h e r  imp o r t a n t  f a c t o r  in the high i n cidence 

of d i s e a s e  in W i s c o n s i n  is t h a t  until 1987 t h e r e  w a s  a st r o n g r e l u c t a n c e  on 

the part of scho o l s  to e x c l u d e  u n v a c c i n a t e d  i n d i vi d u a l s  f r o m  school during 

d i s e a s e  ou tbreaks, even t h o u g h  the la w  a l l o w e d  f o r  it. In 1987, d u r i n g  an 

o u t b r e a k  of measles, the nee d  to p r o t e c t  u n v a c c i n a t e d  c h i l d r e n  and to 

i n t e r r u p t  the t r a n s m i s s i o n  c y c le  o v e r c a m e  that re l u c t a n ce .  S i n c e  then, 

e x c l u s i o n  f r o m  s c h o o l  h a s  b e c o m e  w i d e l y  a c c e p t e d .  O u t b r e a k s  have 

" c e r t a i n l y  i n c l u d e d  u n c o v e r e d  c h i l d r e n , "  but no s t a t i s t i c s  are av a i l a b l e  on 

the p er c e ntages.

As in C o lorado, p a r e n t s  h ave t h e  r i g h t  t o  se l e c t  w h i c h  v a c c i n a t i o n s  their 

c h i l d r e n  will be e x e m p t  fro m  taki n g ;  however, g e n e r a l l y  t h e r e is an all or 

n o t h i n g  attitude.
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U TA H

A c c o r d i n g  t o  R i c k  C r a n k s h a w ,  I m m u n i z a t i o n  P r o g r a m  C o o r d i n a t o r ,  Utah 

D e p a r t m e n t  o f  Health, Ut ah ' s  m a n d a t o r y  n at i o n  l a w  i nc l u d e d  only

e n t e r i n g  k i n d e r g a r t n e r s  w h e n  it was e n a c t e d  in 19/6. An a m e n d m e n t  in 1982 

e x p a n d e d  the c o v e r a g e  to g r a d e s  K - 12, in c l u d e d  all l i c e n c e d  c h il d  care 

facilities, arid i n c o r p o r a t e d  the personal exemption. The i n c l u s i o n  o f  th e  

personal e x e m p t i o n  w a s  b a s e d  on o t h e r  states' e x p e r i e n c e  w i t h  t h e  DPT 

c o n t r o v e r s y  o v e r  v a c c i n a t i o n s  f o r  p e r t u s s i s - - w h i c h  s o m e t i m e s  causes 

e x t r e m e l y  seri o u s  a d v e r s e  reactions.

Th e  c o m p l i a n c e  rate in Utah is ver y  high; e x e m p t i o n s  d u r i n g  the last

several y e a rs  h ave been a p p r o x i m a t e l y  one percent. O f  that, 0 . 8  p e r ce n t  

are personal e x e m p t i o n s  and the o t h e r  0.2 p e r c e n t  are medical ex e m p t io n s .  

N o  s t a t i s t i c s  d i r e c t l y  c o m p a r i n g  c o m p l i a n c e  r ates b e f o r e  and a fter 

i n c o r p o r a t i o n  o f  t h e  personal e x e m p t i o n  are a v ailable.

No s t a t i s t i c s  a r e  a v a i l a b l e  on t he  f r e q u e n c y  o f  d i s e a s e  b e f o r e  and a f te r  

i n c o r p o r a t i o n  o f  t h e  personal e x e m p t i o n .  B e c a u s e  o f  the law, U tah scho o l s  

n o w  have an a c c u r a t e  t r a c k i n g  s y s t e m  so tha t  each school can m a k e  an 

i m m u n i z a t i o n  as s e s s m e n t.  D u r i n g  an o u t b r e a k  o f  disease, th e  D e p a r t m e n t  of

H e a l t h  orders tha t  any u n p r o t e c t e d  c h i l d r e n  be e x c l u d e d  f r o m  school until

the o u t b r e a k  is over.

As in C o l o r a d o  and W i s c o n s i n ,  p a r e n t s ca n  c h o o s e  i n dividual v a c c i n a t i o n s  

to w h i c h  t h e y  ar e  p h i l o s o p h i c a l l y  opposed. In practice, h o w e v er ,  p a r e n t s  

g e n e r a l l y  ob j e c t  to all v a c c i n a t i o n s  or to none.

A c c o r d i n g  to the r e s u l t s  of this sample, and the C e n t e r  for D i s e a s e  

Control, the a v a i l a b i l i t y  o f  the personal e x e m p t i o n  a p p e a r s  to hav e  had 

r e l a t i v e l y  l i t t l e  s i g n i f i c an c e .  Feared p r o b l e m s  h a v e  not m a t e r i a l i z e d ;  

th e  ph i l o s o p h ic a l  e x e m p t i o n  does, however, w e a k e n  the f o r c e  o f  i m m u n i z a t i o n  

laws i na smuch as it p r ov i d e s  some  potential fo r  s u s t a i n i n g  t r a n s m i s s i o n  of 

disease.

I hav e  r e q u e s te d  a c o p y  o f  th e  C e n t e r  for D i s e a s e  C o n t r o l ' s  m o s t  recent 

u p d a t e  o f  S tate I m m u n i z a t i o n  R e q u i r e m e n t s,  w h i c h  I will f o r w a r d  to you.

I hope y o u  find this i n f o r m a t i o n  useful. Pl e as e  c o n t a c t  me if y o u  hav e  any 
q u estions.


