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Position Paper, HB 277„ pg. 4

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 human 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 indivi^’ials with philosophical opposition 
to such requirements will create a serious public health threat to Alaskan 
children. (2) H3 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 requinments.
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HB 277 Fiscal Not e A n a l y s i s

To m e e t  the r eq ui rements  of Se ct ion 2 of HB 277, which 
req ui re s individu al s or facilities a d m i n i s t e r i n g  immunizations 
to pr ov id e  d e t a il e d immunization information, a PFT Public 
H e a l t h  Repr es e n ta t iv e , range 16, wil l be needed. This person 
will be r e s p o n s i b l e  for mo nit o ri n g the indi viduals and agencies 
p r o v id i ng  immun iz a t io n s to assure c o m p l i a n c e  w i t h  the public 
information r e q u i r e m e n t s  of this bill. This person will ed uca te 
pr ov iders on public  information and re po r ti n g requirements, 
and wi ll dev e lo p  and maintai n a c e n t r a l i z e d  data bank regarding 
compliance.

The inc umbent w i ll  also serve as the intial investigator 
for the pro p o se d AS 18.15.310 and w i ll  de velop the annual 
re po r t  for s ub m is s i o n  to the legislature.

This l e g i s l a t i o n  will cause a r e d u c t i o n  in immunization 
levels in Alaska. Increased disease o ut br e ak s  will follow, 
re qu iring a d d i t i o n a l  staff time to pe rf or m  follow-up i n v e s ti ga­
tions and o u t r e a c h  information services.
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A Public:Health Representative, range 16, in Anchor­
age is necessary to 'assure compliance with the pub­
lic information requirements of this legislation. 
This position will monitor the-individuals and 
agencies, providing immunizations and will educate 
them <?n public information and: reporting require­
ments!; Hi"! position will develop and maintain a 
centralized data bank on compliance. The incumbent 
will also be the- initial investigator for the 
proposed'AS 18.15.310 and will develop the annual 
report to the legislature.
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Fr o m  the Govern o r' s  I n terim C o m m i s s i o n  on C h i ldren 

and Y o u t h  Report

1. Quality: H ealth
b a c k g r o u n d  • • / ^ ' ■ " " ‘p  ■■ " r e c o m m e n d a t io n  j

Child Care Revolving Loan Fund: 31
Centers and homes that provide child care 

and education m ust be healthy for our chil­
dren. But many programs are located in 
inadequate, makeshift spaces, sometimes 
poorly heated and often with minimal outdoor 
play space and equipment. When children 
spend so much of their time indoors, the space 
must be adequate for the number of children 
as well as well-lit. heated and maintained.

Child care is labor intensive and capital poor. 
Alaska used to have a Child Care Revolving 
Loan Fund for capital improvement. The 
maximum loan per facility was $50,000. By 
banking standards the loans were small.
Loans were only available to property owners 
who often did not run the programs. These 
factors make it extremely difficult for child care 
programs to find needed capital to improve 
existing buildings and make them healthy 
places for children.

Alaska should reinstate the low interest Child 
Care Revolving Loan Fund, increase its previ­
ous level of funding and simplify the required 
paperwork. This loan program provides fund­
ing support so child care facilities can meet all 
codes and ensure a healthy environment for 
our children.

Child care is labor intensive and capi­
tal poor.

Comprehensive HeaJlth Screening:
Comprehensive health screenings assure 

parents and practitioners that the care for 
young children is appropriate to their needs. 
Screenings that check height and weight, blood 
pressure, teeth and include a random check for 
scoliosis promote normal growth and develop­
ment. Regular attention to each child’s physi­
cal health is essential to all children's well­
being. The only funding presently available for 
comprehensive health screening of children in 
the Department of Health and Social Services is 
for children who have already been identified as 
developm ental disabled.

Required immunizations, adequate nutrition 
and access to medical, dental and mental 
health services are the right of all of Alaska’s 
children and part of any quality early childhood 
system.

32

Comprehensive health screenings should 0: 
guaranteed to all Alaska’s infants, toddlers, 
preschoolers and students, to identify problems 
as soon as possible to prevent more expensive 
treatment later.

Regular attention to each child’s physi­
cal health is essential to all children’s 
well-being.

42 O u r  G re a te s t N a tu ra l R eso u rce
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DEPT. OF HEALTH AND SOCIAL SERVICES

DIVISION OF PUB L/C HEAL TH 
SECTION OF COMMUNICABLE DISEASE COHTHOl

H a y  1, 1986

T h e  I n f o r m a t i o n  y o u  r e q u e s t e d  a b o u t  D T P  v a c c i n e  and w h o o p i n g  c o u g h  w a s  not 

e a s i l y  retrievable. T h e  m a j o r  r e a s o n  b e i n g  tha t  I h a v e  o n l y  b e e n  o n  the job 

t h r e e  months, there f o r e , I d i d n ' t  k n o w  w h o  to a s k  or w h e r e  to look. H o w ever, 

this is w h a t  I h a v e  found.

1. T h e r e  w e r e  f i v e  c a s e s  of w h o o p i n g  c o u g h  i n  1984 a n d  30 c as e s  i n  1985.

2. Four of the f i v e  c a s e s  w e r e  c o n f i r m e d  i n  1984 a n d  n i n e  of the 30 

cases wer e  c o n f i r m e d  i n  1985.

3. A  total of f o u r  of th e 35 c a se s  w e r e  h o s p i t a l i z e d  w i t h  no deaths.

4.

Ag e 1984 1985

u n k n o w n 0 4

<1 2 10

1 1 6

2 0 4

5-9 0 2

10-19 0 3

20-24 0 1

25-29 1 0

30-39 1 0

A p p r o x i m a t e l y  h a l f  of the c ases had r e c e i v e d  p e r t u s s i s  v a c c i n e  at some 
point in t h e i r  life  , h o w ever, w h e t h e r  t h e y  w e r e  a p p r o p r i a t e l y  i m m u n i z e d  \  
for age I a m  u n a b l e  to a s c e r t a i n .  /



5. The parents/guardianf. of r e c i p i e n t s  w h o  see a p h y s i c i a n  or w h o  ar e  h o s­

pi t a l i z e d  w i t h i n  on e  m o n t h  of a n  i m m u n i z a t i o n  ar e  s u p p o s e d  to n o t i f y  

the A l a s k a  I m m u n i z a t i o n  P r o g r a m .  W h e n  I r e c e i v e  n o t i f i c a t i o n  of a n  

a d v e r s e  e v e n t  f o l l o w i n g  a n  i m m u n i z a t i o n ,  I c o n t a c t  the p a r e n t s / g u a r d­

ians, the i m m u n i z a t i o n  p r o v i d e r ,  and the a t t e n d i n g  p h y s i c i a n .  It is 

the p h y s i c i a n ' s  r e s p o n s i b i l i t y  to d e t e r m i n e  w h e t h e r  or not the p a t i e n t ' s  

p r o b l e m s  a r e  v a c c i n e - r e l a t e d .  A l l  v a c c i n e - r e l a t e d  a d v e r s e  r e a c t i o n s  

are d o c u m e n t e d  on a n  o f f i c i a l  r e p o r t  f o r m  an d  s e n t  to the C e n t e r s  for 

D i s e a s e  C o n t r o l  in A t l a n t a ,  G e orgia.

I h o p e  the e n c l o s u r e s  a r e  of h e l p  to you.

Sincerely,

M i c h a e l  Klat t,  M a n a g e r  

A l a s k a  I m m u n i z a t i o n  P r o g r a m

M K : d b



B ILL  SH EFF IE LD . C O V E R N O R

©E1PT. OF HEALTH AMD SO CIAL SER VICES
3601 "C " STREET. SUITE 576 

DIVISIDH OF PUBLIC HEAL TH POUCH 6333
SECT70* OF COMMUNICABLE DISEASE COXTBOL (907)™561- 4235*”

N o v e m b e r  14, 1 9 8 6

Ms. S h a n n o n  K o h l e r  

A l a s k a  C h a p t e r - D P T  

B o x  1 746

S o l d o t n a ,  AK  9 9 6 6 9  

D e a r  Ms. K o h l e r :

T h a n k  y o u  f o r  t h e  i n f o r m a t i o n  r e l a t i v e  to  the p e r t u s s i s  p o s t e r  c o n t a i n i n g  

i n c o r r e c t  i n f o r m a t i o n .  W e  a r e  n o t  a w a r e  o f  a n y  s t a t e - w i d e  d e p a r t m e n t  

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

T h e  " D e a r  H e a l t h  C a r e  P r o v i d e r” c o n t a i n s  i n f o r m a t i o n  w h i c h  has  b e e n  i n  e x i s t­

e n c e  for a t  l e a s t  two y e a r s  a n d  is c o n s i d e r e d  c o m m o n  k n o w l e d g e  b y  m o s t  h e a l t h  

c a r e  p r o v i d e r s  w h o  a d m i n i s t e r  v a c c i n e .  However, i t  m a y b e  a p p r o p r i a t e  to 

r e i t e r a t e  the i n f o r m a t i o n  i n  a n  u p c o m i n g  e d i t i o n  o f  t h e  E p i d e m i o l o g y  B u l l e t i n  

(a n e w s  b u l l e t i n  s e n t  to h e a l t h  c a r e  p r o v i d e r s  a n d  o t h e r  i n t e r e s t e d  p a r t i e s ) .  

A ls o,  w e  w i l l  be  r e w r i t i n g  the  i m m u n i z a t i o n  s t a n d i n g  o r d e r s  fo r the P u b l i c  

H e a l t h  N u r s e s  and, i f  n o t  a l r e a d y  p a r t  o f  their s t a n d i n g  o r d e r s ,  we w i l l  

i n c l u d e  this i m p o r t a n t  i n f o r m a t i o n .

<
T h e  S t a t e  d o e s  n o t  h a v e  a n y  s p e c i f i c  r e g u l a t i o n s  r e g a r d i n g  the r e p o r t i n g  of 

a d v e r s e  r e a c t i o n s  f o l l o w i n g  i m m u n i z a t i o n s .  Hea lth  c a r e  p r o v d e r s  w h o  a d m i n­

i s t e r  v a c c i n e s  a r e  e n c o u r a g e d  to r e p o r t  p o s s i b l e  a d v e r s e  r e a c t i o n s  to this 

o f f i c e .  This is a p a s s i v e  s u r v e i l l a n c e  s y s t e m  w h i c h  r e l i e s  o n  the i n t e g r i t y  

o f  t h e  h e a l t h  c a r e  p r o v i d e r s  to c o m p l y .

The a n s w e r s  to  y o u r  r e m a i n i n g  q u e s t i o n s  a r e  as f o l l o w s :

1. R e p o r t  G a t h e r i n g

A. He w a r e  a d v e r s e  r e a c t i o n s  g a t h e r e d  f r o m  p a r e n t s ?  f r o m  p u b l i c  

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

P a r e n t s  a r e  to n o t i f y  the  p r o v i d e r  o f  the v a c c i n e  if the v a c­

c i n e e  v i s i t s  a d o c t o r ,  h o s p i t a l ,  o r  c l i n i c  w i t h i n  4 w e e k s  

o f  v a c c i n a t i o n ,  a s  r e q u e s t e d  o n  e v e r y  I m p o r t a n t  I n f o r m a t i o n  

Form. A  p u b l i c  p r o v i d e r  w h o  is m a d e  a w a r e  o f  a p o s s i b l e  

a d v e r s e  r e a c t i o n  c o m p l e t e s  th e M S A E F I  r e p o r t  f o r m  a n d  s u b n d t s  

i t  to this o f f i c e .  A  p r i v a t e  p h y s i c i a n  w h o  is m a d e  a w a r e  o f  

a p o s s i b l e  a d v e r s e  r e a c t i o n  n o t i f i e s  this o f f i c e  a n d  the 

M S A E F I  C o o r d i n a t o r  c o m p l e t e s  the  M S A E F I  r e p o r t  f o r m .

I



s h a n n o n  K o h l e r - 2 - N o v e m b e r  1 4, 1 9 8 6

B. W h a t  is  t h e  e s t i m a t e d  r a t e  o f  c o m p l i a n c e ?

C. Ho w e x a c t l y  is t h e  r a t e  o f  c o m p l i a n c e  d e t e r m i n e d ?

N o  e s t i m a t e d  r a t e  o f  c o m p l i a n c e  is d e t e r m i n e d .

2. K i n d l i n g  R e p o r t s

A. O n c e  a r e p o r t  is r e c e i v e d ,  w h e r e  a n d  h o w  i s  i t  r e c o r d e d ?

A l l  s u b m i t t e d  M S A E F I  r e p o r t  f o r m s  a r e  e n t e r e d  o n t o  a 

M S A E F I  r e p o r t  f o r m  l og  s h e e t  b y  the M S A E F I  C o o r d i n a t o r .

A l l  s u b m i t t e d  M S A E F I  r e p o r t  f o r m s  w h i c h  m e e t  t h e  m i n­

i m a l  c r i t e r i a  f o r  s u b m i s s i o n  to the C e n t e r s  f o r  D i s e a s e  

C o n t r o l  a r e  f o r w a r d e d .

B. Is t h e  o r i g i n a l  o r  c o p y  o f  r e p o r t  k e p t  b y  S t a t e  o f f i c e ?

A  t y p e d  c a r b o n  c o p y  is r e t a i n e d  b y  t h e  S t a t e  o f f i c e .

C. Is t h e  o r i g i n a l  o r  c o p y  o f  r e p o r t  s e n t  to t he  N a t i o n a l  

C e n t e r  of. D i s e a s e  C o n t r o l  (CDC) i n  A t l a n t a  G e o r g i a ?

A  t y p e d  c o p y  is f o r w a r d e d  to the CDC.

3. A p p r o x i m a t e l y  h o w  m a n y  a d v e r s e  r e a c t i o n  r e p o r t s  d o e s  yo u r  o f f i c e  

r e c e i v e  p e r  y e a r  f r o m  p u b l i c  h e a l t h  o f f i c i a l s ?

1 9 8 5  -  1 2  (2 o f  w h i c h  w e r e  m i l i t a r y )

1 9 8 6 - 9

f r o m  d o c t o r s ?

1 98 5  -  3

1 985 -  1

f r o m  p a r e n t s ?

1 9 8 5 - 0

1 9 8 6  -  0

( Th e  n u m b e r s  l i s t e d  a b o v e  i n d i c a t e  a d v e r s e  r e a c t i o n  r e p o r t s  f o r w a r d e d  to 

t h e  CDC, n e t  t h e  n u m b e r  r e c e i v e d  b y  this o f f i c e . )

B. W h a t  a r e  t h e  s y m p t o m s  a n d  d i a g n o s i s  i n c l u d e d  i n  r e p o r t s ?

S e e  e n c l o s e d  M S A E F I  r e p o r t  f o r m .

And,  f i n a l l y ,  y o u r  l a s t  r e q u e s t  to " s e n d  me  a c o p y  o f  t h e  a n n u a l  A l a s k a  

S t a t e  r e p o r t s  r e g a r d i n g  i m m u n i z a t i o n s  a n d  r e a c t i o n s  t h a t  w e r e  s e n t  to 

A t l a n t a ,  G e o r g i a  C D C  i n  1 9 8 4  a n d  1 9 8 5 , "  w i l l  h a v e  to b e  m o r e  s p e c i f i c .



Shannon. K o h l e r -3- November 14, 1986

T h e r e  a r e  n o  a n n u a l  r e a c t i o n  r e p o r t s ,  h o w e v e r ,  there a q u i t e  a f e w  imm u­

n i z a t i o n  r e p o r t s  s e n t  to the C D C  q u a r t e r l y  a n d  a n n u a l l y  b y  thia office.

If the s p e c i f i c  i n f o r m a t i o n  y o u  w a n t  is a v a i l a b l e ,  w e  w i l l  send  i t  to you.

S i n c e r e l y ,

M i c h a e l  K l a t t ^  M a n a g e r  

A l a s k a  I m m u n i z a t i o n  P r o g r a m

\ ( l f f ,

R o b e r t  I. F r a s e r ,  M . D .  C h ie f 

Sec. of Comm. D i s e a s e  C o n t r o l

M K + R I F :ew  

E n c l o s u r e

c.c: E l i z a b e t h  W a r d ,  D i r e c t o r

D i v i s i o n  o f  P u b l i c  H e a l t h
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Eduard H. Chapman, MD
Dolores Heeb, Reg. Ac.
Richard P. Ingmsci, M.D, M.P.H.
Richard Moskoivitz, M.D
GeriSchurmdier,R.N N o v e m b e r  2 5 ,  1 9 8 7

A l a s k a  S t a t e  L e g i s l a t u r e

H e a l t h  E d u c a t i o n  a n d  S o c i a l  A f f a i r s  C o m m i t t e e  

c / o  G l e n d a  L a n d u a ,  A l a s k a  D P T  

3 9 9 1 8  D a w n  A v e n u e  

K e n a i ,  A l a s k a  9 9 6 1 1

D e a r  S i r :

I a m  w r i t i n g  i n  s u p p o r t  o f  H o u s e  B i l l  N o .  2 7 7 ,  " A n  A c t  

R e l a t i n g  t o  t h e  I m m u n i z a t i o n  o f  M i n o r s . "

I a m  a  f a m i l y  p h y s i c i a n  a n d  h a v e  b e e n  p r a c t i s i n g  m e d i c i n e  

f o r  t h e  p a s t  t w e n t y  y e a r s .  D u r i n g  t h a t  t i m e  I h a v e  b e e n  

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

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

v a c c i n e s  i n  g e n e r a l  u s e .  M y  t h o u g h t s  a n d  o b s e r v a t i o n s  o n  t h i s  

s u b j e c t  a r e  s u m m a r i z e d  i n  t h e  a r t i c l e s  e n c l o s e d  h e r e w i t h .

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

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

c o m p l i c a t i o n s  o c c u r r i n g  w i t h i n  t h i r t y  ( 3 0 )  d a y s  o f  t h e  

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

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

l a t e r .

R e q u i r i n g  a l l  c h i l d r e n  t o  b e  v a c c i n a t e d  w i t h  f o r e i g n  

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

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

d i s e a s e s  c o n s t i t u t e  a  s e r i o u s  p u b l i c  h e a l t h  h a z a r d ,  a n d  t h a t  

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

F u r t h e r m o r e ,  i t  i m p l i e s  f u l l  l e g a l  a n d  f i n a n c i a l  l i a b i l i t y  f o r  

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

t h e i r  w i l l .

A d e q u a t e  i n v e s t i g a t i o n  o f  c h r o n i c  v a c c i n e - r e l a t e d  i l l n e s s  

w i l l  n e c e s s a r i l y  b e  p r o l o n g e d  a n d  d i f f i c u l t .  I t  w i l l  r e q u i r e  

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

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

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

i n c i d e n c e  a n d  s e v e r i t y  o f  v a r i o u s  c h r o n i c  d i s e a s e s  ( r e c u r r e n t  

o t i t i s  m e d i a ,  a s t h m a ,  e p i l e p s y ,  b e h a v i o r  d i s o r d e r s ,  e t c . ) .

173 M l Auburn Street, Whtertoum, Massachusetts 02172 (617) 923-4601



U n t i l  t h e s e  s t u d i e s  a r e  c o m p l e t e d ,  i t  w o u l d  b e  r e c k l e s s  

i n d e e d  t o  c o n t i n u e  r o u t i n e  c h i l d h o o d  v a c c i n a t i o n  o n  a 

c o m p u l s o r v  o r  s t a t u t o r y  b a s i s .  I p e r s o n a l l y  f a v o r  m a k i n g  a l l  

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

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

t h e i r  c h i l d r e n ,  a s  is n o w  b e i n g  d o n e  i n  W e s t  G e r m a n y  a n d  m a n y  

o t h e r  c o u n t r i e s .  T h i s  p r a c t i c e  w i l l  e f f e c t i v e l y  r e d u c e  t h e  

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

F u r t h e r m o r e ,  i t  w i l l  c r e a t e  a s i z e a b l e  c o n t r o l  g r o u p  o f  

u n v a c c i n a t e d  c h i l d r e n  f o r  t h e  l o n g - t e r m  s t u d i e s  t h a t  u r g e n t l y  

n e e d  t o  b e  d o n e .

F o r  a l l  o f  t h e s e  r e a s o n s ,  I u r g e  y o u  t o  s u p p o r t  H. B. 2 7 7 ,  

a n d  t o  m a k e  i t  a s  s i m p l e  a s  p o s s i b l e  f o r  p a r e n t s  n o t  t o  

v a c c i n a t e  t h e i r  c h i l d r e n .  I w o u l d  s u g g e s t ,  f o r  e x a m p l e ,  

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

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

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

" r e l i g i o u s  o r  p h i l o s o p h i c a l  b e l i e f s "  i m p l i e s  a  p r i n c i p l e d ,  

a c r o s s - t h e - b o a r d  r e p u d i a t i o n ,  w h i l e  m a n y  p a r e n t s  a c t u a l l y  

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

e x a m p l e ,  b u t  n o t  t h e  o t h e r s .  T h e  r i g h t  t o  m a k e  s u c h  c h o i c e s  

s h o u l d  p e r h a p s  b e  s t a t e d  e x p l i c i t l y .

B u t ,  e v e n  i n  i t s  p r e s e n t  f o r m ,  t h e  p r o p o s e d  l a  •> i s  a n  

i m p o r t a n t  s t e p  f o r w a r d ,  b r i n g i n g  A l a s k a  a b r e a s t  o f  t h e  o t h e r  

s t a t e s  t h a t  h a v e  b e e n  m o s t  p r o g r e s s i v e  i n  t h i s  r e s p e c t .  I t  

d e s e r v e s  y o u r  f u l l  s u p p o r t .

T h a n k  y o u .



L
The Nevada Clinic C

] 6 1 0 5  W. Tropicana Ave.. Las Vegas. NV 8 9 1 0 3
V 7 (702)871-2700

J a n u a r y  13, 1988

S h a n n o n  Kohler, P re s i d e n t

A l a s k a  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

Bo x  1746

So ldotna, A l a s k a  99669 . .

D e a r  Shannon:

I have r e c e i v e d  you r  le t t e r  and a m  in c o m p le t e  s y m p a t h y  w i t h  y o u r  effo r t s  

to m o d i f y  the i m m u n i z a t i o n  laws as they exist in y our state. T h a n k  you

v e r y  m u c h  for s e n d in g  me a c opy of the H o u s e  Bil l  No. 277. I w i s h  yo u  all

the succ e s s  in the w o r l d  in g e t t i n g  it passed.

I am e n c l o s i n g  a p h o t o c o p y  of a fairly recent a r t i c l e  fro m  the April, 1987

issue of the B r i t i s h  H o m e o p a t h i c  J o u r n a l  that d e a ls  w i t h  the u s e  of p e rtussin 

as a p r o p h y l a c t i c  trea t m e n t  to prev e n t w h o o p i n g  cough. As yo u  can see from 

the a r t i c l e s  enclosed, the bat t l e  goes on in o t h e r  coun t r ie s ,  as well as in 

va r i o u s  states in the U n it e d  States.

I b e l ie v e  that h o m e o p a t h y  offers tremen d o u s  a d v a n t a g e s  o v e r  the st a n d a r d  and 

rout i n e  i m m u n i z a t i o n  programs, w h i c h  have been pus h e d  by a l l o p a t h i c  me d i c i n e  

since the b e g i n n i n g  of time (Past e u r ' s  time, that is).

Ou r  cli n i c  has seen several infants and c h i l d r e n  who h ave not had a good 

r e s p o n s e  as a result of D.P.T. im m unizations. I can recall three small 

c h i l d r e n  who d e v e l o p e d  " i n f a n t i l e  spas m s"  and s e i z ur e s  as a re su l t  of the 

pe r t u s s i n  part of the D.P.T. immunization. Of course, n o n e  of the p h ysicians 

who a d m i n i s t e r e d  the injections, n o r  the c o m p an y  that m a d e  the serum, w ould 

in any wa y a d m i t  any kind of a c o n n e c t i o n  b e t w e e n  the i m m u n i z a t i o n  and the 

c h i l d ' s  problems. N e v e r t h e l e s s ,  w h e n  treated h o m e o p a t h i c a l l y  to remove the 

p e r t u s s i n  fro m  the brains and n e r v o u s  systems of these infants, they all have 

t o t a l l y  r e c o v e r e d  w i t h o u t  any fu r t h e r  seizur e s  or spasms.

T h e r e  has not be e n  a g reat deal of r e s e a r c h  done that I a m  a w a r e of in this 

c o u n t r y  w i t h  regards to an i m m u n i z a t i o n  p r o g r a m  b a s e d  on the t r e a t m e n t s  ut i l i z e d  

by h o m e o p a t h i c  p h y s i c i a n s  for the past 150 years. N e v e r t h e l e s s ,  these programs 

have p r o v e n  v e r y  e ffective. In fact, d u r i n g  the 1917 flu e p i d e m i c  in this 

country, the o n l y  p a t i e nt s  who s u r v i ve d  wer e  those who w e r e  f o r t u n a t e  enough 

to find a h o m e o p a t h i c  p h y s i c i a n  and be treated h o m e o p a t h i c a l l y .

I hope this i n f o r m a t i o n  is of some help to you. T h e r e  are o b v i o u s l y  o ther 

journals and a r t i c l e s  that could be sent, but I d o n ' t  h a v e  t h e m  in h a n d  at 

the p r e s e n t  time.

Sincerely,

F. Fuller Royal, M.D.

F F R / e v m





IMMUNIZATION COMPLIANCE RATES OF SCHOOL AGE 
CHILDREN (K -1ST  GRADE) AND INCIDENCE OF VACCINE 
PREVENTABLE DISEASES (1 9 8 6 )

A L L  STATES INCLUDED IN SU RV EY HAVE PHILOSOi HICAL OBJECTION TO STATE 
MANDATED IMMUNIZATIONS IN STATUTES

compliance reported cases of:
rate: m easles  r u b e l l a  m u m p s  p e r t u s s is  tetanus d ip t h e r ia  p o l io

Michigan 91% 185
1971 (approx.) - mandatory law implemented 
1971 (approx.) - philosophical objection allowed

24 467 36 1 INA INA

Utah 93% 13 15 16
[38.5*3
{61.5*}

197 j  -  mandatory law implemented
1962 (approx.) -  philosophical exemption allowed

44
[65.9*] 
{34.1 *}

0 0 0

Washington 95.7% 176
[65*]
{35*}

15 30 163
[56*]
{448}

0 0 0

Missouri 98.3% 32 1 23* 32* 2(2)* 0 0

California 93.4% 497
[50*]
{50*)

1961-mandatory law implemented 
19bi-philosophical exemption allowed

242 336 310
[408]
{608}

3 0 1

Pennsylvania 99.2% 28 1 63 52 1 0 0

Oklahoma 97.6% 39
1976-mandatory law implemented 
1976-philosophical exemption allowed

0 INA 134 1 0 0

Nebraska 96.5% 1
1973-mandatory law implemented 
1973-philosophical exemption allowed

0 2 10 INA INA INA

Indiana 97% 39
1976-mandatory law implemented 
1976-philosophical exemption allowed

0 339 39 2 0 0

Delaware 98% 35
1982-mandatory law implemented 
1982-philosophical exemption allowed

INA INA INA INA INA INA



c o m p l ia n c e  reported  cases of:
rate: m ees les  r u b e l l a  m u m p s  p e r t u s s is  tetanus d ip t h e r ia  p o l i o

Ohio 95% ir  o 150
[808]
(20$)

1959-mandatory law implemented
1970 (approx.)-philosophic«l exemption allowed

170 0 0 2

Arizona 95.1% 252 2
1976-mandatory law implementec 
1901-phlIosophical exemplUn allowed

209 78 1 0 0

Minnesota 99% 50 1
[89$]
(21$)

1967-mandatory law implemented 
1970-philosophical exemption allowed

86
[88.8$]
[11.2$)

50 0 0 0

Colorado 95.3% 1 1 1
1974-mandatory law implemented 
1979-philosophicil exemption allowed

17 84(2) 0 0 0

Maine INFORMATION NOT
1977-mandatory law implemented 
1977-philosophical exemption allowed

AVAILABLE

Wisconsin 96.5% 287 1
1975-mandatory law implemented 
1980-philosophical exemption allowed

325 111 0 0 0

Vermont 98% 0 l 
1979-mandatory law implemented 
1979-philosophical exemption allowed

6 5 0 0 0

INA : in f o r m a t io n  not a v a i la b le  
* :  im m u n iz a t io n  not m a n dator y  i n  state 
( n ) :  fata l it ies
[ n ] :  percent  of i l l  f u l l y  im m u n iz e d  
{ n j :  percent of i l l  u n im m u n iz e d

Data rece iv ed  from  State H e a lt h  D e p a r tm e n ts  of states l is ted  
2 2  states contacted -  1 7  states responded  to date -  J a n u a r y  2 0 ,  1 9 8 8

A l l  states im p le m e n t  e x c lu s io n  of u n im m u n i z e d  c h i ld r e n  fr o m  schoo l d u r in g  v a c c in e  p r e v e n t a b le  
d isease occurences.

1 3  of 1 7  states have m an dator y  d isease r e p o r t in g  law s, 7 of those have  p e n a lt ie s  for n o n - r e p o r t in g  
of co nta g ious  diseases

Data  c o m p i le d  b y  the A lask a  Cha p te r  of  D is s a t is f ie d  P a rents  Together

in   1 im i i « 11---------------------------------------------------



November if, 1987

Shannon Kohler 
Alaska Chapter-DPT 
Box 17A6
Soldotna, Alaska 99669 

Dear Ms. Kohler:

I am resjonding to your July 47 letter regarding immunization exemptions. 
I am sorry for the delay, but the mail had apparently been misrouted.

While immunization exemptions are a concern, immunization-exempt children 
have not contributed to disease initiation or propagation in Ohio.

In Ohio immunization levels exceed 95 percent in schools; in fact, in 
kindergarten they are 97 percent or greater. Immunization exemptions have not 
exceeded 0.3 percent - 0.5 percent among children new to Ohio schools. (The 
table enclosed gives you information regarding immunization levels, exempt! ins 
and reported cases of the vaccine-preventable diseases you requested.)

The measles cases in Ohio (10 last year) can virtually all be attributed 
to importations and spread from importations among persons either inadequately 
vaccinated or vaccine failures, but not persons who are immunization exempt. 
In 1986, only two of the 10 cases were not previously vaccinated. Because of 
their small number, exemptions have "ot played a major part in outbreaks.

In 1986 Ohio reported 170 cases of pertussis. Of these we were able to 
determine the age and vaccine status of 115. Most of these cases were Just
too young to have completed a full series of DTP immunizations. While an
analysis of immunization exemptions was not made, onlv two of the cases were 
of school age.

Mumps cases have boen declining in Ohio since the inclusion of mumps in
the school immunization law beginning in 193^. The 150 cases reported in 1986
can not be attributed to immunization exemptions.

I hope this answers most of your questions, please let me know if I con 
provide any further information.

Thomas J. Halpin, M.D.J. M.P.H. 
Chief
Bureau of Preventive Medicine

KOHLERLE.PRN 
Enclosure:



SUMMARY OF SEVERE ADVERSE REACTIONS TO 
STATE MANDATED IMMUNIZATIONS

Data collected by: Dissatisfied Parents Together, Alaska Chapter

Dates of survey: October 1986-October 1987

Method used: Alaska "DPT" vaccine adverse reaction questionnaire

Number of subjects (reactions) - 25: 24 DPT
1 MMR

Range of survey: State of Alaska
1- College, AK. 1- Anchorage, AK.
1- Gustavis, AK. 1- Anchor Point, AK.
1 - Sterling, AK. 1 - Homer, AK.
4- Kenai, AK. 3- Fairbanks, AK.
2- Juneau, AK. 7 - Soldotna, AK.
1 - Palmer, AK. 2 - Kasilof, AK.

Ages of subjects at date of response:
2 - 4  months 1 -4  years
1 -6  months 2 - 5  years
1-10 months 3 - 6  years
1 -1 4  months 1 -8  years
1 -18  months 1 -1 7  years
5 -2  years I - 20 years
4 -3  years 1 -2 3  years



DP T  SHOT R E A C T I O N  Q U E S T I O N N A I R E  .. /dcrfr)«( & K  ° f \
—  S K x n / i c n a  K c h f e ^  3 & 3 - S g 3 5

D irect i o n s :  P l e a s e  p l a c e  an " X "  be r o r e  che a n s w e r ( s )  y o u  s e l e c t  or fill in

the s p a c e s  w h e n  a p p r o p r i a t e .

1. B e f o r e  y o u r  c h i l d  r e c e i v e d  h i s  D P T  s h o c ( s ) ,  d i d  a h e a l t h  p r o f es s i o n a l  

i n f o r m  you o f  the p o s s i b l e  s e r i o u s r e a c t i o n s  to the shot?5  Ye s  (1) ' P  No (2)_________ 1_____  D o n ’t K n o w  (3)

2. D i d  the h e a l t h  p r o f e s s i o n a l  who g a v e  yo u r  c h i l d  the D P T  shot(s) cell you 

to l o o k  for a n d  r e p o r t  s e v e r e  r e a c t i o n s  s u c h  as a h i g h  temperacure, 

e x c e s s i v e  c r y i n g  o r  hig h  p i t c h e d  s c r e a m i n g ,  e x c e s s i v e  sleepiness, etc.?

G   Y e s  (1) | P   N o  (2) J D o n ’t K n o w  (3)

3. B e f o r e  g i v i n g  y o u r  c h i l d the  D P T  shot(s) d i d  a h e a l t h  p r o f e s s i o n a l  cell

yo u  w h e n  the s h o t  sho u l d  n o t  be g i v e n  (i.e. if th e  c h i l d  has an active

i n f e c t i o n  o r  a f e v e r ,  if c h e  c hild r e a c t e d  s e v e r e l y  to a previ o u s D P T

shot, etc.)?

G  Ye s  (1) '<2Y e s  (1) No (2) O _____ D o n ’t K n o w  (3)

4. Did you sign  a c o n s e n t  f o r m  c o n t a i n i n g  i n f o r m a t i o n  a b o u t  the DPT shot and 

its p o s s i b l e  r e a c t i o n s  b e f o r e  your c h i l d  r e c e i v e d  h i s  D P T  shot?

Q   Y e s  (1) 15 N o  (2) D o n ’t K n o w  (3)

5. Be f o r e you r  c h i l d  r e c e i v e d  his D P T  shoc(s), d i d  a h e a l t h  professional 

q u e s t i o n  y o u  a b o u t  yo u r  f a m i l y ' s  and you r  c h i l d ' s  m e d i c a l  history?

Ye s  (1) 3 3 t No (2) 3 *  D o n ’t K n o w  (3)

6. Do yo u  b e l i e v e  y o u r  c h il d  r e a c t e d  s e v e r e l y  Co a n y  o f  his D P T  shots? 

(Ans w e r  yes o n l y  if the r e a c t i o n  was m o r e  s e r i o u s  c han a l o w  fever, 

m i l d  crying, o r  s l i g h t  r e d n e s s  or p u f f i n e s s  a r o u n d  Che sic e  of che 

shot)

25 Y e s  (1)   No (2)   D o n ’t K n o w  (3)

If you a n s w e r e d  v e s  to q u e s t i o n  06, p l e a s e  a n s w e r  th e r e s t  of the questio n n ai r e .  

If you a n s w e r e d  rio to q u e s t i o n  06 , skip che re s t  of the q u e s t i o n s  and fill in 

your name, a d d r e s s  a n d  t e l e p h o n e  n u m b e r  at che end of Che questionnaire.

7. A f t e r  che D P T  sho t  t h ^ c . c a u s e d  vour c h i l d  to r e a c t  s e v e r e l y ,  did he have:
n \ 0 5 c  u - u f c k ^ v i  h d o  m c r e . ' ih c L n  c v i e  S L w y t T i n ' t J r

M  convulsions (1)\G fever of more Chan 103 degrees (2)

|3 excessive crying or high pitched screaming for long periods (3)(q excre-® sleepiness (4)

  collapse or shock (5)

l o s s  of  m u s c l e  c o n t r o l  ( t e m p o r a r y  o r  p e m a n ^ n c  paralysis) (6) ,

J  u  / 7 \  I d a . m a a . d « 2 a i t i < £ S  ,  I -  ? iC7j2/VY lG L
d e a c h  (7) p iyryVX r V.\\X'‘pC irh a i. pam fafStS \-C b jrtru L  Cold

o c h e r  ( p l e a s e  e x pl a i n )  ( y n ^ h & n  I - ( D ^ O O p i v ^ - l » V  C g u f t (8 )

| - | , ,Y U » n ^  |-< C U ev C . l.'tj Ob U.<m  ^

/ - S d u i * < . - S a « 5 | V H n d y kv A



W i t h i n  24 hour.- a f t e r  che shot (1) _______ 1 w e e k  - 2 w eeks after che

1 2 4 - 4 8  h o u r s  a f t e r  che s h o t  (2) s ^oc ^

2 d a y s  -  7 d a y s  a f t e r  che s hot (3)   m°re 2 U e e k s  afcer che
   shoe (5)

9. A f r e r  w h i c h  D P T  s h o t  d i d  y o u r  c h i l d  r e a c t  severely?5cYfiG. C iu is

1 5  F i r s t  s h o t  (1) Sj F o u r t h  s h o t  (4) ''■fhCL'rt 1

S e c o n d  s h o t  (2)___________________ _______ F i f t h  s ho t  (5)

3  T h i r d  s h o t  (3)______________________ J __  ^  $ h * T S

10. H o w  o l d  w a s  y o u r  c h i l d  w h e n  he w a s  g i v e n  the D P T  shot that c a u s e d  the 

s e v e r e  r e a c t i o n ?

$  2 - 3  m o n t h s  o l d  (1) 1 1 3 - 1 8  m o n t h s  o l d  (3)_______J __
s '  .  i K u c m r
Cg 4 - 5  m o n t h s  o l d  (2) 1 19-24 m o n t h s  o l d  (6)

M  6- 7 months old (3) _______ 25 months -  3 years old (7)

3  8-12 months old (4) _______ over 3 years old (8)

11. H o w  o l d  is y o u r  c h i l d  n o w ?

5fc£ 1st OQce. cL'Kd/1-) mCnt
12. D i d  y o u  r e p o r t  y o u r  child's s e v e r e  r e a c t i o n  to the D P T  shot to a h e a l t h

p r o f e s s i o n a l ?

I Y e s  (1) No  (2)   D o n ' t  K n o w  (3)

13. If you did n ot  r e p o r t  y o u r  c h i l d ’s severe r e a c t i o n  to the D P T  shot, w a s it

b e c a u s e  y o u  w e r e  n o t a w a r e  that the r e a c t i o n  was s e r i o u s  a n d  s h o u l d  have

b e e n  r e p o r t e d ?

M  Y e s  (1) N o  _______  (2) ■ ■ D o n ' t  K n o w  (3)

\£-14. If y o u  di d  r e p o r t  y o u r  c h i l d ' s  s e v e r e  r e a c t i o n  to che D P T  s h o t  to a health

p r o f e s s i o n a l ,  did that p e r s o n  r e p o r t  your c h i l d ' s  s e v e r e  r e a c t i o n  o r a l l y  or

in w r i t i n g  to: N]Q: | Q  _

  d r u g  m a n u f a c t u r e r  (1) _______ a n y  l o c a l  h e a l t h  ag e n c y (4)

  f e d e r a l  g o v e r n m e n t  (2) $  D o n ' t  K n o w  (5) 0 ^  p

3  s t a t e  h e a l t h  d e p a r t m e n t  (3) '4tV£S£ I'Vlfi O j/)JT>S/Vfc£X faltn QMipAtlEd
15. W a s  y o u r  c h i l d ' s  s e v e r e  r e a c t i o n  to the D P T  sho t  w r i t t e n  on h i s  m e d i c a l  record?

( f ) Y e s  (1) N o  (2) I 1 D o n ' t  K n o w  (3)

16. A f t e r  y o u r  c h i l d  r e a c t e d  s e v e r e l y  to a D P T  shot, was  he g i v e n  a n o t h e r  shot 

t ha t  c o n t a i n e d  the p e r t u s s i s  v a c c i n e ?

fe Y e s  (1) No (2) J   D o n ’t K n o w  (3) J _ _  /CL

17. W a s  y o u r  c h i l d  m e n t a l l y  and p h y s i c a l l y  n o r m a l  before he r e c e i v e d  the D P T  

s ho t  to w h i c h  he r e a c t e d  s e v e r e l y ?

Y e s  (1)   No (2)   D on't K n o w  (3)



.
(

18. Prior to che D P T  shot to uh i c h  y o u r  child r e a c t e d  s e v e r e l y ,  d i d  y o u r  child 

have a h i s t o r y  of c o n v u l s i o n s  o r  n e u r o l o g i c  d i s e a s e ?

  Y e s  (1) 31 N o  (2) J _  Dflh'k K A " V U

19. Doe s  y o u r  f a m i l y  h a v e  a h i s t o r y  of c o n v u l s i o n s  or n e u r o l o g i c  d i s e a s e ?

i Y e s  (1) 3 3  N o  (2) 1 D o n ' t  K n o w  (3)

20. Did y o u  o r  y o u r  h u s b a n d  ever h a v e  w h o o p i n g  c o u g h ?

_ J  Y e s  (1) 93, N o  (2) 3, D o n ' t  K n o w  (3)

21. Is t h e r e  a s i g n i f i c a n t  h i s t o r y  of a l l e r g i e s  in y o u r  f a m i l y  o r  has y o u r  

c hild e v e r  b e e n  d i a g n o s e d  as h a v i n g  a l l e r g i e s ?

° \ Y e s  (1) 'cl N o  (2) *4 D o n ’t K n o w  (3)

22. If y o u r  c h i l d  has a l l er g i e s ,  w e r e  th e  a l l e r g i e s  a p p a r e n t  b e f o r e  or  a f t e r  

the D P T  s h o t  to w h i c h  he r e a c t e d  s e v e r e l y ?

3  B e f o r e  (1) *5 A f t e r  (2) ftj/A J f C

23. Ac che t i m e  y o u r  c h i l d  had a  s e v e r e  r e a c t i o n  to che D P T  shot, w a s  h e  p r i m a r i l y

b o t t l e - f e d ?

3  Y e s  (1) 1 1 N o  (2)

24. Has y o u r  c h i l d  h a d  a c o n t i n u i n g  p h y s i c a l  o r  m e n t a l  h e a l t h  p r o b l e m  s i n c e  

the D P T  s h o t  t h a t  c a u s e d  che s e v e r e  r e a c t i o n ?

13, Y e s  (1) 13, No (2) blOlcT L j X

If. y o u  a n s w e r e d  yes  to q u e s t i o n  //2£, p l e a s e  a n s w e r  che r e s c  of che q u e s t i o n s .

25. Is y o u r  c h i l d  now: , , J a \ /u i
i _  m o r c Y a e . l i M j

  m e n t a l l y  r e t a r d e d  (1)

M  p h y s i c i a l l y  h a n d i c a p p e d  (2)

3  e x p e r i e n c i n g  c o n v u l s i o n s  (3)

e x h i b i t i n g  l e a r n i n g  d i f f i c u l t i e s  (4) - , , j
  in a n  i n s t i t u t i o n  (5)

  o t h e r  (please explain) f J b J s u ____________

26. Has a p h y s i c i a n  c o n f i r m e d  y o u r  b e l i e f  chat y o u r  c h i l d ' s  p r e s e n t  h e a l t h  

p r o b l e m s  w e r e  c a u s e d  b y  Che D P T  s hot?

4 -  Y e s  (1) No (2)

27. Has y o u r  c h i l d  r e q u i r e d  s p e c i a l  m e d i c a l  t r e a t m e n t ,  m e d i c i n e ,  h o s p i t a l i z a t i o n ,  

or t h e r a p y  s i n c e  the D P T  shot that c a u s e d  the s e v e r e  r e a c t i o n ?

 Q _  Y e s  (1) 1 4  No (2)

28. T h e  c o s t  o f  y o u r  c h i l d ' s  s p e c i a l  m e d i c a l  t r e a t m e n t  is e s t i m a t e d  to h a v e  been:

_ J   D n d e r  $ 2 , 0 0 0  _______  $ 1 2 , 0 0 0  - $ 2 0 , 0 0 0  (4)

1 0  $ 2 , 0 0 0  -  $ 7 , 0 0 0  _______  $ 2 0 , 0 0 0  - $ 4 0 , 0 0 0  (5)

  $ 7 , 0 0 0  -  $ 1 2 , 0 0 0  _______  O v e r  $ 4 0  0 00  (6)

29. Please f e e l  f r e e  to u s e  che b a c k  of this p a g e  to cell u s  y e a r  s t o r y  of 

what h a p p e n e d  to y o u r  child as a r e s u l t  of h i s  s e v e r e  r e a c t i o n  to a D P T  

shot. T r y  to be as s p e c i f i c  a s  p o s s i b l e,  g i v i n g  n am e s ,  d a c e s ,  and places.

Name:  f c r  f r e a ^ y t . n J '

Address: __________________________________________________________________ ._________

T e l e p o n e  N u m b e r s :   ___________( h o m e ) _________________________________ (work)

e . ’ «* "*



•4 C)3*c!
j ) )  f X u b n J

30. Emergency room treatment of adverse reaction, if applicable,, a Cmrt
t o -  f r t o S O / W  V , 7  ,  ,  , ,

 ̂ uh * u 4 i h h ♦ nKja-oaJ tm iry^Cu med/aUt Ci'ttJ <- ^o) What hospital did you go t o ? ^ ^  ^ t t f  ti/spA^
T a w u i a  O J a /J u l r  ^CprrfrtJi fbfi. fcp itZU '

b) Did you call the emergency room?
^5_yes Q\ 8)c) _l_no P)

D ) ^

c) Did you go to the emergency room?
JLyes d) B)l5)-f) JLno  c )e )

d) How were you treated? (if more room needed, use back of sheet) , , \ a jj
O ) ^  cold  w M k  i  -Hjlt n c x  ^tVjieric-t

Ag4 -fe Wdvru 'fitee. Cold bctfU { -\^v n A  *0 9 ° ^
Tft foSpi’f a J M  &vm\ fji&Q. d t/isrr

e) Were you edvis^u to tell your doctor of.reaction? 
 yes JcL.no CL) 6 )0 D )^V )

f) Were you advised to tell Health Deot. of reaction? 
— yes no ct)6)c)D;e)-0

I. Was your child hospitalized?
J_yes -f) JLno  d) 5) c)  D) £)

a) Where? SnofK iY&uJla

b) For how long?
c) How was reaction treated? hot 'h'tpdcA CL5 (J&CLGjvVL fJbtil'h£!Y\



A 1 1  a c h m e r u  .
COMPREENSIVE CHILD CARL COMMITTEE

P u b l i c  C o m m e n t  

J u l y  10, 1 987

loyd R i c h m o n d ,  E x e c u t i v e  D i r e c t o r  o f  W o m e n  in S a f e  Hom es ,  ( W I S H ) . 

0 x 6 3 5 2 7  K e t c h i k a n ,  AK, 99901, 2 2 5 - 9 4 7 4 .  R i c h m o n d  e x p r e s s e d  t hat the 

o v e r n m e n t  h a s  a  r o l e  i n  p r o v i d i n g  f r e e d o m  o f  c h o i c e  to w o r k  o u t s i d e  the 

lome o r  in  th e  u om e .  T h i s  c a n  o n l y  b e  a c h i e v e d  t h r o u g h  a  s y s t e m  o f  

if fo r d a b le ,  q u a  ty c h i l d  care. N o t e :  W r i t t e n  t e s t i m o n y  f r a n  R i c h m o n d

s a v a i l a b l e  b y  c o n t a c t i n g  the  o f f i c e .

h a n n o n  K o h l e r , P r e s i d e n t  o f  the A l a s k a  c h a p t e r  o f  D i s s a t i s f i e d  P a r e n t s  

o g e t h e r  (DPT) , B o x  1746, Soldotr.a, A K  99669, 2 6 2 - 3 8 2 5 .  K o h l e r

p o k e  o n  b e h a l f  o f  A K - D P T .  T h i s  o r g a n i z a t i o n  is a c t i v e l y  w o r k i n g  for 

h e  p a s s a g e  o f  H B  277, s p o n s o r e d  b y  Rep. N a v a r r e .  T h i s  l e g i s l a t i o n  

o u l d  1) r e q u i r e  a l l  p u b l i c  h e a l t h  o f f i c i a l s  to r e p o r t  a l l  a d v e r s e  

e a c t i o n s  to i m m u n i z a t i o n s ,  2) r e q u i r e  t h a t  p r i o r  to v a c c i n a t i o n  that 

11 p a r e n t s  a r e  g i v e n  a c c u r a t e  b e n e f i t / r i s k  i n f o r m a t i o n  w i t h  r e g a r d  to 

a c c i n e  s a fe t y ,  a n d  3) a m e n d  A l a s k a  s t a t u e s  to a l l o w  a p a r e n t  to e n r o l l  

c h i l d  i n  p u b l i c  s c h o o l s  w i t h  o u t  v a c c i n a t i n g  the c h i l d .  M ote: W r i t t e n  

.estimony a n d  s u p p o r t i n g  d o c u m e n t s  p r e s e n t e d  b y  K o h l e r  a r e  a v a i l a b l e  in 

h e  o f f i c e .

4a r geret G r e e n , T o m  T h u m b  M o n t e s s o r i  S c h o o l s ,  1901 S p e n a r d  Road, 

v^'oorage, A K  9 95 0 3 ,  2 7 2 - 5 0 3 3  

.n h a s  b

e c n  i n v o l v e d  w i t h  this p r i v a t e  s c h o o l  s i n c e  1956. T h e i r  

jrogram w o r k s  w i t h  c h i l d r e n  f r o m  t h r e e  y e a r s  o l d  t h r o u g h  s i x t h  gr a d e .

;he a t t r i b u t e s  t h e i r  s u c c e s s  to e m p h a s i z i n g  d c v e l o p n e n t a l l y  a p p r o p r i a t e  

c u r r i c u l u m .  G r e e n  s h a r e d  t hat sh e  is a p p r e h e n s i v e  a b o u t  c r e a t i n g  n o w  

statutes a n d  r e g u l a t i o n s  t hat w o u l d  i m p a c t  t h e i r  s u c c e s s f u l  p r o gr a m .

leather H e a m e s , DPT, B o x  73, C l a m  G u l c h ,  A K  0 9 5 68, 2 6 2 - 6 2 8 7  

'eames is th e  m o t h e r  o f  a ~ c h i I ? K t h a t  s u f f e r e d  "a ’seveireTTeation^tC~ar D  

'accine*. S h e  u r g e d  th e  C o m m i t t e e  to d o  w h a t  it c o u l d  f r o m  s u b j e c t i n g  

others t o  t h e  p r o b l e m s  that  h e r  c h i l d  h a s  faced.

■lary W i l s o n , T o m  T h u m b  M o n t e s s o r i  S c h o o l s ,  1823 B e a v e r  Pi., A n c h o r a g e ,

\K, 3 3 8 - 1 6 6 9 .  W i l s o n  is a t e a c h e r / s u p e r v i s o r  a t  the M o n t e s s o r i  s c h o o l

ind is a c e r t i f i e d  e l e m e n t a r y  a n d  m o n t e s s o r i  t e a c h e r .  T h i s  s c h o o l  is 

self s u p p o r t i n g .  In  r e s p o n s e  to q u e s t i o n s  i t  w a s  calculate'! that the 

t y p i c a l  c o s t  p e r  c h i l d  p e r  m o n t h ,  for t h e  f u l l  d a y  p r o g r a m  is $295.

C h e r y l  R y k a c z e w s k i , DPT, B o x  311, K a s i l o f ,  AK. S h e  is a p a r e n t  c o n­

c e r n e d  a b o u t  v a c c i n e  s a f e t y.  S h e  u r g e  the C o m m i t t e e  to s u p p o r t  die 

p a s s a g e  o f  H B  2 7 7 -  T h e  A l a s k a  V a c c i n e  R e f o r m  Act.

T e r r /  V i c t o r , DPT ,  B o x  1752, F a i r b a n k s ,  A K  99703, 4 3 8 - 9 5 3 1 . t V i c t o r  is 

the p a r e n t  o f  a  15 m o n t h  o l d  c h i l d  t h a t  s u f f e r e d  a  "sey j e ^ y e a c t i o |  t:o a 

vaccine.Tfcshe u r g e d  th e  Coirmittee to s u p p o r t  p a s s a g e  o r  ffa "2777* w h i c h  

Id 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  to r e p o r t  a d v e r s e  r e a c t i o n s
■~*l

M a r y  J o  H o t c h k i s s , I n s t r u c t o r  a t  A n c h o r a g e  C o m m u n i t y  C o l l e g e ,  2 1 3 3  
P r o v i d e n c e  D r ., 99508. S h e  e x p l a i n e d  that i:i 1980 t h e  U n i v e r s i t y

d e l e t e d  t h e i r  d e g r e e  p r o g r a m  in E a r l y  C h i l d h o o d  E d u c a t i o n .  T h i s  w a s  a



r e s u l t  o f  t h e r e  b e i n g  f e w  g r a d u a t e s  i n  the p r o g r a m ,  w h i c h  s h e  a t t r i b u t e d  

to the  l a c k  o f  i n c e n t i v e s  w i t h  i n  t h e  f i e l d  for p u r s u i n g  a d e g r e e .  S h e  

u r g e d  th e  C o m m i t t e e  to s u p p o r t  c h a n g e s  i n  th e  U n i v e r s i t y  that w o u l d  

e s t a b l i s h  t r a i n i n g  a n d  p o s s i b l y  d e g r e e s  i n  E a r l y  C h i l d h o o d  E d u c a t i o n .

R e g i n a  O l s z e w s k i , 4 0 0 3  G a r f i e l d  , A n c h o r a g e ^  AK. S h e  h a s  a n i e c e ' t h a ^  

. s u f f e r e d a _ s t r o k e  f o l l o w i n g  a  £ P 3 I y a c c i n a t i o n . S h e  u r g e  the fcommittee 

lio'support t h e  p a s s a g e  o f  H D  277.

C e c e l i a  Bgpnanglage, B o x  2708, P a l m e r ,  7 4 5 - 2 5 2 8 .  S h e  is the p a r e n t

o f  a c h i l d * t h a t  s u f f e r e d  a s t r o k e  f o l l o w i n g  a  D P T  v a c c i n a t i o n S i n c e  

therev i s . n o  p e d i a t r i c  n e u r o l o g i s t  in A l a s k a ,  t h e y  h a v e  h a d  to m a k e  

m e d i c a l  trips, t o  Seattle., A T h e  p r o c e s s  o f  t r e a t i n g  h e r  n o w  h a n d i c a p p e d  

c h i l d  i s  f i n a n c i a l l y  d i f f i c u l t .  S h e  u r g e s  t h e  C o m m i t t e e  to s u p p o r t  the 

p a s s a g e  o f  H B  277, a n d  p o s s i b l y  s a v e  o n e  f a m i l y  this  p a i n  a s  t h e r e s u l t  

o f  m a n d a t o r y  v a c c i n a t i o n .

S u s a n  A d a m s , I l l i l g a a t  T u p q a a t ,  Inc., B o x  1130, K o t z e b u e ,  AK, 4 4 2 - 3 1 5 7 .  

M a m s  is t h e  D i r e c t o r  o f  I l l i l g a a t  T u p q a a t ,  a  d a y  c a r e  c e n t e r .  S h e  

a g r e e d  w i t h  th e  s t a t e m e n t s  s h a r e d  b y  F l o y d  R i c h m o n d  o f  K e t c h i k a n  w i t h  

r e g a r d  to t h e  S t a t e ' s  r e s p o n s i b i l i t y  i n  a s s i s t i n g  in p r o v i d i n g  a f f o r d­

able, q u a l i t y  c h i l d  c a r e .  S h e  s h a r e d  t h e  s t o r y  o f  a m o t h e r  o f  f o u r  

c h i l d r e n ,  a g e s  4 m o n t h s  to 6 y e a r s ,  w h o  w a n t s  to w o r k  o u t s i d e  the home, 

b u t  c a n  n o t  a f f o r d  a b a b y s i t t e r  a n d  d o e s  n o t  q u a l i f y  f o r  d a y  c a r e  

a s s i s t a n c e .  A d a m s  u r g e d  t h e  Cor,mittee to a s s i s t  the g o v e r n m e n t  in 

t a k i n g  a  l e a d e r s h i p  r o l e  i n  e s t a b l i s h i n g  q u a l i t y  d a y  c a r e  i n  A l a s k a .

C a r o l y n  D a r n e s , 5 131 H a t c h e r ,  A n c h o r a g e ,  AK, „  3 3 3 - 6 0 2 8 .

S h e  is t h e  p a r e n t  o f  a c h i l d  t h a t  b e c a m e  d e a f  a f t e r  a  D P T  v a c c i n e .  S h e  

u r g e d  t h e  C o m m i t t e e  to s u p p o r t  the  p a s s a g e  o f  H B  277.‘- ^ ‘* J'   ■■■**

D i a n n e  G e r b e r , DPT, St. Rt. 2, B o x  56 0 - Z ,  K a s i l o f f ,  A K  99610, 2 G 2 - 1 7 1 4 .  

S h e  is the p a r e n t  o f  a c h i l d  t h a t  h a d  g e v e r ^  r e a c t i o n s ,to t h e _ D P T  

v a c c i n e  a n d  t o . t h e  M M R  v a c c i n e ^  T h e  c h i l d  "suffered f o u r s  d a y s  o f  h i g h  

fever' f o l l o w i n g  the M M R  v a c c i n e .  S h e  u r g e d  the C o m m i t t e e  to s u p p o r t  the 

p a s s a g e  o f  H 3  277.

S h a r o n  W e l l s , 9 3 4 0  S t r a t a m o r e ,  A n c h o r a g e ,  AK, 2 4 3 - 4 1 4 8 .  S h e  is a 

m e d i c a l  f o s t e r  p a r e n t  f o r  i n f a n t s  a n d  p r e m a t u r e  b a b i e s .  S h e  is v e r y  

c o n c e r n e d  t h a t  m a n y  i n f a n t s  s t a y  i n  f o s t e r  c a r e  too long. D e c a u s e  o f  

p r o b l e m s  i n  t h e  I n d i a n  C h i l d  W e l f a r e  A c t ,  m a n y  i n f a n t s  t ha t  a r e  a- 

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

K a t h y  B o u c h a - R o b e r t s , D i r e c t o r  o f  C h i l d  D e v e l o p m e n t  a t  P r o v i d e n c e  

H o s p i t a l ,  3200 P r o v i d e n c e  Dr., A n c h o r a g e ,  AK, 99519, 2 6 1 - 3 0 7‘j.

R o b e r t s  d i r e c t s  th e  c o r p o r a t e  s p o n s o r e d  c h i x d  c a r e  f a c i l i t y  a t  P r o v i­

d e n c e  H o s p i t a l .  T h e  p r o g r a m  c a r e s  f o r  a p p r o x i m a t e l y  500 c h i l d r e n  an d  

ha s  a s t a f f  o f  65. T h e  fe e  f o r  a  c h i l d  is b a s e d  o n  a g e  a n d  t h e  t y p e  o f  

care, (i.e. d a y t i m e ,  n i g h t  time, f u l l  time, d r o p  in). T h e y  p r o v i d e  

s e r v i c e s  18 h o u r s  a d ay, 7 d a y s  a w e e k ,  365  d a y s  a y e a r .  T h i s  p r o g r a m  

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

tha t  p r o v i d e  i n t e r a c t i o n  b e t w e e n  p a r e n t s  a n d  t e a c h e r s .

* /  fee Ann Mueller, DPT, 501 Colo Dr., Kenai, /IK 99611, 283-7459. She 
expressed her strong concern that parents snouid have a choice in 
deciding to vaccinate a child. Her child had adverse reactions to two 
D P T  vaccines.. She was not given any precautionary information, nor was 
the reaction reported. A s  a result of the vaccine her child now suffers 
with mild cerebral palsy.



Pertussis k. r .  i .1 •» • » J U i • • ^

d e f i n i t i o n :  an infect ious  d isease t y p ic a i lv  of s h i i c r e n  m ar k e d  b v  o a r o x v s m s  : f  ••■•c'sr* 
c o u g h in g  toiicwed b y a s f i r i i l ,  w n c o p in g c r a w m g  m o f  or o3 th .  from : N e l s o n f - ' a c i c a i  
D ic t io n a r v

the f o l lo w in g  from : V.accine P r e v e n t a b le  D iseases  -  m a n u a l  p u b i i s n e d  b y  C D C

d i a g n o s i s :  it has fast id ious  grow th r e q u ir e m e n t s  that m ak e  it d i f f ic u l t  to isolate w ith  
m u l t i p i e  serotypes. Th er e  are other causes of p a r o x y s m a l  c o u g n in g  that m e v  a is"  *e confuses 
w ith  pertuss is .  These  i n d u c e  o r o n c h io i i t i s .  b r o n c n o p n e u m o n ia .  S o r t e t e i la  p a r a p e r tu s s is .  5 . 
b r c n c is e r v s a  in fe c t io n s ,  cdcr .cuv irus  in fe c t io n s ,  c h i y m y d ia  t r a c n o m a t is .  ana others. D i f f ic u lt  
to diagnose . -Some success w ith  swaps taken from  p o s te r io r  n a s o p n a r v n x  o r  im m unnfloures-cent 
an t ibod y  testing.

t r e a t m e n t :  e r y t h r o m y c in  a n t ib io t i c  of ch o ic e  to 'decrease c o m m 1 . m c a o i l H v  and treat 
ja c t e r io ic g ic a i  seconoarv inrections  s u c n  as b r o n c n o p n e u m o n ia  i m ost c o m m o n  ana most severs 
secondary ’ r.fecticn). In t en s iv e  n u r s in g  care essent ia l .  P e r t u s s is  i m m u n e  g lo o u la  m ay n e lp  
shorten i l ln e s s .

c o m p l i c a t i o n s :  1 0 3  of a i i  p e r t u s s is  cases m a y  b e  n o s p i i a i i z e d .  1 9 6 2 - 1 9 8 3  
s r c s o n a lc c r .h y  oc cur red  in  3 / !  , 0 0 0  cases , 2 . 5 ;Z cf cases in  c h i l d r e n  less than ! year m 3 y  have 
c o n v u ls io n  Average uf 6  deaths per y ea r  in  U n i t e d  .‘States d u e  to p e r t u s s is .

Diptheria
r ie t in it io n :  m g n iv  contag ious  b a cter ia l  d isease s p r e a d  b v  c o u g n in g  a n d  sneezing . Patcnes 

can be observed m  throat 'hat cause s w e l l i n g ,  m a y  o b stru ct  b r e a t h in g  i n  severe cases and cause 
v ic t im  f o c n o r e  fo  death.

d i a g n o s is :  u s u a l ly  made oassd cn  c l i n ic a l  c r s c e r ta t io n ;  rvvab cf on a r s n g a a l  area, 
v a n e t v  of ty p es ; n a s a l ,  t o n s i i l a r ,  p h a r y n g e a l .  la r y n g e a l ,  etc.

t r e a t m e n t :  a n t ib io t ic s  ano  a n t it o x in ,  r e s o it o r y  s u p p o r t  an o  a irw av m a in ten an c e  i ’
needed

c o m p l i c a t i o n s :  r e s p ir a t o r y  diseases. 9 i?  r e s p ir a t o r y  d ip t h e r ia  fatal, approx . 1 death
per year  in  U .S .  1 9 8 3 ;  5  cases. 0  deaths

Ie.tan.us
d e f i n i t i o n :  an acute infec t ious  disease cha r a c ter iz e d  b y  s p a s m s  of  the m u s c le s  e s p e c ia l ly  

of the jaw caused b y  a bacci I l ie  tox in  introduced th roug h  a  w ouno . not contagious .

d ia g n o s is :  m a n y  m e d ic a l  c o n d it io n s  s im u la t e  tetanus, no  lab orator y  f in d in g s  
character ist ic  of tetanus. D ia g n o s is  is e n t ir e iy  c l i n ic a l .

c o m p l i c a t i o n s :  s p a s m s ,  c o m a ,  a s p ir a t io n  p n e u m o n i a .  2 0 ®  of  tetanus deaths attr ibuted 
to tetanus toxoid, average 9 1  cases. 3 0  deaths per y ea r  in  U .S .  ( no  in f o r m a t io n  as to 
vacc ina t io n  rate of  in f l ic t e d )

N O T E S  A B O U T  T E T A N U S :
1 ) " ... the m o r ta l ity  in  reported cases of tetanus is  h ig h e r  in  the U .S .  than in  d e v e lo p in g  

countries ."  I Am  J. D is .  C h i l d .  Vol 1 3 5 .  J u n e  1981. pg. 571)
2 )  ’nosocom ia l"  ( h o s p n a i  ac cu ire a  p n e u m o n ia )  p n e u m o n ia  is a m a io r  cause o i  ceath in  these 
patients that com e to autopsv " (v . A rk a nsas  Meo. f o e . . v o l  80 , No . 3 . A u g  ' °83. eg. ! 36 )



GENERAL DPT (DIPTHERIA, PERTUSSIS, AND TETANUS) 
VACCINE INFORMATION

A l l  v a cc ines  com e c o m b in e d  u n le s s  s p e c if ic a l ly  requested separate v ia  m ed ica l  p r e s c r ip t io n .
T h e  f o l lo w in g  is  from  Le o e r le  and Connaught, m an ufactu rer 's  inserts.

I n g r e d i e n t s :  I e n p r l °  Co  : F O P M A L P E H V P F . po tass ium  phosphate  m o n o b a s ic ,  s o d iu m  pho sp nate  
d ib a s is ,  g ly c in e ,  T H I M F R Q S A 1.. ( m e r c u r y  d e r iv a t iv e ) ,  s o d iu m  c h l o n a e ,  A L U M  I N U M .  inact ivated  
d ip t n e r ia  and tetanus toxo ids ,  inactivated pertuss is  bacter ia  C o n n a u g h t  C ; . b a s ic a l ly  the sam e 
rut no m e n t io n  of  torm aldehyde .

M i n o r - M o d e r a t e  A d v e r s e  R e a c t io n s :  (5 e e  rranufacturer's product insert for c o m p le te  
l is t )
1 )  Iccal r e ac t ions ,  adscess fo rm at ion  at s ight of i n je c t io n ,  fr e tfu ln es s ,  dr ow siness ,  v o m it in g ,  

an o r e x ia

S e v e r e  A d v e r s e  R e a c t io n s :  ( See m anufacturer's  oroduct insert  insert for those recognized  
d v  m an ufactu rer  Read large p r in t  unoer  A D V E R S E  R E A C T I O N S . )

A D V E R S E  R E A C T I O N S  
locai rejcoor.s rjrw esieo Ov efvmemj jn a  liiouranon wm or wiinoc! tenoemess are 

common aner asmrisiraiion ol DTP Sucn locai reactions an  usuaiiv sen-iimiieo ano re- 
Q u ite  no irterao) *  noouie may oe oaioaoie ai me imecnon sire tor a lew weens 

Aoscess lom iaxr. a! ine sue ot imecnon nas oeen reooneo "  Cervical tym- 
pnaoenooamv ru ; oeen reooneo following OTP imecnons mis me arm '•

Miio to mooeraa lemoeraiure eievanons ireouemiv lonow 0 TD administration ano are 
onen accomojniec o. rrenuiness. Drowsiness vcrmiing ano anoreaa Aooroumjien 
50'/i cl DTP rec»e-:s wui oeveioo lemoeraiure e'evaiions > 33" C 1100 a* f I aner one 
or mo'e ooses c  - e  series, aooroximaiety 6 ’-. > 39° C 1103 3* F) ano aooroomaieiv 
I i ’/> > AC*C I? :-’ * ■) Some oaia sugqest inai leorue reactions are more nxery io occur 
m mose wno nave eioenencea sucn resoonses aner onor ooses "

SIGNIFICANT AUCTIONS ATTRIBUTED TO THE PERTUSSIS VACCINE COMPONENT HAVE 
BEEN HIGH FEVE= OP 40 .5° C 1105° F| A TRANSIENT SHOCK-LIKE E°iSC0E. EXCESSIVE 
SCREAMING iPERS.STENT C°YING OR scream ing FOR THREE o r  more HOURS DURA­
TION! SOMNOLENCE CONVULSIONS ANO ENCEPHALOPATHY these REACTIONS have 
BEEN RE°ORTEr T3 OCCUR RARELY FOLLOWING THE INJECTION Or' This PRODUCT 
ANO THE* mav E: f a t a l  o r  RESULT IN PERMANENT OAMAGE TO THE CENTRAL NER­
VOUS SYSTEM PE=TUSSIS VACCINE HAS BEEN ASSOCIATED WITH A GREATER PRO­
PORTION OR ADVERSE REACTIONS THAN MANY OTHER CHILDHOOD IMMUNIZATIONS 
SHOULD SYMPTOMATOLOGY REFERABLE TO THE CENTRAL NERVOUS SYSTEM DEVELOP 
FOLLOWING ADMiN “ RATION. FURTHER IMMUNIZATION WITH THIS PRODUCT IS CON­
TRAINDICATED (SEE CONTRAINOICATIONSI SUCH REACTIONS ALMOST ALWAYS AP­
PEAR w i t h i n  ?4 TC as HOURS AFTER INJECTION BUT HAVE BEEN THOUGHT TO OCCUR 
AFTER AN INTERVA. AS LONG AS SEVEN DAYS 

NEURCLOCICA. COMPLICATIONS FOLLOWING TETANUS TOXOID ADMINISTRATION 
SUCH AS R f RA S OF t h e  RACIAL NERVE 11 RECURRENT PHARYNGEAL NERVE 11
COCHLEAR lESION "  BRA lH lALPLyirS 7,'=UA6paTHY"-"- AND A CASE OF OIFFICU.TY 
IN S w a llow in g  ACCOMMODATION PARESIS AND EEG OlSTURBAN'CES" have BEEN 
REPORTED IN THE C*: =ERENTIAL DIAGNOSIS OF POLYRADICULONEUROPATHIES FOLLOW- 
ING AOMINISTRAT - ‘I OP TFTANUS TOXOID. TETANUS TOXOID SHOULD BE CONSID­
ERED AS A  POSS E . :  ETIOLOGY 11

C O N T R A I N D I C A T I O N S
IMMUNIZATION SHOULD e £  DEFERRED DURING THE COURSE O' a n y  ACUTE ILLNESS 

THE OCCURRENCE OF ANY t y p c  O c  NEUROLOGICAL SYMPTOMS OR SIGNS INCLUDING 
ONE OR MORE CONVULSIONS ISEIZURESI FOLLOWING ADMINISTRATES OF THIS PR0> 
L'CT IS A CONTRAINDICATION TO FURTHER USE USE Of  THIS PRODUCT IS ALSO CON- 
TRAINOICATED IP THE CHILD HAS A PERSONAL OR FAMILY HISTORY OF CENTRAL 
NERVOUS SYSTEM OISORDERS 

THE PRESENCE OF ANY EVOLVING OR CHANGING DISORDER AFFECTING THE CEN­
TRAL NERVOUS SYSTEM IS A CONTRAINDICATION TO ADMINISTRATION OF OTP 
REGARDLESS OF WHETHER THE SUSPECTED NEUROLOGICAL DISORDER IS ASSOCIATED 
V.TTH OCCURRENCE OF SEIZURE ACTIVITY OF ANY TYPE 

Tne Commmee on inlecnovs Diseases oi ine American Acaoemv ol Feoia'ncs rearm- 
menos tnai oenussis vaccme snouio oe wiinnem wnen a orevious oose nas oeen torowefl 
Ov convulsion enceonawis. locai neuroioaicai sians or couaose Nor snouio infants wno 
eiDenence excessive somnoience excessive screaming iDersisiem crvmq or screaming 
i~  -nr»» or mo'» "ours ouraiioni or lemoeraiure more man 105° F (40 5° C| receive ao- 
Uiiiondi coses oi me vaccine ‘

Tne immunization Praaices Advisory Commmee IACIP) ol me U.S P u d i i c  H e a n n  S e r ­
vice recommenos mat nyoersensniviiy io vaccme comoonems oresence oi an evolving 
neurologic oisoroer. or a msiorv oi a severe reaction tusuany wiimn <8 noursi louowmg 
a rrewou; oose ail remam oeiminve coniramoicanons io ine receioi oi oenussis vaccme 
Severe rcaciions mciuoe couaose o’ snocx oerssiew screammo easooe temoeraiun <0 5* 
C -'105° F |  or greater convuisiomsi wiin or wimoul acccmoanvmg lever severe anera- 
lions oi consciousness generates ano/or iocai neurologic signs, or systemic aner- 
reactions'

immunosuoDressrve tneraoy. including tnacianon comcosteraos annmetaomnes, aiwatn^ 
i'oen's ano cvioioxic agents mav result in aoerrani resoonses io active immunization pro- 
czaures Acnvnistranon snou'2 oe ut'eneo in moiviouais receiving sucn ineraoy 

Tne tiimeai luooemem oi me anenomg onysician snouid orevau a: an nmes 
Elective immunization oi oaiienis over me age ot 6 montns snouid oe oeterrea During 

an ouioreax ot ooiiomyetins



P A R T I A L  L I S T  O F  P O S S I B L E  S E V E R E  L O N G - T E R M  A D V E R S E  R E A C T I O N S  T O  D P T  
V A C C I N E  ( U S U A L L Y  P E R T U S S I S  C O M P O N E N T  I M P L I C A T E D )

* a r t ic le  a v a i la b le  from A laska D issa t icr ieo  Pa rents  Together

* 1 )  C e r v i c a l  l y m p h a d e n o p a t h y  . O m o k o k u . B :  "Post D P T  in o c u la t io n  caused ly m o h a d e n it is  
i n  c n i ld r e n ."  N .Y . State J o u r n a .  ' 4ic 1n e  3 1 : 1 6 6 7 .  ! 9 8 1

2 ) T h r o m b o c y t o p e n i a  ( b lo c a  d isease) .  C o n n a u g h t  m a n u f a c t u r e r ’ s m s e r *  P ertuss is .
R e p or t  of C o m m itt e e  on  Infect ious  Diseases . A A P ,  E v a n s t o n ,  I l l i n o i s ,  p. 2 3 5 .  I ?~7
* 3 )  h e m o l y t i c  a n e m i a  ( b le e d d is e a s e ) .  H a n e b e r g B . ;  "Acute h e m o iy t ic  anem ia  related to O ? 7
v a c c in a t io n  ': A C T A  P a e a ia t r .  Scand. 6 7 : 3 4 7 - 3 5 0 ,  1 9 7 6
’ 4 )  d e a t h ,  e n c e p h a l o p a t h y ,  R e y e s  s y n d r o m e ,  t r a c h e o  b r o n c h i t i s ,  c o n v u l s i o n s  
w it h  a n d  w it h o u t  r e s id u a l  b r a i n  d a m a g e .  G r i f f i t h A . H :  "Reactionsafter P e rtuss is  
v a c c in e ;  a m an u fa c tu r er 's  ex per ie n c e s  a n o  d i f f ic u lt ie s  s in c e  1 9 6 4 " ,  B n t i s n  M ed ica l J o u r n a l :  
A o r i l  I .  1 9 7 3 . 3 a  3 0 9 - 6 1 4
* 5 )  d e s t r u c t i v e  e n c e p h a l o p a t h y s ,  c o n v u l s i o n s ,  h y p s a r r h y t h m i a ,  s h o c k ,  s e r io u s  
m e n i n g i t i s  . In c id enc e  of n e u r o log ic a l  react ions  5 3 . 6 0 0  c n i ld r e n .  S t r o m .  Justu s  M . D . .  
" Fu r th er  E x p e r ie n c e  of  R e a c t io n s .  E s p e c ia l ly  of a  C e r e b r a l  N a tu r e ,  in  C o n ju n c t io n  w / T r f p Ie  
Vaccine :  Sw ed ish  S t u d y .  1 9 5 9 - 1 9 6 5 " ,  B r i t i s h  M e d ic a l  J o u r n a i ,  1 9 6 7 , 3 2 0 - 3 2 3  
* 6 )  r e c u r r e n t  s e i z u r e s ,  s e v e r e  d e v e l o p m e n t a l  d e la y s  M u r p h y .  Jer om e . "Recurrent 
S e iz u r e s  alter D P T  V ac c in e  Im m u n iz a t io n " ,  A J D C .  Vol 1 3 3 .  Set. 9 3 4  
- 7 }  b l i n d n e s s ,  c e r e b r a l  p a l s y ,  d e a t h ,  m e n t a l  r e t a r d a t i o n ,  c h r o n i c  c o n v u l s i o n s  
B y e r s .  R a n d o lp h .  " E n c e p n a io c a ih ie s  F o l l o w in g  P r o p n y ia c t ic  P e r t u s s is  Vaccine '. ?<*Qia»rre. v'oi.
I . * 4 ,  A o n  I 1 9 4 8 .
* 8 )  r e c u r r i n g  c o n v u l s i o n s ,  p a r a l y s i s ,  m e n t a l  r e t a r d a t i o n ,  a l l e r g i e s  B e r g .J . M  
" N eu r o lo g ic a l  C o m p l ic a t io n s  o i  Pe r t u s s is  im m u n iz a t io n " ,  :~1 o o i o o 1 . 'o r ^ a 1 . J m v  r .
1 9 5 6
* 9 )  d e a t h ,  s u d d e n  d e a t h ,  c o n v u l s i o n s ,  p a r e s i s ,  r h i n o p h a r y n g i t i s ,  r a p i d  m e n t a i  
d e t e r i o r a t i o n ,  c o m a ,  c e r e b r a l  p a l s y ,  d e a i n e s s ,  e p i l e p s y  N e u r o log ic a l  reactions st'er 
v a c c i n a t i o n - 1 in  6 . 0 0 0  c h i ld r e n ; 'd e a t h  or  p e r m a n en t  defect-*  !n I*. , 0 0 0 .  "is U n iv e r s a l  
V ac c in at io n  Aga inst  P e r t u s s is  A lw ays J u s t i f ie d ? "  J u s tu s  S t r o m ,  M P . .  3 r ’ t :sn M eoicaj ■ jo u r ^ i . 
Oct. 2 2 .  I 9 6 0 .
* 1 0 )  a l l e r g i c  fo r m  of  e n c e p h a l o p a t h y ,  d e a t h .  " En c e p h a lo p a th y  F o l lo w in g  P e r t u s s is  
Vac c in e  P r o p h y l a x i s " , J o s e p h  H .  G i o b u s ,  M . D . , J .A .M .A . . October 2 2 ,  1 9 4 9  
* 1 1 )  c e r e b r a l  d e g e n e r a t io n ,  b l i n d n e s s .  “N e u r o lo g ic a l  C o m p l ic a t io n s  of Per tu s s is  
I n o c u la t io n " .  M . K u le n k a n p f f .  A r c h iv e s  of D isease  m  C h i l d r e n . 1 9 7 4 ,  pg. 4 6 , 4 9  
* 1 2 )  s u d d e n  d e a t h ,  s e i z u r e s ,  c o n v u l s i o n s ,  r e s p i r a t o r y  i n f e c t i o n  . J o h n  A. T oo m ey ,  
"Reactions  to P e r t u s s is  V ac c in e" . J A M A , F e b r u a r y

1 3 ) " P o s t  v a c c i n a l  l y m p h a d e n i t i s  d e v e l o p i n g  i n t o  H o d g k in s  D is e a s e " .  B i c n e l . J .  
A C T A  Med. S c an d . ,  1 9 9 : 5 2 3 ,  1 9 7 6
* 1 4 )  a n a p h y l a x i s  (e x t r e m e ,  s om e t im es  fatal a l le r g ic  r e a c t io n ) .  How ard O r e n s ,  M .D .  
“A n a p h y la x is  du e  to v a c c in a t io n  in  the Office". C an . Med. Assoc. J o u r n a l  
* 1 5 )  p a r o x y s m a l  s u p r a  v e n t r i c u l a r  t a c h y c a r d ia  . J oo n  M . Park.,  M .D .  "Paroxysm al 
S u p r a  v e n t r ic u la r  tacnycerdia  D rec io itateo  b y  per tu s s is  vacc ine"  J o u r n a l  of P e d ia t r ic s . J u n e

SIDS AND DPT VACCINATION 
S T U D I E S  T H A T  S i .J .V  C O R R E L A T I O N  B E T W E E N  S I D S / D P T

* I ) B A R A F F  G R A P H  " P o s s ib le  Te m p o r a l  A ssoc iat ion  between D P T  v acc inat ion  and Sudden 
infant Death" P e d ia t r ic  intect icus  D is e a s e .  ‘ 9 6 3 .  2 , 7 - 1 !
*”2 )  T O R C H  S T U D Y  s u m m a r y  cr oon  D P T  .m m u r . :  c a n o n .  a P o tent ia l  Cause ot the Guccen 
T.iJn t Death CvnGrc.Tig. N e u r o ic s .'  ’ 9 6 2 . 3 2  A ‘ o ?



* 3 )  B E R N i E R  S T U D Y  G R A P H .  " D T P  V a c c in a t ion  an d  5 I D S  in  Tennessee." J o u r n a l  of P e d ia t r ic s ,  
1 9 8 2 ,  1 0 1 - 4 1 9 - 4 2 1

* 4 )  " D T P  im m u n iz a t io n  an d  Su d d e n  infan t  Death  S y n d r o m e ."  A lexa nder  M. W a lk e r ,  et. a l . . 
A J P H ,  August 1 9 8 7 ,  V o l .  7 7 ,  * 8

TETANU5 VACCINE REACTIONS (PARTIAL LIST)
1 )  "A bn orm al T - L y m p h o c y t e  S u b p o p u la t io n s  in  H e a lt h y  S u b je c ts  After Tetanus  Booster 
im m u n iz a t io n ."  M a r th a  E l b e ,  New E n g la n d  J o u r n a l  of M e d ic in e ,  3 1 0 ( 3 )  1 3 0 7 - 1 3 1 3 ,  
N o v e m b e r  2 6 ,  1 9 8 1 .  R e p or t  p o in te d  out that s im i l a r  dr op s  in  h e lp e r / s u p p r e s s o r  ratio  of 
T - ly m p h c y t e s  are  ch a r a c ter is t ic  of  A I D S .
2 )  n e u r a l g i c  a m y c t o p h y  . J .  N e u r o lo g y .  N e u r o s u r g v  &  P s v c h , Vol.  4 7 ;  3 2 0 ,  M arch  1 9 8 4
3 )  t r a n s v e r s e  m y e l i t i s .  B r  M ed  J o u r n a l  1 9 7 7 :  1 :  1 4 3 0 - 1 4 3 1
4 )  d e m y e l i n a t i n g  n e u r o p a t h y .  J  N e u r .  S c i .  1 9 7 8 ;  3 7 :  1 1 3 -  1 2 5
5 )  p e r i p h e r a l  n e u r o p a t h y  . A r c h  P h v s  Med R e h a b  V o l  6 3 .  J u l y  1 9 8 2 .  5 3 2 - 3 3 4 .  ( d e ta i l in g  
m a n y  cases)
6 )  c a l c i f y i n g  d e r m a t o m y o s i t i s  . A r c h  Int M ed Vol 1 4 3 ,  J u l y  1 9 8 3 ,  1 4 5 7 - 8
7 )  m o n o  a n d  p o l y n e u r i t i s  ( 2 2  cases). Int . S v m oo s .  on  Im m .  Dev . B i o l  S ta n d s . Vol .  4 3 r pg. 
2 5 - 3 2 , 1 9 7 9
8 1  G u i l l a i n  B a r r e  S y n d r o m e .  N .Z .  M ed J . . Nov  I I ,  1 9 8 1  , Akt N e u r o l  1 9 8 0 :  7 ;  1 9 5 - 2 0 0
9 )  h e m o l y t i c  a n e m i a .  Acta P e d ia t r ic  S c a n d . M a v  1 9 7 8
1 0 )  a n n p h y l e c t i c  s h o c k  . H a r e f u a h ,  Nov  1 9 7 5  -  Dtsch  Med W o c h e n s c h r , J a n  1 9 7 3  -  A n n a ls  

of A l l e r g y ,  Vol 4 9 ,  August 1 9 8 2 ,  pg  1 0 7
1 ! )  n e r v e  d a m a g e ,  i n n e r  e a r .  M u n c h  M ed W o c h e n S c h r . Nov 1 9 6 5
1 2 )  f o r e i g n  b o d y  g r a n u l o m a .  R o c k v  M o u n t a in  M e d ic a l  J o u r n a l . J a n .  1 9 6 6
1 3 )  s e i z u r e  a c t i v i t y .  N e u r o l  N e u r n c h ir  P o l . . Sent 1 9 8 1
1 4 )  r e c u r r e n t  a b s c e s s  f o r m a t io  n. P e d ia t r ic . M ay  1 9 8 5
1 5 )  b r a c h i a l  p l e x u s  n e u r o p a t h y  . A r c h iv e s  of N e u r o lo g y .  1 9 7 2

( w h ic h  can lead to p a r a ly s is  o f  the a r m )

DIPTHERIA VACCINE REACTIONS 
( a l l  from  Center of D isease  C o n t r o l  M a n u a l :  "Yaccine P r e v e n t a b le  D ise a s e s ;  E p e d e m io lo g y ,  
P r e v e n t io n  and C o n t r o l" ,  pg  3 8 - 3 9 . )

1 ) local reac t ions ,  abscess at the s it e  of  in je c t io n
2 )  a r t h u s - t y p e  h y p e r s e n s i t iv i t y  r e a c t io n s ,  character ized  b y  severe local reactions
3 )  sev ere  system ic  reac t ions  s u c h  as g e n e r a l iz e d  u r t ic a r ia  ( a l le r g ic  rash and h iv e s ) ,  
a n a p h y la x is ,  n e u r o lo g ic a l  c o m p l ic a t io n s

DPT VACCINE INGREDIENTS
*d3ta a v a i la b le  from A lask a  D is s a t is f ie d  P a rents  Together

F O R M A L D E H Y D E
" F o r m a ld eh y d e  ( in g r e d ie n t  in  L e d e r le  D P T  v a c c in e )  is  a lso  m u t a g e n ic  in  b acter ia ,  

v ir u s e s ,  f u n g i ,  insects and m o u s e  ly m p h o m a  c e l ls  w ith  or w ithout m e t a b o l ic  act ivat ion .  It 
in d u c es  c h r o m os o m a l  r e c o m b in a t io n  in  y ea st ,  insects ,  and c u ltu r e d  m a m m a l ia n  c e l ls ,  as w e l l  as 
c e l lu la r  tr an s fo r m a t ion  i n  m o u s e  B a l b / C  3 1 3  cel Is ( G n e s e m e r . e t a l . ,  I 9 6 0 ) .  These  resu lts  
ind icate  that fo rm aldehy de  is c a p a b le  of b i n d i n g  to, and a lt e r in g ,  genet ic  m a t er ia l ."
"o-malriPhvda- ppy nf ' 'c jpn ’ i f ic  F a 'v; r ' '  F-’-  7 '~a- - ’.rl^ < - = . i  Dgfoj- Yy



" Im m u n o lo g ic .  ( p h y s io lo g ic a l  effect).  The  c h a r a c ter is t ic s  of  an a l le r g ic  m e c h a n is m  are 
that the response  can be evoked in  sens it ized  in d iv id u a ls  w it h  v e r y  s m a l l  am o u n ts  of 
fo rm aldehyde . S y m p to m s  u s u a l ly  deve loo  som e  t im e  after the i n i t ia l  e x p os u r e  rather than on 
i n i t ia l  contact. U s u a l ly  o n ly  a p r o p o r t io n  of the exposed w i l l  beat'fectea. In  the docum ented  
cases there is  ty p ic a l ly  a delayed resoonse ,  a ltho u g h  there m a y  be a b r ie f  im m e d ia t e  reaction as 
w e l l  ( d u a l  r e s p o n s e ) ,  and the late reaction m a y  be  p r o lo n g e d ."  F o r m a ld e h y d e  T o x ic it y  J a m e s  E. 
G i b s o n ,  1 9 8 3 *

"Ca r c in o g e n ic  Effect: O f  ad d it iona l  concern  is  the c a r c in o g e n ic  potent ia l  of fo rm aldehy de  
in  h u m a n s .  T h is  concern  is based on m e t a b o l is m , m u t a g e n ic i t y ,  an d  c a r c in o g e n ic ity  studies  
w h ic h  w ere rev iew ed in  the R eoo rt  of the Federa l  P a n e l  o n  F o r m a ld e h y d e ,  G r ie s e m e r ,  et. a i „ .
1 9 8 0 .  In  b r ie f ,  the pane l  reported that these stud ies  show ed that fo r m a ld e h y d e  reacts r e a d i ly  

w ith  b io lo g ic a l  c h e m ic a l ,  i n c lu d in g  p r ote ins  an d  n u c le ic  ac ids ."  page 5 9 5  For m aldehy d e-  
R s y js w -O lS c ie n t i f ic  B a s is  of EPA 's  C a r c in o g e n ic  R is k  A s s e s s m e n t . M a v  2 0 .  1 9 8 2 *

A l u m i n u m
(a n o th er  in g r e d ien t  i n  o i l  D P T  v a c c in e s )

" . . . In  Canada (r e s e a r c h e r s )  found  that after a latent p e r io d  of  1 0  to 2 0  days ,  a n im a is  
r e c e iv in g  a s in g le  intracer3Dra l  in je c t io n  of a l u m in u m  in c u r r e d  a p r og r e s s iv e  d e c ; in e  in 
le a r n in g  and m e m o r y ."  P h y s io l  B e h a v . C r a o o e r  O R .  D a lt o n  A J .  1 9 7 3

"Crap per  also found  that a l u m in u m  a c c u m u la te s  p r e f e r e n t ia l ly  on  the c h r o m a t in  of 
v a r io u s  c e l l  n u c l e i ,  i n c lu d in g  b r a in  c e l l  n u c le i  from p a t ients  w ith  S D A T . . .  ( S e n i le  D e m e n t ia  cf 
t h e A la n e im e r 's  Tv p e) ."  F r o n t ie r s  in  N e u r o lo g y  and N e u r o s c ie n c e  R e s e a r c h . "Dem en t ia :  Recent 
ob serv at ions  on A lz h e im e r 's  disease and e x p e r im e n t a l  a l u m i n u m  en c e p h a lop a th y ."  C r a p p e r ,  
D r . ,  1 9 7 4

T h i m e r o s a l  ( m e r c u r y d e r i v a t i v e )

d e f in it io n :  prepared  b y  reacting e t h y lm e r c u r ic  c h lo r id e  ( o r  e t h y m e r c u n c  h y d r o x id e )  w ith  
t h io s a i ic y l ic a c id .  l ir e  E le r c k - In d e x .  1 9 8 3 *

e t h y lm e r c u r ic  c h lo r id e :  ca ut ion :  H i g h l y  toxic, causes s k in  b u r n s ,  is  ab s or b ed  th roug h  the 
s k in ,  c h r o n ic  ex posu re  has caused per m a n en t  i n j u r y  to b r a i n ,  a p p l ie d  at 2 $  strength as a 
f u n g ic id e  for treating seeds. T h e  M erck 'n d e x . 1 9 8 3 *

the f o l lo w in g  from : " E p id e m io lo g y  &  T o x ic o lo g y  of M e r c u r y "  T h e  E n v ir o n m e n t a l  M e r c u r y  
P r o b le m *

" F u r th e r m o r e ,  the vast m a jo r i t y  of the o r g a n o m e r c u r ia l  p o is o n in g s  ar e  due  to 
a lk y im e r c u r ia ls  such as m ethy l  or  e t h y lm e r c u r y ."

"Therefore  w h i le  it is  im p o r ta n t  to re cogn ize  that a l l  fo r m s  of  m e r c u r y  are  pow erfu l  
p o is o n s ,  the a k y lm e r c u r ia ls  are  m a n y  t im es  m o r e  effective  p o is o n s  than e ith e r  the in o r g a n ic  or 
a r y lm e r c u r ia ls ."

". . .the or g a n ic  m e r c u r y  c o m p o u n d s ,  e s p e c ia l ly  the a lk y m e r c u r i a ls  ( e t h y m e r c u r y )  are  
m o r e  tox ic  than the other  k in d s  of m e r c u r y  c o m p o u n d s  because  the h u m a n  body ab sorb s  m o r e  
and excretes less of t h e m ."

"Several a lk y lm e r c u r y  p o is o n in g  e p id e m ic s  have been  recorded."  G u a t a m a la ,  P a k is t a n ,  
Iraq: “ In  I 9 6 0  m an y  fa rm er s  w ere po isoned  an d  2 2 1 p a t ien ts  w ere adm itted  to h osp ita l  in  
Baghdad ,  Iraq. Other  patients  w ere known to have  been s tr ic k e n  b y  E T H Y L M E R C U R I C  C H L O R I D E



POLIO
d e f i n i t i o n  : a v i r a l  disease m arked by  i n f ’ am roat icn  o f  the n e r v e  c e l ls  of  the s p in a !  c o r d ,  

d e fo r m it y ,  an d  p a r a ly s is .  9 5 .?  of a l l  p o i i o  i n f l ic t io n s  a r e  in a p p a r e n t  or s u b c i i n i c a i ,  out m a v  
s t i l l  b e a b i e  to tr an s m it  infect ion  t o o t h e r s  ( C D C  M a n u a i )

d i a g n o s i s  A )  4 3 - 8 3  n o n s p e c if ic  i l l n e s s  of i n f l u e n z a - l i k e  i l l n e s s  3 )  1 3 - 2 3  of 
p o l io  infec t ions  result, in  m a jo r  i l l n e s s  w / c o m p iete  re c o ver y  C )  0 . !  3 - 0 . 2 3  of a i l  p o l io  
infect ions  r e s u lt  in  f lac c id  p a ra ly s is .  M a n y  persons w / c a r a iy t ic  p o l i o  recover  c o m p le te ly .  
Deathrate: 2 - 5 3  in  c h i ld r e n  1 5 - 3 0 3  in  adults

t r e a t m e n t :  1 )  e a r ly  a m b u ia t io n  2 )  m u s c u la r  r e la x a t io n  3 )  c o n t r o l le d  an a  p r o lo n g e d  
m e d ic a l  ob s er v at io n  4 )  spec ia l  n u t r it io n  p r ogr am  V ir g i n i a  M e d ic a l  M o n t h l y . J u n e  1 9 5 6  
N u t r i t i o n ;  " N u t r it io n  as Treatm ent for P o l i o  V ic t im s " .  P r e v e n t io n , N o v e m b e r  i 9 6 0

c o m p l ic a t io n s :  See d iag n o s is

POL I OV IRUS VACCINE
a l l  in fo r m a t io n  from  m an ufactu rer 's  product insert u n ie s s  s p e c if ie d

I n g r e d ie n t s :  m ix t u r e  of 3  types of attenuated : o l i c v > r u s e s  propagated in  car cod it beaus 
M O N K E Y  K I D N E Y  C E L L O ,  a m in o  ac id s ,  a n t ib io t ic s .  :A L .r l E P . U M ,  s o r o i t o l ,  s tr e p t o m y c in ,  
N E O M Y C IN

C O N T R A I N D I C A T I O N  M U S T  NOT B E  A D M I N I S T E R E D  TO P A T I E N T S  W I T H  I M M U N E  D E F I C I E N C Y  
Q u est ion :  S ince  no m e c h a n is m s  are  e m p lc v e d  b v  "e3 lth  care  p r o v id e r "  to d e t e r m in e  

im m u n e  d e f ic ie n c y  ( e s p e c ia l ly  p u b l i c  hea lth  p r ov id e r s  w n o  nave  n e v e r  oeen 2  m o n th  o id  infants 
before  va c c in e  c l i n i c s ; ,  how is th is  to be  determ ir .ea?

A L L  P E R S O N S  W I T H  A L T E R E D  I M M U N E  S T A T U S  S H O U L D  A V O I D  C L O S E  H O U S E H O L D - T Y P E  
C O N T A C T  W I T H  R E C I P I E N T S  F O R  AT L E A S T  6 - 3  W E E K S .

Q u es t ion :  Most p e o p le  aren't aware of  the hea lth  status of e v e r y o n e  th e ir  c h i l d  com es in  
contact w ith  ( e s p e c ia l ly  other  infants  in  day c a r e ) ,  so how is th is  to be  a c c o m p l is h e d  and what 
are the other hea lth  im p l ic a t io n s ?

A d v e r s e  R e a c t io n s :  I ) p a r a ly t ic  d isease ,  v a c c in e  associated p a r a ly s is  in  h e a lt h y  va cc ines ,
s u s c e p t ib le  f a m i ly  m e m b e r s ,  and other c lose  person a l  contacts 2 )  tr ansv erse  m y le t is  
( in f la m m a t io n  of s p in a l  c o r d  or bone  m a r r o w ) "tr an s v er s e  m y le t is  after d ip t h e r a ,  tetanus, and 
p o l io  i m m u n i z a t i o n . ' case h istory  B r i t is n  M eo ica i  . j o u r n a l . J u n e  4 ,  1 9 7 7

N O T E S -

1 ) "M any p h y s ic ia n s  and hea lth  workers w i l l  ce  s u r p r is e d  to lea r n  that the S a b in  v acc ine  is 
now the c h ie f  cause of p o l i o  i n  the w o r ld  today ana that :t was intr odu ced  w ithou t  an y  controller: 
f ie ld  tr ia ls ."  J .  and D .  S a l k , Sc ience  4 / 4 / 7 7

2 )  C u r r e n t  Trends . Average o f ' 0  cases per  year r e p o r , ea ! 9 8 0 -  '• 9 8 5 .  no  w i ld  v ir u s  cases 
s ince  1 9 7 9 ,  one  'm portea case per year- R E M A ' N iN O  C A S E S  IN  V A C C IN E  R E C I P I E N T S  O R  
C O N T A C T S ,  page 3 3 .  C D C  m a n u a l  Note: soeaker -,t s e m in a r  N e i l  L iv e n g o o d  stated that no 
'-•atural c a s e s ' ot : o ! io  have oc cur red  -n U  S s ° : e  ' ' ? ' ?



3 )  "A defect e ither in  the h u m o r a l  ( B - c e l l )  mediated ( T - c e l I )  system  ap p ears  to increase  the 
r is k  of v a c c in e  associated p o l io  m y e l i t is .  T - c e l l  e x j u n c t i o n  from  a n y  cause m u s t  therefore  Pe 
assum ed  to confer greater r isk for v a u n in e  related p o l io m y e l i t is ."  E le n a  N ig h t e n g a le ,  P h .  D ,  et 
a l ,  C o m m itt e e  for the S tu d y  of P o l i o m y e l i t i s  V ac c ines ,  Inst itute  of M t d ic in e .  C o r r e s p o n d e n c e  
New E n g la n d  J o u r n a l  of M e d i c i n e . Dec. 8 ,  1 9 7 7

4 )  "The D o l i o v ir u s  iso lated from a pa tient w ith  p a r a ly t ic  d isease m a y  not a lw ays  be the v i r u s  
c a u s in g  the pa tients  disease." L a n c e t . Dec . 8 ,  1 9 8 4 ,  pg 1 3 1 5

* 5 )  "The D B S  ( D i v i s i o n  of B i o lo g ic a l  S c ie n c e s )  r e q u ir e s  m o n k e y  k id n e y  c e l ls  used i n g r o w i n g  
co l io  v a c c in e  be h e ld  for o n ly  2 8  days in  orcer to e n s u r e  that tnev c o n ta in  n o S Y  4 0  v i r u s  
A c c o r d in g  to A. G ir a n d i  of  the W is ta r  Inst itute  SV  4 0  m a y  r e m a in  latent for u p  to 3 5  days. Nor 
does the D B S  r e q u ir e  m o n k e y  k id n e y  c e l ls  to be screened for c h r o m o s o m a l  a b n o r m a l i t ie s  -  a 
p o s s ib le  ind icator  of ca ncerous  tendenc ies  -  a test tney w o u ld  p r o D a b iy  fa i l  i n  large  n u m o e r s ."  
“T h e  Boat That Neve" Recked". S c ie n c e . M arch  1 7 ,  1 9 7 7

CONTRAINDICATIONS
Unai- r t i in c .u n s l.tn c es  snouid tin .-* v j i  
cine  £■•' .administered ompnierally 
A iiim r.iS» :iiion  n! the vaccm e snou ft) tie 
fjo r.tc 'c ii'f l in a vo id ed  in inosc- exotm cnc 
iny  a n . .icuti* iitiiesB and  in m osn  w ilh  
anv ad vanced  dn tn liia ie rt c o n t li iio o  o> 
p v a c m n l v on iilm o  oi d id i rn e j 
ORIMUNE must  not  be admini s ter ­
ed to pat ient s with immune de f i ­
ciency d i sea ses  such as combined 
i m m u n o d e f i c i e n c y ,  h y p o g a m ­
m ag l o b u l i n em i a  a nd  a g a m m a ­
globul inemia.  It would a lso  be pru­
dent to wi thhold OR IMUNE f rom 
sibl ings o l  a chi ld known to have an 
immunode f i c i ency syndrome . Fur ­
ther, OR IMUNE must  not be ad ­
ministered to pat ient s with al tered 
immune s tates  such as those o c ­
curring in thymic abnormal i t ies ,  
leukemia,  l ymphoma  or genera l i zed 
mal ignancy or by l owered res i s ­
t ance f r om  the rapy  with c o r ­
t icosteroids .  a l ky lat ing drugs, a n ­
t imetabo l i t es or radiat ion.  All pe r ­
sons  with al tered immune s tatus 
should, avoid c l o se  household- t ype 
contact with recipients of the vac ­
cine tor at least  6-8 weeks.  IPV is 
preferred f or  immunizing al l  per ­
sons  in this set t ing. ’ 14*' 
PRECAUTIONS
Otne- v iru se s  (in c lu d in g  o o l.o v iru s  anc 
om e r e n ie ru v iiu s i rimy in ie d e re  v.itn m e 
o e sn e c  re s p o n se  to ih ts vaccm e s in ce  
the;* v 'e s en c e  in m e in ie s im a i ira c l m ay 
in te rfe re  w ith m e  re p iic a n oo  o l m e a t­
t e n u a te  s tra in s  o i p o iio v n u s  m m e v a c ­
cine
i i v . v . ’ c seem  p ruden t n o : lo  adm in is te r 
TOP'. Sho rt ly  a lte r Im m une Se rum  G lo ­
bu lin  nSG i u n le s s  su ch  a p rocedu re  is 
unavm dah ic . lo r  e x am p le , witn u n ex ­
pected  trave l to o r c o n ia c i w uh ep idem ic  
a re a s  nr endem ic  a re a s  II TOPV is g iven 
with o> sh o rt ly  a lte r ISG . the o o s e  p ro b ­
ab ly snou id  be re p e a le d  a lte r tn ree 
m o n 'h s  i l im m u n iz a t i o n  is  S t i l l  
ind icated * H ow ever. ISG  m ay not in ­
te r io r"  with im m un iza tion  witn T O PV '
The v a c o n e  is no i o l le c u v e  m m od ify ing  
or pr«-veniing c a s e s  o l e x is lm g  and /or in- 
C l l b a ' - n r ;  p n i i o m y e l i l i s

ADVERSE  REACTIONS 
Paral y t ic  d i sease  fo l l owing the in­
ges t i on  o l  live pol iovi rus vaccines 
has  been ,  on rare occas ion ,  r epo r t ­
ed in individuals receiving the v ac ­
cine, (see  tor examp le  CONTRA IN ­
D ICATIONS)  and in pe r sons  who 
were in c l o se  contact  with vac- 
c i n e e s . ’  14 10 "  ”  ’ ' The v a c c i n e  
v i ruses are shed in the vaccinee' s 
s t o o l s  for a l  l east  6 to 8 weeks as  
wel l  a s  via the pha ryngea l  route. 
Most  r epor t s  o l  paralyt ic d i sease  
f o l l ow ing ingest ion ot the vaccine 
or con t ac t  with a recent vaccinee 
a r e  b a s e d  on e p i d e m i o l o g i c a l  
a na l ys i s  and temporal  a ssoc ia t i on 
be tween vaccinat i on or contact  and 
t he  o n s e t  o f  s y m p t o m s .  M o s t  
au tho r i t i e s  bel ieve that a caus a l  
r e l a t ionsh ip exists ' ,0'4"
The  r i sk  ot  v a c c i n e - a s s o c i a t e d  
pa ra l y s i s  is ext remely smal l  lor vac- 
c i n e e s ,  s u s c e p t i b l e  f am i l y  
m embe r s  and other c lose pe r sona l  
c o n t a c t s . ’  However ,  pr ior  to a d ­
mini s t ra t i on ot the vaccine,  the a t ­
t ending physic ian should warn or 
spec i f i ca l l y  direct pe r sonne l  act ing 
under  his author i ty to convey  the 
warn ings to the vaccinee.  parent ,  
gua rd ian  or other r espons ib le  pe r ­
son  o f  the possibi l i ty ot vaccine- 
a ss o c ia te d  paralys is .  The Centers 
(or D i s eas e  Cont ro l  report that dur ­
ing the yea r s 1969 through 1980 a p ­
p rox imate l y  290 mil l ion d o ses  o l  
TOPV were di str ibuted in the United 
S t a l e s .  In the s ame  12 yea rs .  25 
“ v acc ine -a ss oc i a t ed "  and 55 " c o n ­
tact vacc ine -assoc ia ted"  pr r a l y t i c  
c a s e s  were  reported.  Twelve o lh e r  
" va cc in e - a ss o c ia ted"  ca s e s  have 
be en repo r ted  in pe r s on s  ( r ec ip ­
ients or  con tac t s )  with immune def i ­
c i ency  cond i t i ons . ’ These  stat is t i cs 
do  not  provide a sa t i s facto ry  basi s 
f o r  es t imat ing  these r isks on  a per 
p e r s on  bas i s . ' 4
W h e n  the  a t t e n u a t e d  v a c c i n e  
s t r a ins are to be int roduced into a 
h ou s eh o ld  with adul ts who have

not been adequa te l y  v<ccinated or 
whose  immune s ta tus  canno t be 
de termined ,  the r isk ot vaccine-  
a s s o c i a t e d  p a r a l y s i :  c a n  be
minimized by giving these adul t s 
three d o s e s  o l  IPV a month apart  
b e f o r e  the  c h i l d r e n  r e c e i v e  
OR iMUNE . ’  The CDC l epo r t s  that 
no paralyt ic r ea c t i ons  to IPV are 
known l o  have occu r red  s ince the 
1955 cluster  o f  po l iomye l i t is  c a s e s  
caused by vacc ine  that conta ined 
live po l i ov i ruses  that had esc aped 
inact ivat ion. ’
The Immun i z a t i on  P ra c t i c e s  Ad ­
visory Commi t tee  ot the U.S. Publ ic 
Heal th Service s tates :
"B e c au s e  o l  the overr iding impo r ­
tance o l  ensur ing prompt and c o m ­
plete immunizat i on o l  the chi ld ano  
the e x t r eme  rar i t y ot OPV -a ss o -  
c i a ted d i s e a s e  in c o n t a c t s ,  the 
Commi t t e e  r e c o m m e n d s  the a d ­
m in i s t r a t i o n  ot O PV  to a ch i l d 
r egard l e ss  of the pol iovi rus-vaccine 
s tatus ot adul t  h ou seh o l d  con tact s .  
This is the usua l  pract ice in the 
Uni ted  S t a t e s .  T h e  r e s p o n s i b l e  
adult shou ld  De inf ormed o l  the 
smal l  risk involved. An accep tab le  
a l t e r n a t i v e ,  il t h e r e  is s t r o n g  
a ss u ra nc e  that u l t imate,  ful l  im­
munizat ion o l  the chi ld will not be 
jeopa rd i zed or undu ly de layed,  is to 
immunize adu l t s  according to the 
schedu le  ou t l ined above  before giv­
ing OPV to the ch i l d . ” ’
The '• '-'n u '- iz .i lion  P ra c i ic e i Adviso ry 
C o in in ':;..-- riris c o n c lu d e d  "•a: O ra l
pom* . ic :oi* rem a in s  ine vaccm e o l 
c n o ic a  p rim a ry  im 'n ii'- .-u'.ion o l 
C n i ld rc



from : How  to R a is e  a H e a lt h y  C h i l d  in  S p ite  of Your Doctor D r .  R o b e r t  M e n d e ls o h n

MUMPS
d e f i n i t i o n  a n d  d i a g n o s i s :  r e la t iv e ly  inn o c ou s  v i r a l  d is ea s e ,  u s u a l ly  e x p e r ie n c e d  in  

c h i ld h o o d ,  causes s w e l l i n g  of on e  or both of  the s a l iv a r y  g lands .  S y m p t o m s ;  tem p of 1 0 0 - 1 0 4  
degrees,  ap p e t it e  loss ,  headache ,  back p a in .  Infect ion  c o nfers  l i f e t im e  im m u n i t y .

t r e a t m e n t :  dees not r e q u ir e  m ed ic a l  treatment -  bed  r est ,  lots of  f l u i d s ,  ice packs to 
reduce s w e l l in g .

c o m p l i c a t i o n s :  v e r y  r a r e ly  in  adu lt  m a le s  w ith  m u m p s  in f e c t io n ,  o r c h it is  ( m u m p s '  
c o n d it io n  that affects testic les) m a y  occur . O r c h it is  r a r e ly  causes s t e r i l i t y  an d  w hen it does 
u s u a l ly  o n ly  on e  testic le  is  affected

In  1 9 8 1 ,  1 , 4 9 1  cases in  U . S . . ;  I death ( M M W R  1 9 8 3  s u m m a r y )

MEASLES
d e f i n i t i o n  a n d  d i a g n o s i s :  r u b e o la ,  contag ious  v i r a l  d isease that can be  contracted by  

to u c h in g  an ob ject used b y  infected p e r s o n ,  s l ig h t  fever at f irst to h ig h  ( 1 0 3 - 1 0 4  degrees) in  
few d a y s -s o m e t im e s  s m a l l  w h ite  spots occur  in s id e  m o u th  -  rash  oc cur s  be low  h a i r l i n e  and 
spreads dow nw ard to cover body in  about 3 6  hou r s

t r e a t m e n t :  bedrest ,  f lu id s ,  C a la m in e  lot ion  or co rnstarc h  to r e l ie v e  i t c h in g ,  m a y  be 
l ig h t  s e n s it iv e  (d a r k e n  r o o m ) ,  V it a m in  A  s u p p le m e n t s  in  m a ln o u r is h e d .  " V it a m in .4 
S u p p le m e n t s  and M o r t a l it y  Re lated to Measles: A  R a n d e m is e d  C l i n i c a l  T r i a i " ,  Anorew  J .G .  
B a r c la y .  B r i t i s h  M ed ica l  J o u r n a l . J an .  3 1 ,  1 9 8 7 ,  V o lu m e  2 9 4

RUBELLA

d e f i n i t i o n  a n d  d i a g n o s i s :  n o n - t h r e a t e n in g  d isease in  c h i ld r e n  that does not r e q u ir e  
m e d ic a l  tr e a t m e n t -  fev er ,  s l ig h t  co ld  w /sore  throat -  rash  a p p e a r s  on face and spreads to b o dy ,  
spot do not r u n  together ( a s  in  m e a s le s ) ,  confers  l i f e t im e  i m m u n i t y

t r e a t m e n t :  rest and f lu id s

c o m p l i c a t i o n s :  n o n e  to c h i ld .  Threat posed by  r u b e l l a  is  the p o s s ib i l i t y  it m a y  cause 
dam age to fetus i f  a w o m en  contracts disease du:* in g  first three m o n th s  o f  p r eg n a n c y

In  1 9 8 1 , 2 , 0 7 7  cases of r u b e l l a  in  U . S . ;  5  deaths ( M M W R  1 9 8 3  S u m m a r y )



MEASLES, MUMPS, RUBELLA (MMR) 
VACCINE INFORMATION AND ADVERSE REACTIONS

N O T E :  S in c e  a l l  three v a c c in e s  in  c o m b in e d  shot ,  it's d i f f ic u lt  to ascerta in  what v a c c in e  causes 
what react ion .  A n y  l i v e  v i r u s  v a c c in e  is  c a p a b le  of p r o d u c in g  the sam e s y p t o m s ,  r e a c t io n s ,  etc. 
as the v ir u s .  

I n g r e d ie n t s :  C E L L  C U L T U R E S  O F  C H I C K  E M B R Y O  ( m e a s le s  and m u m p s ) ,  H U M A N  D I P L O I D  C E L L  
c u lt u r e  ( r u b e l l a ) ,  n e o m y c in ,  s o r b it o l ,  h y d o r l i2e d g e la t in .  
A d v e r s e  R e a c t io n s :  ( from  M a n u fa c tu r e r 's  in s er t)

CONTRAINDICATIONS
Do not give M-M-R E to pregnant females; thu possible e ffec ts o f the 

vaccine on fatal oavetopm tnt are unknown at th it lima. II vaccination o f 
poitpuaertal femalaa it undertaken, pregnancy muat be avoided lo r  three 
months following vaccination.

Hypersensitivity to neomycin leach do te  o l reconstituted vaccine con ­
tains approximately 25 meg o l neomycinl.

Any feb rile  ra so ira to ry  illn ess o r  o th e r  ac tive fe b r i le  in fe c t io n .
Active untreated tuberculosis.
Patients receiving therapy with ACTH. corticosteroids, irradiation, alky­

lating agents or m timetebolites. This contraindication does not app ly to 
patients who are receiving corticosteroids as rep lacement therapy, e .g ., lo r 
Addison s disease.

Ind iv idua ls w ith b lo o d  d y ic ra s ia s . leu kem ia , lym p h om a s  o l  a n y  ty p e , o r

other malignant naoplasms ahectmg the bone marrow  or lymphatic rye- 
terns."™:'r •'■'ny.SrZld™?S k . '

| P r i m a r y  immunodeficiency states. including cellular immune delicien- . 
cies. hypogammaglobulinemic and dysgammaglobulinemic states '

HYPERSENSITIVITY TO EGGS, CHICKEN. i.'QvZX: 
OR CHICKEN FEATHERS

•-^ 'Thia vaccine is essentially devoid o f potentially allergenic substances - 
denved from host tissues (chick embryos!.' However, because the ation- 
ualed measJes and mumps viruses in (his vaccine are propagated in celt 
cultures o l chick embryo, there is a potential risk o l hypersensitivity reac­
tions in patients allergic to eggs, chicken or chicken leathers. W idespread 
use of the vaccine for more than a decade has resulted in only rare, isolated 
reports o f minor allergic reactions atlnbuted to allergens o f this kind, pos­
sibly related to the vaccine. Significantly, wrien children with known aller­
gies to eggs, chicken and chicken leathers were given a similarly piepared 
vaccine in a clinical study.*  none exoenenceo reactions other than those 
reactions previously observed in non-allergic children.

PRECAUTIONS
Administer M-M-R E.subcutaneously: do nor give intravenously.
Epmeohrine should be availaoia fo r immediate use in case an anaphylac­

toid reaction occurs.
M-M-R Q may be given simultaneously with monovalent o r tnvalent po- 

liovirus vaccine, live. oral. M-M-R E should not be given less than one month 
befoia or alter administration o l other live virus vaccines.

Due caution should be employed in administration o f M-M-R E to children 
with a history o f febrile convulsions, cerebral iniury or any other condition in 
which stress due to fever should bo avoided. Tha physician should be alert to 
the temperature elevation which may occur 5 to 12 days follow ing vaccina­
tion.

Vaccination should be deterred fo r at least 3 months follow ing blood or 
plasma transfusions, or administration o f human immune serum globulin.

Excretion o l small amounts o f the live attenuated rubella virus from the 
nose or throat has occurred in the maiority o l susceptible individuals 7-28 
days after vaccination. There is no confirmed evidence to indicate that such 
virus is transmitted to susceptible persons who are in contact with the 
vaccinated individuals. Consequently, transmission, while accepted as a 
theoretical possibility, is not regarded as a significant r i s k ."

There are no reports o l transmission o f live attenuated measles o r mumps 
viruses from vaccmees to susceptible contacts.

It has been reported that live attenuated measles, mumps and rubella 
virus vaccines given individually may result in a temporary depression o l 
tuberculin skin sensitivity. Therefore, if a tuberculin test is to be done, it 
snouid be administered either before or simultaneously with M-M-R E.

As for any vaccine, vaccination with M-M-R E may not result in serocon­
version in 100% of suscaptible subjects given the vaccina.

ADVERSE REACTIONS
Because o l the slightly ar."<<c pH (E.2-8.6) ot the vaccine, patients may 

complain o f burning and /o r n u -*n g  o f snort duration at the mi action site.
Tha adverse clinical reacnor-s associated with the use o f M-M-R Q are 

those expected to follow  adm nnstration o l the monova-s-ni given
separately. These may mclucsr malaise, sore •'- '‘ i.', r.aouonis. raver, and 
rash, mild local reactions s a ih  as ar-fthe-M, induration, tenderness and 
regional lymphedenopathy; mrotim orchitis: thrombocytopenia and pur­
pura: allergic reactions such an w*wy and lla ra  at the iniection site or untcs- 
na: and arthntis. arthralgia ‘.rC/ynauntii.

Moderate fever 1101-102 O' + ;38.3-39.4°C II occurs occasionally, and high 
fever labove lOD'F 139.4 "v l! occurs less commonly. On rare occasions, 
children developing lever "-/>y exhibit febrile convulsions. Rasn occurs mlre- 
quentiv and is usually minimal, but rarely mav be generalized.

Clinical exoerience with live attenuated meesies. mumps and rubella virus 
vaccmes given individually indicates mat encephalitis and other nervous 
system reactions have occurred very rarely. These might occur also with 
M-M-R D.

Excellence from more than 80 million doses o l all live measles vaccmes 
given m the U .S . through 1975 indicates mat significant central nervous 
system reactions such as encephalitis and encephalopathy, occurring within 

*. 30 oavs after vaccination, have Oeen temoorally associated with measles
' vaccina approximately once lo r every million ooses. In no case lias it been

yiL *ho ,*n lh flt ,B»c ,ions were actually caused bv vaccine. The Center for On- 
“  £  ease Control has pointed out that "a certain nur e r o f cases o f encephalitis 
. . mav be expected to occur in a large childhood population in a defined period 

o l cme even wnen no vaccines are administered’’ . However, the data sug- 
_  019 OOsailiilitY that some o l these cases may have been caused by
T- - -  meesies vaccinxs. The risk o f such serious neurological disorders following
| I. five measles virus vaccine administration remains far less than that lo r en-

p .: --.-■-'Hi and rmeephalopethy with natural measles lone per thousand ra- , 
ft," ported cases). ,  u— *. . j —- .  ^ ^
iV> * There have been isolated reports o l ocu lar palsies and Guillain-Barre syn- 
j"- drome occurring alter immunization with vaccines containing live atten- 
, ustad measles virus. The ocular palsies neve occurred approximately 3-24 

days following vaccination. No definite causal relationship has ooen es­
tablished between either o l these events and vaccination.

There have been reports o f subacute sclerosing panencephalitislSSPEI in 
children who ilid not have a history o f natural measles but did receive
measles vaccine. Some o l these esses may have resulted from uprec-

■ • ognrzed meeslts in the B rit year o l file o r possibly Irom the measles vaccina­
tion. Based on estimated nationwide measles vaccine distribution, tha 
assocation o l SSPE cases to measles vaccination is about one case per 

-  million vaccine doses distributed. This is far less than tne association with 
natural measle-i. 5-10 cases o l SSPE  per million cases o f measles. The results 

1 o f a m rosoeenve case-controllod study conducted by the Center (or Dis­
ease Control suggest that the overall sheet o f measles vaccine has been to 
protect agams- SSPE  by preventing measles with its inherent higher risk o l 
SSPE.

Local reectinns characterized by marked swelling, redness and vesicula- 
lion at the innction site o l attenuated live measles virus vaccines have 
occurred in children who received killed measles vaccine previously. 
M-M-R E was not given under this condition in clinical tnals.

Transient arthritis, arthralgia and polyneuritis are features o f natural ru­
bella and vary n frequency and severity with age and sax. being greatost in 
adult (em alostnd least in prepubertal children. This type o f involvement has 
also oeen reponed follow ing administration o f MERUVAX E (Rubella Virus 
Vaccsie. lave, M SD I. In children, |omt reections are rare and of brief dura­
tion rt they do occur. In women, incidence rates fo r artnritis ano arthralgia 
are generally h gher than thoso seen in children (children: 0 -3% ; women: 12- 
20% l.M and the reactions tend to be more marked and o l longer duration. 
Rarery. symptoms may persist (o r a matter o l months. In adolescent girls, 
the reactions appear to be intermediate in incidence between those seen in 
children and is adult women. Even in o lder women 135-45 yearsl. these 
reactions are generally well tolerated and rarely interfere with normal activi­
ties.



N O T E S :

MEA5LE5
1 )  subacute sc leros  p a n e n c e p h a l it is  "S S P E"  ( fatal h a r d e n in g  of b r a in )  M o d e r n  M e d ic in e .
I / 7 / 7 4  and "Occurence of  Measles in  P r e v io u s ly  Vaccinated In d iv id u a ls ,  1 9 7 9 " ,  A m e r ic a n  

So c iety  for M ic r o b io lo g y  m eet ing  at Ft. D e t r ic k ,  M d . ,  A p r i l  2 7 ,  1 9 8 7

* 2 )  toxic e p id e r m a l  n e r c r o ly s is  ( d y i n g  of s k in  "scalded s k in " )  a lso r e p o r te d  to oc cur  secondary  
to p o l i o ,  d ip t h e r ia ,  an d  tetanus v acc inat ions .  "To x ic  E p id e r m a l  N e r c r o ly s is  F o l l o w in g  M easles  
V ac c in at ion " .  R o b er t  G .  S hoss .  M .D .  .A r c h  D e r m a t o l  . V o l  1 1 Q .  Nov. 1 9 7 4

* 3 )  ataxia ( i n a b i l i t y  to coordinate  m u s c le  m o v e m e n t s ) ,  m ental reta r d a t ion ,  asept ic  m e n in g i t i s ,  
s e iz u r e  d isord er s ,  h e m ip a r e s is  ( p a r a ly s is  affect ing  on e  s id e  of b o d y ) , m u l t i p l e  s c le r o s is ,  Reyes 
s y n d r o m e ,  j u v e n i l e - o n s e t  diabetes. How  to R a is e  a H e a lt h y  C h i l d  In  S p it e  o f  Your  D o c t o r , 
R o b e r t s .  M e n d e ls o h n ,  M . D . ,  1 9 8 4 ,  C o n t e m p o r a r y  B o o k s ,  Inc .

RUBELLA
* 1 )  th r o m b o c y to p e n ia  ( b lo o d  c lo tt in g  p r o b le m )  “T h r o m b o c y to p e n ia  Assoc iated  W it h  R u b e l l a  
V ac c in at ion " ,  H e n r y  R . Bartos M . D . ,  F .A . C . P ;  New York State J o u r n a l  of M e d ic in e ,  Fe b .  1 5 .  1 9 7 2

2 )  ar th r it is  and a r th r a lg ia .  In  U n it e d  States, 8 7  cases of  congenita l r u b e l l a  s y n d r o m e  were 
repo rted ,  1 2  in  New J e r s e y  1 1 %  of a l l  c h i ld r e n  va ccinated in  N. Jer sey  d e v e lo p e d  a r t h r it is  and 
a r th r a lg ia .  S c ie n c e . M a r c h  2 6 .  1 9 7 7



Boffins claim the cure can kill
!■' . By HARRY NELSON A 

6T PETERSBURG,l-S
;(FJorlds).— New finding*^ 
.about the w ay v iruses ebav t 
ionce m o re  point lo their pos­
sible ro le  in causing  c a n c it  
— • and . p e rh ap s diseases 
such a s  a r th r i t is  and mul; 
tlple sc lerosis . 1

. The findings, reported  h e re ' 
al a s e m in a r  for science 
w riters spnsored  by the 
Am erican C ancer Society, 
raise questions about the 
■possible h a rm fu l effect* of 
Im m unization  p rogram m es 
.to p reven t influenza, m easles 
and polio. ■' .• ■ •

|.  The -flew -findings' - cam e' 
from D r R o b e rt W .'Simpson, 
if  R u tg ers  U niversity  in 

.'New Je rse y , and U r  Wendell 
D. W in te rs ,-a  U niversity  of 
California a t  .-Los Angeles 
virologist now w ork ing .a t the 
U niversity o f 'T e x a a .:h jvSan 
Antonio. ’ "• '»  ' V

! . Last y e a r . •the-'Nobel P rize  
for m edicine": w as ^ iv en  to ' 
David ‘ B a ltim o re  and 
Howard T em in  for discover­
ing th a t v iru se s  th a t cause 
dan cer' in • an im als a re ' 
equipped w ith a y e ry  specia l, 
enzyme called  -reverse t ra n ­
scriptase.

The v iru se  th a t c a rry  the 
enzyme a re  called  RNA 
viruses.- P o ssessio n  of the

• enzyme allow s the i  RNZ 
vjrihes to  fo rm  • s tran d s  of 
DNA. th u s en ab ling  them  to 
become c fte g ra te d  with the 
DNA of the  ce ils  th ey  infect.

It is th is in teg ratio n  of the 
DNA tran sc rib ed  by the 
v iru s . w ith *lhe c e ll 's  DNA. 
that som ehow  ■•' triggers 
cancer, a t  le a s t  in bnim als. •

(The genetic  m ate ria l of 
all living th in g s , lnctudin

• viruses, Is e ith e r  RNA (ribo­
nucleic acid ) o r  DNA (deox­
yribonucleic a c id ) . Before 
the d iscovery  c f  reverse  
tran scrip tase , w h ich  enables 
RNA v iru ses to : transcrib e  
tbeir genetic  m a te ria l  tnto a  
DNA form , .-'•den tists had

. trouble u n d e rs tan d in g  'bow 
.RNA c a n c e r  ■ v iru se s could 

. transform  DNA c e lls .) '

in cells without expressing 
them selves in any way.

( Slm pion ra ised  the  ques-' 
AI on w hether Im munization 
Iprugram m es ag a in st flu, 
(m easles , m um ps and polio 
(m ay  actually  be seeding 
1 hum ans w ith RNA to form 
p ro v ln u es which will then 
becm e la ten t In cells 
throughout the body.

■ He sa 'd  som e of these lal- 
cnl p ro v iruses— c a u l i  be

easo 'L  which 'u n d e r  proper 
conditions hecnm e a ctivated 
and cause  a. varie ty , of dis- 

' eases.
Ol d isease s- th a U c o u h L b e  

caused in D us .m a n n fig ijh e  
cfiTeT possibilities a r e  rh eu - : 
m atoid a j fhrin'c mullipTe . 
StT gfosis7 lupus pxvlhfjnato- i. 
sus. P a rk in so n 's d isease  in d .  
perhaps can cer. :•

Winrers, the  UCLA virolo- ■: 
gist, has  added .  a ! .m ew '

dim ension lo the subject of 
v iru se s being a  possible 
cause of hum an cancer.

Cells grown
He h as  been working in 

the lab o ra to ry  w ith tum our 
cells rem oved frm  UCLA 
su rg e ry  patien ts. T he cells 
w ere th en  grown in dishes.

W hen he added a comm on 
re sp ira to ry  v irus known as 
AdcnovjrtK 5 lo the cells, the 
Adenovirus caused  large 
num bers of la ten t RNA par- 

, t id e s  lo  be released.
" I t  is possible but not 
proven tb a t the  RNA p a r­
ticles w ere  the cau se  of the 

.hum an  tum ours. P e rh ap s. 
;they a r e  also the  seeds 
re leased  •• into the blood­
stream  which float to  othei 

p a r ts  o f the body w here they 
■ infect c e lls  a n d .s ib r t  cancel 
.v iruses ' M o '-a c tio n .-L . Lor 
■Angeles. T im es serviced '.. . . :

M ore '-recen tly , Simpson 
'n y 'b a s  found th a t  RNA viruses 
'  ' '  which do, not. cause jcapcer 

I a lso  can  ■ form  DNA.' even 
though • they  lack . reverse 

- tran scrip ta se , 
i D N A -fo rm ed  in this way 
fro m  an  RNA virus ie called 
a ’p ro v iru s. ....-'No effect • j

I t  • is knowrr from  earlier j 
w o rk - .  th a t som e non- 
cancerous v iru ses have a 
tendency to ex is t as orovi- 
ru se s for long periods of 
tim e in cells, w ithout causing 

' any  apparen t disease.
Som e exam ples of. common 

RNA v iruses th a t do not 
c ad i*  c an c e r but m ay have- 
the capacity  to form provi- 
ru ses * a re  . influenza,

. raeasle*,. m um ps' and polio 
v iru se s^ ”1. .  ■ •■ - —

- . Sim pson Showed in labora­
tory experim ents that provi- 

Iru se s derived -..from-, the 
'm e a s le s  v irus and the respir- 
•' s to ry  - s y n c y t ia l . virus (a 
(jcause o f  re sp ira to ry  disease 
.’;i» .ne ivbom  babies) can'exist



Expert links AIDS 
to bovine viruses
By PHILIP M. BOFFEY
New York Times

; W A SH IN G TO N  -  J e re m y
• R ifk in , an  o u tsp o k en  c r itic  o f
i gene tic  en g in ee rin g  a n d  o th e r
; b io te c h n o lo g ie s ,  M o n d a y
; a sk e d  th re e  fed e ra l agencies
• to  d e te rm in e  w h e th e r  c a ttle  

v iru ses  p la y  a  ro le  in  causing
; A ID S.

In  a p e titio n  su b m itte d  to  
th e  A g ricu ltu re  D ep a rtm en t, 
th e  F ed e ra l C en te rs fo r Dis- 

! ease  C on tro l an d  th e  N a tio n a l 
: In s titu te s  o f H ea lth , R ifk in
• ca lled  th e  c a tt le  v iru se s  " a n  
. e x t r a o r d i n a r y  p o t e n t i a l

th re a t  to  p u b lic  h e a lth ."
R ifk in  sp ecu la ted  in  an  in ­

te rv ie w  th a t  th e  A ID S v iru s  
m ig h t have  evo lved  from  c a t­
tle  v iru ses, o r  th a t  th e  c a ttle  
v i ru s e s  m ig h t th e m s e lv e s  

; p la y  a ro le  in  th e  d ev e lo p ­
m en t of acq u ired  im m u n e  de­
ficiency sy n d ro m e in h u m an s.

; T he p e titio n  c ited  sc ien tific
' p a p e rs  in d ic a tin g  a "c lo se  co r­

re la t io n "  b e tw een  th e  H IV , o r  
h u m an  im m unodefic iency  vi- 

‘ ru s , th a t  causes A ID S in  hu- 
; m ans, an d  a v iru s  found  in 
; c a tt le  ca lled  bo v in e  v isn a -lik e  

v iru s  o r  bo v in e  im m unodefi- 
I ciency-like v iru s . T he p e titio n  

w arn ed  th a t  a range  o f vi- 
; ru ses " e x is t in  d om estic  ani- 
■ m a l herds in  th e  U .S . and

. ■ th u s  could pose a p o te n tia l
I h e a lth  h a z a rd ."

I t also  sp ecu la ted  th a t  th e  \  
/  c a tt le  v iru s , BIV, m ig h t h av e  \

/  in fec ted  cell c u ltu re s  u sed  to I
/  m a k e  som e h u m an  vaccines, /
(. p e rh ap s  th e re b y  c o n tr ib u t in g '

N  to  th e  g lobal sp re a d  o f A ID S.
H ow ever, tw o of th e  sc ien ­

tis ts  w hose papers w ere  c ited  
by  R ifk in  expressed  doub t in 
in te rv iew s th a t th e  c a ttle  v i­
ruses p lay ed  any  ro le in  caus­
ing AIDS.

One of them , Dr. M atthew  
A. G onda. a v iru s  ex p ert w ho 
has p erfo rm ed  d e ta iled  s tu d ­
ies of the  s tru c tu ra l and  ge­
ne tic  m akeup  of BIV as com ­
p ared  to the  AIDS v irus, sa id  
th a t  th e  tw o  w e re  c lo se  
enough to be considered  m em ­
bers  of the  sam e fam ily  of 
v iru ses, called  len tiv iru ses.

In fact, G onda and  his co l­
le a g u e s  a t  P ro g ra m  R e ­
sources. Inc.. w hich conducts 
research  fo r the N ationa l C an­
c e r  I n s t i tu te  in  F re d e r ic k ,
Md.. have proposed th a t th e  
c a ttle  v iru s  be used as a mod- Y
el fo r stu d y in g  the  AIDS vi- _
rus. B ut th e  ca ttle  v iru s is n o t 1
close enough to be considered  1
th e  p ro g en ito r o f the  A ID S 8
v iru s  o r  th e  cause of A ID S, 
G onda said .

“ I d o n 't  th in k  th a t BIV 
c o u ld  c a u se  A ID S  in  h u ­
m an s ,"  he sa id . " I  don ’t w an t 
peop le  to say  th is  is an  AID S 
v iru s. I t ’s no t som eth ing  th a t 
som ebody should  be a fra id  
w ill jum p  in to  hum ans or th a t  
s h o u ld  m a k e  p e o p le  f e a r  
cow s."

The second expert, Dr. M ar­
tin  J . Van d er M aaten, of th e  
A g ricu ltu re  D ep a rtm en t’s N a­
tio n a l A nim al D isease L abo­
ra to ry  in  Ames, Iow a., w ho 
f irs t iso la ted  BIV from  ca ttle , 
sa id  he believed  th e re  w as 
"v e ry  l i t t le  chance of it  in ­
fecting hum ans."
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Children’s Diseases Increase 
As Vaccinations Decline

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 the 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.

Officials are worried about minor problems becoming major
By Michael Specter
Washington Post Staff Writer
C ases 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 health 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. Everett Hoop. "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 ?s the disease is still out there, 
it cannot be ignored.”

Many health officials believe that 
parental fears about bad reactions 
to vaccines have been 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 220,000—have 
reactions that cause permanent 
damage.

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

j — J

J

h 3 D ------------------------------
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milimianmi
Mi l l

Year Polio Measles Rubella Mumps DPT*

1980 80.7% 83.0% 83 2% 80.2% 87.0%
1981 80.9 81.5 83.9 79.1 87.6
1982 78.6 84.3 81.1 79.0 88.4
1983 78.6 83.9 8 J .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 9 0 0 90.0 90.0

’ Diphtheria, pertussis ar.d tetanus
NOTE: Full immunization lor DPT and polio at this age is delined as three ur more vaccinations.
SOURCE: Centers 1 or Disease Control

THE WASHINGTON POST

S tatistics 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 
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
cent.

The final appropriation for the 
program in fiscal 1988 has been set 
at $86 million, $8 million below the 
full authorization level. That figure 
is slightly higher than current lev­
els, but the price per dose of vac­
cine for measles, mumps and rubel­
la has risen sharply over the past 
decade from $2.42 in 1975 to $8.47 
last year, according to the report.

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

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, 
and the number of poor and unin­
sured children rose dramatically. 
Between 1982 and 1985 the num­
ber of uninsured cliildren increased 
by more than 16 percent. “It all 
boils down to dollars," Narkewicz 
says. “But this makes sense eco­
nomically as well as medically." ■
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Diphtheria-Tetanus-Pertussis Immunization 
and Sudden Infant Death Syndrome

A l e x a n d e r  M. W a l k e r , MD, DrPH , H e r s h e l  J i c k , MD, D a v i d  R. P e r e r a , MD. MPH. 
R o b e r t  S. T h o m p s o n , MD. a n d  T h o m a s  A. K n a u s s , MD, P h D

Abstract: We com pared the recency o f diphtheria-lctanus- 
. m issis (DTP) imm unization in healthy children with birthweights 

;:ter than 2500 gms who died o f sudden infant death syndrom e 
;)S) to that o f  age-m atched refercni children, using a modified 

•control analysis. Focusing on very narrow  time intervals 
• .ving im m unization, we found the SIDS m ortality rate in the 
,-J zero to three days following DTP lo be 7.3 times that in the 
.cd beginning 30 days after imm unization (95 per cent confidence 
-.■.•>1.1.7 to 31). T he m ortality rate o f non-immunized infants was

6.5 times that o f immunized infants o f  the same age (95 per cent C l. 
2.2 to 19). The latter result and lo som e extent the form er appear to 
beascribab lc  to known risk factors for SID S. Although the m onality 
ratios for SIDS following DTP. as estim ated from this study, are high 
the period o f apparently elevated risk was very short, so that only a 
small proportion o f SIDS cases in infants with birthweights greater 
than 2500 gms could be associated with DTP. (.4/// J Public Health 
1987: 77:945-951.)
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Sudden infant death syndrome (SIDS) has been reported 
possible complication o f pertussis immunization on a 

. ier of occasions and despite studies which have been 
•'■’l eted as unsupportive o f the idea, a causal relation has 

:en ruled ou t.1-7 There is some a priori credibility to the 
■thesis that pertussis vaccination might induce a fatal 
■;:anization o f respiratory control in susceptible infants. 

:• systemic reactions are common,8 and pertussis vac- 
thought to have rare but serious neurologic sequellae.9 

icr vital statistics on infant death nor case reports are 
..elpful for the elucidation of a iink between SIDS and 

" ;>sis vaccine, since the period o f highest risk for SIDS 
. .ides in the United States with the recommended dates 
/rst two diphtheria-tetanus-pertussis (DTP) immuniza- 

> Formal analyses must moreover contend with the 
icntial distortive effect o f risk factors for SIDS that in 
: '..selves influence pertussis immunization schedules: pov-

• •. and low birthweight10 are prominent in this category.
The present study was designed to re-examine the 

h'-poihesis that DTP vaccine might be associated with an 
leivased risk o f SIDS in the first year of life. We have been 

vriunate in having access to complete medical records and 
I’umications of death in a well-defined population. In order to 
clarify the examination of an outcome thought to have many 
possibly independent causes,10 we further focused attention on 
children possessing no obvious medical risk factors for SIDS.

^ litho tls
Group Health Cooperative of Puget Sound (GHC) is a 

consumer-owned health maintenance organization founded in 
1945 u  hich provides its members with full coverage for virtually 
oil aspects o f outpatient and inpatient medical care. According 
io internal surveys, the GHC population is 90 per cent non- 
Hispanic White: 92 per cent o f members over the age of 18 have

■xlilrcss reprint requests to Alexander M. Walke.% MD. D rPH . Boston
* "'••‘•’ I ' r u i i v c  Drug Surveillance Program. Boston University Medical Center, 
•'"i-1 rotten Pond Road. Waltham, MA 1)2154. He is also with the Department 
■1 I pidcmiology, Harvard School o f  Public Health. Boston. D r. Jick is also 
oth the Boston Collaborative Drug Surveillance Program: Drs. Perera. 
H 'om pson . and Knauss arc with Group Health Cooperative o f Puget Sound, 
cattle, W .\. This paper, submitted to the Journal December 16. 19X6, was 
vvivul and accepted lo r publication March I. 19X7.
•hliir's Siiiv: See also related editorial p 925 this issue.

P in : American Journal o f  Public Health 0090-0036/X7SI.50

completed high school, and two-thirds have had more than 12 
years o f education. Unemployment among GHC members was 
4 per cent in 1985. GHC maintains its own clinics, hospitals, and 
a centralized pharmacy to serve its membership, which now 
exceeds 309,000 persons. Since 1972, all hospital discharges 
have been recorded in a machine-readable format and can be 
linked with GHC's membership file and with computerized 
death records from the State of Washington. All pharmacy 
prescriptions and refills have been recorded since July 1976 and 
can be similarly linked to the other GHC data bases. Coded 
abstracts of GHC's computerized files, including archival rec­
ords, are maintained by the Boston Collaborative Drug Sur­
veillance Program to facilitate joint research.

The study population for the present report consists o f 
all apparently healthy infants of birthweight greater than 2500 
grams born in GHC hospitals from 1972 to 1983. who were 
subsequent users o f GHC services, and for whom all medical 
records were retrievable in 1985 and 1986. the period during 
which this investigation was carried out. There were 35,581 
deliveries at GHC hospitals during the period of study. An 
analysis o f a random sample of records (see below) indicates 
that 75 percent of these deliveries were o f infants eligible for 
the present investigation. The surveyed population experi­
ence thus comprises the immunization and mortality of  
approximately 26,500 infants. These infants remained under 
surveillance, and therefore in the study population, for the 
duration of their families’ membership in GHC.

All deaths occurring from 1972 through 1983 among 
GHC members from 30 to 365 days o f age were identified by 
linkage of GHC membership files to State records. These 
deaths were reviewed in a two-step process. First, all deaths 
which on the basis o f death certificate diagnosis, hospital 
discharge data, and pharmacy use taken together could be 
clearly ascribed to causes not related to immunization were 
excluded. All remaining records were then abstracted in 
order to determine cause o f death in cases in which comput­
erized data left room for doubt. Copies o f death certificates 
and autopsy results were sought whenever cause of death 
was not evident from attending physicians' notes.

SIDS was defined as any death for which no cause could 
be discerned among infants o f normal birthweight and with­
out predisposing medical conditions born at GHC hospitals in 
the years 1972 through 1983. The case series consisted of all 
29 SIDS deaths, so defined. Although an autopsy compatible 
with SIDS was not required for eligibility for this study, all 
but one of the eligible cases had been autopsied. and the
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autopsy diagnosis was in every case SIDS. An additional 14 
deaths certified as SI DS occurred among GHC members over 
the age o f 30 days. These have been retained for some of the 
descriptive material, as described below, and are presented 
in some detail in the Appendix, but they did not enter into 
formal analyses.

The overall incidence o f SIDS was estimated by dividing 
the number of deaths (including low birthweight and medi­
cally predisposed cases) by the number of infant years at risk 
in the age range 30 to 365 days.

The timing o f DTP administration was determined for the 
case group by abstracting each infant's lifetime outpatient 
record. The timing of immunization in the population giving 
rise to the cases was estimated by examining 262 records of 
infants with birthweight >2500 grams, without medical con­
ditions placing them at high risk for SIDS, and receiving their 
primary medical care at GHC during the period under review. 
These reference records were the complete set of eligible 
records identified out of 350 randomly selected records of 
children born at GHC hospitals. (The list o f 350 records 
reviewed comprised 50 records identified at random from 
computerized files o f children born in each o f the years 1972, 
1974. 1976. 1978, 1980, 1982 and 1984.) The sampled target 
population may be estimated to constitute about 75 per cent 
(262/350) of all births at GHC. Most o f the first two DTP 
immunizations were accompanied by oral polio vaccine 
(OPV) through 1979. From 1980 the first OPV appears to have 
been given often in conjunction with the second DTP. All 
DTP and OPV administrations took place in a GHC clinic.

Each case was compared to all the reference children 
born in the calendar year closest to the case's date o f birth, 
and immunization status was evaluated from the primary 
medical record for the case and all o f the corresponding 
reference children as of the case’s age in days at death. 
Immunization status was categorized as “ No pertussis vac­
cine to date." “ Last immunization within the past three 
days." "Last immunization within four to seven days,” 
"Last immunization within eight to 29 days,” and “ Last 
immunization 30 or more days earlier." Split vaccine doses 
were counted as separate immunizations.

Variation in mortality from SIDS in relation to DTP 
immunization status was calculated by means of a matched 
case-control analysis"  performed in G L IM ,12 using 
Whitehead's15 algorithm. All analyses were carried out both 
with and without matching on calendar period, with essen­
tially identical results. Analyses presented in what follows 
retain the period matching. Since no SIDS victim studied was 
born after June 30. 1983. the 1984 reference group was not 
invoked for the period-matched analyses, and the reference 
series used in the period-matched analyses numbered 225 
infants. All reference series children were counted for the 
graphical displays.

Confidence intervals for the relative mortalities in the 
crude analyses of Tables 2 through 4 were derived by 
considering pairs o f case counts to be distributed as binomial 
variables and obtaining the binomial counterpart o f Corn­
field's" limits, without continuity correction. A product-limit 
estimate15 was used to calculate the cumulative probability of 
immunization in children excluded from the study.

Results

Case Characteristics

Some details o f the 29 case histories are listed iri Table 
1. Corresponding data for 14 deaths ascribed to SIDS in

GHCmembers who were not part o f the study population are 
listed in Appendix Table A 1. Thirty-nine of the total 43 cases 
identified on their death certificates as SIDS occurred in 
children born •■H GHC hospitals, during a period that encom­
passed 27,940.6 infant years o f observation, giving an overall 
mortality o f 1.4 ases per 1,000 infant years at risk.
Never Immunized 1 ifants

Six of the ~'i infants had not received pertussis vaccine 
at the time r , their death (Table I). This proportion is 
compared to that expected (1.56 out o f 29) and further 
analyzed in Table 2. The relative mortality can be approxi­
mated by the cross product o f Table 2, giving (6 x  27.44)/(23 
x 1.56) =  4.6. The formal matched analysis yields an estimate 
of 6.5 fold increase in mortality o f never-immunized over 
ever-immunized infants (95 per cent Cl 2.2 and 19).

At the lime o f their deaths, all but one o f the non­
immunized had passed the 95th percentile o f the population 
distribution of age at first DTP (Figure 1). In order to 
determine whether any common circumstances related to 
risk o f SIDS affected their immunization schedules, we 
reabstracted the charts o f the non-immunized SIDS victims 
for data on social characteristics and utilization of medical 
care. Four out of six mothers were single parents, three of 
whom were unemployed, and two o f whom were receiving 
public assistance, Physical abuse, at least o f the mother, 
appears to have characterized one other family.

Although at least five of these infants who died before 
recorded DTP immunization (and/or their mothers) appeared 
to be using GHC services in the interval between delivery and 
the infant’s death, it is conceivable that the mother might 
have sought infant immunizations elsewhere. We identified 
and contacted all well child clinics operating near the homes 
of these children or near the homes of other possible 
caretakers listed in the chart, such as grandparents. None of 
these clinics had any record o f visits o f any kind by any of the 
children in question.

- Immunized Children

We analyzed SIDS mortality among immunized children 
by a procedure analogous to that above, except that non­
immunized cases were deleted and non-immunized reference 
group members were omitted from every matched set. There 
was an important decline in SIDS mortality rales over the 
days following immunization (Table 3). Four infants died 
within three days o f DTP (three following the first immuni­
zation, one following the second) yielding an estimated age- 
and period-adjusted relative mortality rate o f 7.3 (95 percent 
Cl 1.7 to 31) by comparison to children immunized at least 30 
days earlier. Age-adjusted mortality declined gradually over 
the four weeks following immunization. It should be noted 
that the confidence intervals for relative mortality in the 
fourth through 29th days following immunization extend well 
below one and therefore into the range of a mortality deficit. 
The overall mortality in the period 0 to 29 days following DTP 
was 2.9 times that in the period 30 or more days after 
immunization; the 95 per cent Cl was 0.93 to 9.1. The data 
therefore do not rule out the possibility of a compensatory 
decline in SIDS mortality after a brief post-immunization 
rise.

Reabstraction of the medical records o f the four children 
dying soon after immunization for indications of non-medical 
risk factors for SIDS was not productive o f  the kinds of 
indicators of risk found with the non-immunized cases. 
However, an indirect indicator of postnatal care, the date of 
first DTP immunization, was somewhat delayed in three of
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TABLE 1— SID S Deaths In Ch ild ren w ithout P red isposing  Medical Conditions Born  at G roup Health Cooperative o f Puget Sound

Days No. o l
Age al Since DTPs

■'jiienl Birth Month/Year Death Last Preceding Autopsy
it Sex Race* Weight of Death (days) DTP Death Diagnosis Observations

1 F W 2982 8/72 160 ____ 0 (S ID S )0 post mature
2 M W 3863 10/72 167 6 3 S ID S '
3 F W 3579 1 2 7 2 102 3 2 (S IDS )

F W 3124 1/74 117 25 2 (S IDS )
f t F A 3323 1/74 60 14 1 SIDS
5 M W 3295 10/74 78 25 1 (S IDS ) twin

M V/ 3380 11/74 133 20 2 (S IDS ) history o f fracture o f 
nght humerus. 
?child abuse

3 M W 3240 12/75 52 5 2 SIDS
g F 8 3039 12/76 87 — 0 SIDS

•5 M W 3721 4/77 80 14 1 SIDS
M W 4346 7/77 77 49 1 SIDS

i F W 2897 11/77 87 42 1 SIDS
i M W 3607 12/77 115 44 1 SIDS

M W 3493 2/78 175 28 1 SIDS
F W 2812 7/78 56 13 1 SIDS
F W 3636 8 7 8 277 137 2 SIDS
F W 3437 1 2 7 9 60 31 1 SIDS
F Al 3266 2 8 0 78 0 SIDS (ever, vomiting. 2 

days before 
death

M W 4090 4/80 84 — 0 SIDS
M W 3238 6/80 114 72 1 SIDS
M W 3266 7/80 81 37 1 Refused
F W 3550 8'80 134 — 0 (S IDS )
M W 3777 8/81 58 2 1 SIDS
M W 3181 11/81 59 — 0 SIDS
M W 4573 1/82 103 2 1 SIDS
M W 3181 7/82 134 95 1 SIDS
M W 3493 8/82 46 0 1 SIDS family disruption
F A 2925 9/82 53 9 1 SIDS
M W 4402 1/83 178 45 2 S IDS

~'*co: A—Asian. A l—American Indian. &—BlacK. V/— White
-JDS) autopsy performed and recorded on Death Certificate as supponive o l diagnosis o l S IDS. Put original documentation no longer available. 
- 3 3  full autopsy results available and supportive o l diagnosis.

AS! H 2—SIDS Mortality In Re la tion  to DTP

DTP Immunization Status

Never Ever Total

Observed Case Distribution 6 23
- 52- and Period-Matched
mcected Case Distribution* 1.56 27.44
-eiative Mortality

crude Analysis0 4 .6 1.0
5 5 S  Conlidence Limits (1 .9 ,11 )
‘•'atched Analysis' 6 .5 1.0
55% Confidence Limits (2 .2 .19 )

Based on immunization histories in a random sample o f children born at Group Health“ tsctats
Calculated as: (6 -1 .56 ) (23 2 7 .4 4 ) -  4 6 .
Age- and period-matching accounted lo r in analysis (see  (ext).

thcse children (including Case 3. whose death followed Ihe 
'ceond DTP administration). Figure 1 plots these ages at first

1 P and those o f the remaining SIDS infar's.
Three of the cases dying shortly after immunization did 

during a 13-month span beginning in August 1981. For 
these children, it was possible to identify the lot numbers of 
ihe vaccines used. The infants had each received vaccine 
Irom a different lot: the lots came from two different manu­
facturers. Of the four children dying shortly after DTP. only 
1 ase 3 had had a concurrent OPV.

Discussion

The major finding of the present study is an apparent 7.3 
fold elevation in the risk for SIDS in the first four days 
following immunization with DTP in the first year o f  life. In 
addition, children without any DTP immunization had a SIDS 
mortality more than six times higher than those who had been 
immunized. All o f the children who died without immuniza­
tion had already passed the normal ages o f first DTP immu­
nization at Group Health, as had a majority of those children 
who died within a few days of immunization.

Delay in immunization of high-risk infants might lead 
both lo an elevated risk in the never-immunized and to a 
foreshortening of the interval between immunization and 
SIDS in the immunized. Both phenomena could operate in 
the absence of any causal connection between immunization 
and risk of SIDS death, and could account at least in part for 
the results oblained here. Review of the individual non- 
immunized cases suggested a high prevalence of factors that 
might well lead to a delay in immunization and which are 
known to predispose to SIDS. Although these elements are 
not in themselves entirely sufficient to explain the observed 
risk elevation, both the pattern itself (high risk o f SIDS 
associated with absence o f immunization) and probable 
confounding by socioeconomic factors have been observed 
previously.4-6 Data reported from a prospective study of 
SIDS in Sheffield. United Kingdom4 yield a crude SIDS
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FIGURE 1— Timing of first DTP in immunized SIDS cases, and o f death In the non-immunized. Arrows are on the non-immunized to emphasize that date or first DTP 
would have been later than the date Indicated fo r death. Vertical lines give (he percentiles o f the cumulative distribution o f age at first DTP in the reference series. Time 
o f first DTP serves here as an index o f timeliness o f postnatal care. The proportions o f cases beyond the 75(li percentile or the reference distribution are: non-immunized. 
IOOft; recently Immunized, 759c; others, 26% . The first two categories o f infants experienced delays in their postnatal care.

TABLE 5—SIDS Mortality am ong the Immunized In Re lation to Post- 
Immunization Interval

Days Since Last DTP

0 -3 4 -7 8 -2 9 30+ Total

Observed Case Distribution 4 2 8 9 23
Age- and Period-Matched

Expected Case
Distribution* 1.36 1.56 8.23 11.85 23

Relative Mortality
Crude Analysis* 3 .9 1.7 1.3 1.0
95%  Confidence Limits (1 .3 ,12 ) (0 .41 ,6 .9 ) (0 .51 ,3 .2 )
Matched Analysis* 7.3 3.1 1.9 1.0
95%  Confidence Limits (1 .7 .31 ) (0 .52 .19 )

2.9
(0 .93 ,9 .1 )

(0 .53 ,6 .9 )

'Non-immunized excluded Irom reference series.

relative risk of 2.4 for never immunized as compared to 
age-matched immunized children. The N1CHD Cooperative 
Epidemiological Study o f Sudden Infant Death Syndrome6 
found crude relative risks of about two for SIDS in unimmu­
nized infants compared to those who had received DTP in 
both Whites and Blacks.

All candidate explanations for the observation of in­
creased risk of SIDS in nonimmunized infants hinge on an 
artifact o f some sort. SIDS rales in the UK did not rise and 
fall with the mass abandonment of pertussis vaccination, nor 
with the ensuing epidemics of pertussis.17 It seems therefore 
unlikely that pertussis immunization protects against SIDS, 
as for example by aborting an idiosyncratic, fatal reaction to 
Bordet ell a pertussis.

Several factors mitigate also against acceptance of the

data on immunized children (Table 3) as evidence for a simple 
causal association. A delay in the immunization schedule 
among high-risk infants could produce an increase in the 
number of short intervals between immunizations and death, 
if immunizations were postponed from an age o f lower risk 
(six weeks) to one of higher risk (eight to 16 weeks). The 
relatively small number of SIDS cases in the present study 
also admits the possibility of substantial random error.

Preceding investigations o f the relation between SIDS 
and DTP have been subject to a variety of interpretations, 
partly because o f  differences in methodology. Table 4 
presents an attempt to abstract elements common to this 
earlier work. For various time intervals following immuni­
zation, Table 4 gives the number of SIDS rases reported and 
the durations of the intervals. A crude relative mortality has 
been calculated in Table 4 as the ratio of two ratios: (deaths 
in interval/duration of interval) divided by (deaths in last 
reported interval/duration of last reported interval). The 
rationale for this comparison is that the number of child days 
at nsk in the populations giving rise to the SIDS cases in 
various time intervals must be. to a very close approxima­
tion, proportional to the length o f the interval. Thus, for 
example, Baraff, et al,6 reported five cases in the 3.5-day 
period 0-3 days following DTP and nine cases in the 22-day 
period 8-29 days following DTP. If the number of children at 
risk is N, then the ratio of SIDS daily mortality rates in the 
two periods is [5/(3.5 x N)]/[9/(22 x N)] =  (5/3.5)/(9/22) =  5.4. 
To the extent that immunizations occur in periods of declin­
ing risk for SIDS, the comparisons in Table 4 are somewhat 
biased toward higher relative mortality in the earlier inter­
vals. Two o f the studies tabulated were undertaken in 
response to reported deaths; the index deaths and the 
mortality ratios obtained by the inclusion o f the deaths that
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TABLE 4— Case Series o l S ID S  Preceded by Pe rtu ss is  Vaccine Relative Mortality Interred from  Ratios o l C ases to Days-at-R lsk

Source

Period I Period II Period III

Definition Duration* Cases Definition Duration Cases Definition Duration Cases

(D T P
Tlnr.:
nlzed.

nier. et al. (ref 2)
:.la

.lative Mortality0 
•a Cl 

(rel3)
•i

.live  Mortality 
Cl

.n et al. (ref 4)

: ve Mortality
Cl
w d  Emery (ref 5 )

!
ive Mortality 
Cl

e: ai. (ref 6)

.live Mortality 
Cl 

fref 7)
.■i Mortality
Cl
Study 

• < ve Mortality

0 -3  days 3.5 3 (+ 4 )c

1.7 (4.0)
0 .5 2 -5 .7  (1 .6 -1 0 )

0 - 3  days 3 .5 9 (+ 3 )

2 .3 (3 .0)
1 .0 -5 .0  (1.4—6.2)

24 hours 1 2
0.85 

0 .23 -3 .2

0 - 2  days 2 .5 1
2.8 

0 .4 1 -2 0

0 -3  days 3 .5  9
5.4 

2 .3 -1 3

0 -3  days 3.5 4
0.63 

0 .2 4 -1 .7

0 - 3  days 3 .5 5
3.5

1 .2 -9 .9

4 -7  days

4 -7  days

1 -1 4  days

3 -7  days

4 -7  days

4 -7  days

4 -7  days

2 .5
0 .9 1 -6 .9

1.0
0 .3 7 -2 .5

14
1.0

5
0

0 -5 .4

4
4 .2

1 .7 -1 0
4
1.5

0 .7 9 -2 .9

4
1.4

0 .3 3 -5 .7

5 6 -2 9  days 22

1.0

5 8 -2 1  days 14

1.0

33

0  8 -2 8  days 21
1.0

8 8 -2 8  days 21
1.0

11 8 -2 8  days 21
1.0

2  8 -2 9  days 22
1.0

11

16

10

38

nple
dule

the
•ath,
risk
The

tudy

IDS 
ons. 
Ic 4 
this 

iuni- 
and 
has 

aths 
last 
The 
lays 
s in 
ma- 
for 

day 
day 
n at 
the 

5.4. 
:lin- 
.’hat 
ter- 
t in 
the 

that

0 .8

' 0  counted as O.S days un less authors state to contrary.
•• .-.live mortality ((deaths in interval) (days in interval)) ((deaths In last interval) (days in last interval))
. vee rs in parentheses are based on inclusion o l additional cases that prompted the investigation in question.

o  entries derived Irom percentages reported in the original. 
k  b  entries derived Irom graphical presontalion in the onginal.

npicd the studies are given in parentheses. In the line 
e-ponding to the present study, the otherwise eligible 

• o  who were excluded for not having been born at a GHC 
••pti.il are reintroduced.

I lie studies presented in Table 4 vary enormously in the 
ei.nl of data acquisition and in the thoroughness o f analysis, 

..nation which is not retlccted in the table. Although, 
•ntoruinately, the full text o f Solberg’s7 report has had only 
anted distribution in English (in the form of an NIH Library 

' i.iitvlation), its negative result should be given especially 
•ert.His consideration. Of all the investigations listed, only 
“ ••it one is comparable to the present study in that: 1) analysis 

■ the DTP-SIDS relation was a primary initial objective of 
::,c "^search: 2) case identification and exposure ascertain* 

■cut were based on medical anu vital statistics data of a 
•ei.itively standard format and accessibility for all the popu- 
'tion covered; and 3) the data have been fully reported (i.e.. 
"I only in an abstract or letter form).

"hile the results o f the present study are worrisome, 
■sw do not constitute an appropriate basis for any specific 

•*:ion other than a thorough examination of data from other 
•t irces . first, the study is confined to children at a low 
ocline risk lor SIDS. There were not enough births at GHC 

•' Permit an approach to the question of vaccine risks in low 
ir ih u  eight or ill children, but the sparse data available do not 

■ .oil..tie an elevated risk in that group (see the Appendix), 
•en ti all the SIDS occurring within three days after 

•"'luni/ation were due to DTP. immunization practice 
d not have accounted for more than about 10 percent of

JpH August 1987. Vol. 77. No. 8

SIDS cases at GHC. The possibility of compensatory decline 
in mortality after an initial rise cannot be ruled out.

In the absence o f infant immunization programs there 
would have been a substantial risk of pertussis itself,18 a 
serious illness requiring hospitalization for the great majority 
of infected children under six months of age and resulting in 
death for about one infant in a hundred.19 Even a six-month 
postponement in the currently recommended US schedule 
for DTP immunizations is thought to entail serious potential 
consequences.20

The present study was one whose logistics were not 
complex, given the health maintenance organization (HMO) 
in which it was carried out. It should be replicable in any 
population with a defined infant membership, clear immuni­
zation records, linked death files, and reasonably complete 
autopsy data on children. Since many HMOs and govern­
mental programs meet these minimal criteria, it should be 
possible to organize routine administrative data into vaccine 
surveillance system s caoable o f addressing the questions 
raised here.

Reevaluation o f the immunization status of a single 
reference group at difierent ages for different cases produces 
a variant o f  casc-control studies which has been termed a 
"case-cohort" design, since the evolving exposure status of 
the reference series mirrors that o f the underlying cohort.11 
When the cases are few by comparison to the size o f  the 
reference series or when the exposure status at one time is a 
weak predictor of exposure status at another time, the 
appropriate analysis is just that o f a matched case-control
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TABLE A l— Sudden Unexplained Death in GHC Infants W ho Were Not Mombers o f the Study Popu la tion

Patients Sex Race*
Birth

Weight
Month Year 

o l Death
Age at 
Death 
(days)

Days
Since
Last
DTP

No. o l 
DTPs 

Preceding 
Death

Death
Certificate
Diagnosis

Autopsy
Diagnosis Reason (or Ineligibility

x1 F Al 1647 1 0 7 3 161 _ 0 SIDS SIDS0 Low birthweight
x2 M W 1619 8 7 4 93 — 0 SIDS (S ID S )C Low birthweight
x3 M W 2727 5 7 7 76 0 S IDS S IDS Failure to thrive, PDA. 

hospitalized lor 
pneumonitis x  22 
days, discharged 2 
days before death

x4 M B 2101 1 0 7 8 47 18 1 SIDS SIDS Low birthweight
x5 F W n/a 1 2 7 8 182 3 3 S IDS Rolused Not born GHC
x6 M W 1220 10/80 52 — 0 SIDS Not performed Low birthweight
x7 F W 2100 1 2 8 0 228 78 1 S IDS SIDS Low birthweight
xS F W n/a 1/81 217 148 2 SIDS Not available Not born GHC
x9 M W n/a 10/81 124 71 1 SIDS Not available Not born GHC
x10 M W n/a 11/81 64 17 1 SIDS S IDS Not born GHC
*11 M W 2868 1281 88 45 1 SIDS S IDS Severe birth asphyxia, 

Neonatal Group B 
strep sepsis

x12 F B 2073 3/82 76 34 1 SIDS S IDS Low birthweight
x13 M W 1350 5/82 77 49 1 SIDS Not performed Low birthweight
X14 F W 2329 9/83 91 43 1 SIDS S IDS Low birthweight

•Race: Al = American Indian. B = Black. W -  White 
CSIDS lull autopsy results available and supportive o l diagnosis.
'(S IDS ) autopsy performed and recorded on Death Certificate as supportive o l diagnosis of SIDS. bt< original documentation no longer available.

study (R. L. Prentice, personal communication). The vari­
ance o f estimates arising from a case-cohort study tend to be 
smaller than those of more traditional designs. In the present 
instance, however, all error estimates were determined 
principally by the relatively small numbers of cases, and so 
the advantage was small.

APPENDIX
SIDS Deaths in Children Not Members of the Study 

Population
Fourteen GHC members who were not from ihc study population were 

certified as having died o f S ID S  at age 30 days o r older during the years 
1972-83. Eight had birthweights below 2500 grams, two had lifc-lhrcatening 
medical conditions, and four were not born at GHC hospitals. Although these 
children could not be entered into the formal comparisons, some o f their case 
data arc presented in Table A I in order to provide a complete portrait o f S IDS 
at GHC.

The prevalence o f immunization among the S ID S  cases excluded for 
medical reasons exceeded 50 percent only at I50days o f life. This observation 
tends to confirm the anticipated relation between medical risk factors fo r S IDS 
and delay in immunization. As a group, very high-risk infants may therefore 
not be exposed to pertussis vaccine at an age comparable to that o f  lower risk 
children. None o f the 10 high-risk children who died o f S IDS at GHC had had 
a DTP in Ihc two weeks preceding death.

The fou r cases ineligible because o f not having been born at a GHC 
hospital teases x5. x8. x9 and xIO) had unremarkable DTP immunization 
histories. The intervals between DTP and death in these children ( 3 . 17 .7 1 , and 
1-18 days) were similar to those o f the eligible cases, and addition o f these 
deaths to the case scries would have strengthened the associations documented 
in Table 3.
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Uniquo AIDS Library Available on Colleague

Since this Journal went “ on-line” with the electronic publishing activity called Colleague in July 
1985— one o f the first journals to be included in the BRS/Saundcrs Colleague Program— the program has 
expanded greatly and now includes over 60 professional journals and health-related periodicals.

To assist those who are trying to keep up with the literature and latest information on AIDS 
(acquired immunodeficiency syndrome), Colleague is developing a comprehensive library o f databases 
devoted exclusively to AIDS. The AIDS Library includes:

LIBRARY DATABASES

AIDS Abstracts from the Bureau of Hygiene and Tropical Diseases
AIDS Articles from Colleague’s Complete Text Library
Medical and Psychological Previews
MEDLINE References on AIDS
PDQ Cancer Information
PDQ Protocols

LABEL

AIDD
AACC
PREV
MRAI
PDQC
PDQP

BRS has created  two o f these files, AACC and MRAI, and is the only place you can find these unique 
collections:

•  A ID S Articles fro m  Colleague's Complete Text Library (AACC) is a collection of full text articles 
on AIDS taken from the Colleague Journal Collection—JOUR. AACC is exclusively devoted to 
the subject o f AIDS. I’

•  M E D L IN E  References on A ID S (M RAI) consists o f citations and abstracts from MESH w hich 
deal with all aspects o f AIDS.

•  A ID S  A bstracts fro m  the Bureau o f  H ygiene and Tropical D iseases (AIDD) is produced by the 
Bureau o f Hygiene and Tropical Diseases in the United Kingdom. The Bureau scans the 
published literature on AIDS and then creates the records for AIDD. Only articles that represent 
good work and that are new. important and relevant are fully abstracted.

The A ID S K N O W LED G E BASE, a unique, new database on AIDS from San Francisco General 
Hospital, to be available this summer online on BRS, is designed for use by clinicians, researchers, 
nurses, public health personnel, hospital administrators, educators, and others working to combat 
AIDS. The A ID S KN O W LED G E B A SE  will evolve through continuous updating as new developments 
and practices emerge in this rapidly changing area, allowing users to keep current with all aspects of 
clinical practice and research.

For further information about this or other Colleague Program activities, contact BRS Colleague. 
BRS Information Technologies. 555 East Lancaster Avenue. St. Davids. PA 19087. or check the 
newsletter On Call, published bimonthly at BRS/Colleague, 1350 Avenue of the Americas. New York. 
NY 10019.
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EDITORIALS

DTP and SIDS: When Data Differ
The question of the possible relationship o f certain 

serious events and the administration o f diphtheria and 
tetanus toxoids and pertussis vaccine (DTP) to infants has 
resulted in considerable consternation among parents and 
health professionals, particularly in the United Kingdom, 
iapan, and the United States. Resolution o f these questions 
is not easily achieved, and all o f the answers are not available 
n spite o f considerable effort. The questions in particular 

revolve around the reactivity o f the pertussis component of 
DTP. The probable reason for this reactivity is that pertussis 
vaccine is not as refined as one would like, largely because 
t ie  relationship o f the organism’s biologic anatomy to im- 

:unity in man eluded investigators for many years, and only 
'cently shows prospects o f being elucidated. It is to be 
nlicipated that a more refined vaccine, limited to those 
•imponents of the organism that arc responsible for immu- 
.iiy, will ameliorate some of the concerns about DTP.1

Reports o f severe neurologic damage and death associ- 
ted with the administration o f  DTP date back many years.2 
o most physicians during the early years o f pertussis 
accine these reported events were probably deemed to be a 
mall price to pay for protection from a disease o f high 

mortality and morbidity. Only as the disease has nearly 
isappeared in the United States and other developed coun- 
ies, largely because of the vaccine, have these untoward 

:aciions loomed larger in importance.
The occasional untoward events temporally associated 

'•ith DTP that have been o f greatest concern are acute 
ncepha'opathy with permanent brain damage and the sud­

den infant death syndrome (SIDS).3 For three reasons, 
vorting out o f cause and effect relationships between these 
disorders and DTP has been most difficult epidemiologically.

•  First, seizures with or without permanent brain dam­
age in infancy occur for many reasons, known and unknown. 
Because the vast majority are not related to DTP, to deter­
mine whether a small fraction may be attributable to the 
vaccine is a complex task. The same may be said for SIDS; 
the vast majority o f these unfortunate events clearly bear no 
relationship to DTP, and determining that a very few are due 
to the vaccine, if such is the case, is very difficult.

•  Second, DTP is given to infants al 2, 4 and 6 months 
of age, a time in life when inherent, underlying neurologic 
disorders often become apparent or manifest as the child’s 
neurologic development proceeds or fails to proceed. The 
peak age-specific incidence o f SIDS is also between 2 and 4 
months.

•  Third, it is possible that fever and other systemic 
effects o f DTP may prematurely induce inevitable manifes­
tations of underlying central nervous system disease, such as 
■'Cizures.

Several attempts to answer these questions have been 
made in recent years. The remarkable National Childhood 
Encephalopathy Study (NCES). conducted in Britain in 
1976-79, compared the frequency of receipt of DTP in the 
recent past ,n 1,182 children w!:h acute encephalopathy with 
the frequency in a group of matched control children.4 During 
the week prior to onset o f encephalopathy, there was a slight 
excess o f affected children who had received DTP compared 
to the control group. Because the study population included

all children in Britain and because the numbers o f doses of 
DTP distributed were known, the investigators were able to 
estimate that encephalopathy with permanent brain damage 
occurred approximately once in a third o f a million doses 
administered. However, in this study there was also a small 
excess o f encephalopathy following DT and a deficit o f  
encephalopathy one to four weeks following DTP. Although 
neither o f these achieved statistical significance, they do 
suggest that at least some of the episodes of acute enceph­
alopathy associated with DTP comprised the premature 
precipitation o f  inevitable manifestations of an underlying 
disorder. Further, because the final risk estimates were based 
on only four children who may have had other unrecognized 
causes for their disorders, the authors concluded that en­
cephalopathy resulting from DTP, if it ever occurs, is 
extremely rare.3

The NCES also shed light on the possible relationship of 
DTP to infantile spasms.6 This disorder strikes approximate­
ly 1,200 children in the United States annually: its onset is 
usually between 2 and 8 months o f age. The NCES clearly 
demonstrated that DTP either brings out, or attracts the 
parents’ attention to. the characteristic symptoms o f infantile 
spasms a week oi two earlier than they otherwise would have 
occurred, but does not cause the problem.

Similar approaches to the possible relationship of DTP to 
SIDS have been undertaken. In the US for each of the three 
years, 1982-84, an average of 5,276 SIDS deaths occurred, 
fora rate o f 1.44 per 1.000 live births.7 Because the peak age 
incidence for SIDS is 8-10 weeks o f  age, it is to be expected 
that a proportion would occur in temporal proximity to 
receipt o f DTP by simple chance. Nonetheless, although 
SIDS existed long before DTP, it i: reason-'tie to suppose 
that in some instances SIDS might be precipitated by a 
systemic effect o f DTP, a supposition that is not easily 
studied.

Olher than anecdotal evidence there have been reports 
of five prior studies o f this question j8-12 a sixth by Walker, et 
al, appears in this issue of the Journal.13 Two o f the first five 
reports showed a relationship between SIDS and DTP. 
However, that of Torch is available only as an abstract and 
the data cannot be independently analyzed. Moreover, the 
report suggests considerable potential for ascertainment 
and/or recall bias. That o f Baraff, et al, has also been 
discounted because of potential recall bias, plus the fact that 
the data were not adjusted for week by week changes in the 
age incidence o f S ID S .14 The other three studies, if anything, 
show a reverse association o f DTP with SIDS, i.e ., infants 
who experienced SIDS are less likely to be immunized than 
control infants, perhaps in part due to socioeconomic factors.

The most recent of these is a large, multicenter case- 
control study conducted by the National Institute of Child 
Health and Human Development (NICH HD).l2The purpose 
of this study was to pursue clues as to the etiology o f SIDS, 
including vaccine administration. In this study each of 757 
infants succumbing to SIDS was matched with two control 
infants, one matched by birth date (control A), and one by 
birth date, birth weight and race. The results o f this large 
study showed no relationship between DTP and SIDS:
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indeed, if anything. SIDS infants were less likely to h;ive been 
immunized in the recent past or at any time than controls.

The present report by Walker, cl al. suggests a small but 
significant excess o f SIDS in the three days following DTP. 
How can the disparity between the results o f this study and 
those of others, particularly the large cooperative study 
conducted in the US. be explained? This is an important 
question, given the legal issues involved and the fact that 
DTP. like fluoridation, receives the blame for a great many of 
our woes in certain circles. Three possibilities exist, all noted 
by the authors:

•  The first is that DTP docs, in rare instances, trigger 
SIDS.

•  The second and most likely is that o f simple random 
chance, given the fact that the number of infants succumbing 
to SIDS within three days of DTP is only four.

•  The third relates to delay in immunization in highcr- 
risk infants for socioeconomic reasons and consequent ad­
ministration of DTP at the peak age o f  SIDS incidence.

As these authors note.13 even in the extreme their results 
are compatible with only 10 per cent of SIDS cases being 
attributable to DTP. but this would implicate DTP in up to 500 
infant deaths annually, all occurring within three daysi of 
receiving the vaccine. It is difficult to believe that such would 
not have been recognized in the N1CHHD study. In that 
study, five (0.7 percent) o f 757 SIDS deaths occurred within 
24 hours and 12.9 ner cent within two weeks of receiving 
DTP. In this regard, using age-specific SIDS rates15 and 
assuming 80 per cent o f infants receive DTP on schedule, 
among the average o f 5.276 deaths from SIDS observed 
annually. 1982-S4. 48 (0.09 percent) and 679 (12.9 percent) 
would have been expected by chance alone within 24 hours 
and 14 days respectively following DTP. Thus, in the context 
of other data, if DTP causes SIDS, it must do so sufficiently 
infrequently lo be nearly immeasurable.

The authors of the present study are appropriately 
cautious. They advise no change in immunization policy on 
the basis o f their data and note the established benefits of 
DTP. Instead, they suggest pursuit o f similar information 
from other sources. We should heed that advice.
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DyJANETHEVLY
Staff Writer

Parents who aren’t immunizing their 
children because of concern about the safety 
of the pertussis vaccine are encouraged t o ' 
consider the risks of the disease, says 
Michael Klatt, m anager of the Alaska Im­
munization Program .

"The real risks of the pertussis disease far 
outweigh the theoretical risks of the per­
tussis vaccine,” Klatt said in a recent in ter­
view. "The best way to protect your child 
and society from the disease is to immunize 
your child on schedule."
. Pertussis, also called whooping cough, can 
be a fatal disease for children. According to 
information Klatt provided from  various 
.medical journals, the disease claims an 
estimated 000,000 lives a year throughout the 
world. The vast m ajority of these fatalities 
are children under six months of age.

For children, whooping cough is charac­
terized by a distinctive wheezing gasp for a ir 
in coughing episodes that can last several 
minutes. The gasp is coupled by a choking 
build-up cf thick mucus — appearing as a 
froth from the nose and mouth — that 
restricts the child’s ability to breathe. 
Children may turn blue from lack of oxygen.

Several epidemics of whooping cough were 
reported in 198'-, resulting in 30 rep o rted . 
cases of the disease in Alaska. During that 
year, 18 cases were reported in the Kcnai- 
Soldctna area, with 13 of those cases occurr­
ing in children under the age of five, Klatt 
said.

Of the 13 preschoolers, four of the children 
were less than six montiis old, four were be­
tween the ages cf six ar.d 12 months, and five 
were reported in children between one and 
five years of age.

Klatt said 11 of the 13 children afflicted 
with the disease had not been properly itn-

reccived any immunizations, or hadn't been 
immunized according to the mandated im­
munization schedule. State ar.d federal ,fs 
require children in public schools, in a.ate 
day-care centers and in the federally funded 
H cadstart program to be immunized a t two, 
four and six months, and between 15 and 18 
months of age. A booster shot is also 
recommended before entering school.

Klatt said five cases of whooping cough 
were reported in 1983, and three cases have 
been reported so far this year.

Many of the parents who aren’t immuniz­
ing their children are worried about the 
adverse effects of the pertussis vaccine. 
K latt said 15 adverse reactions were 
reported in Alaska in 1985. An adverse reac­
tion is defined as anything more than a fever 
or minor reaction a t the site of the injection.

He acknowledges that the reaction repor­
ting system hasn’t been effective in tha past, 
and that many parents m ay not have 
associated illnesses occurring after a vac­
cination as related to the vaccine. " I  have no 
doubt that the adverse reactions were, 
t .nder-rcported,’ ’ Klatt said.

As of mic-1336. Klatt said the state is using 
vaccines purchased from the federal gov­
ernment which require parents to receive 
written information about the potential 
hazards of the vaccines. Parents must sign a 
form stating they understand the possible 
adverse reactions, and that any adverse 
reactions should be reported to the health­
care provider.

Prior to the written warnings, parents 
having their children immunized only 
received verbal warnings about the potential 
adverse reactions to the shots. Klatt said.

" I  anticipate an increase in reported 
adverse reactions,” Klatt said, "Anc! that’s 
good because we want accurate reporting."

According, to. information from Kin It's
inunized. Those children e ither hadn 't medical Journals, whooping coui'i' ••*. an or

Neva Black, a judge in the 4-11 Council's Chocolate Lovers Contest, talks to passcrsby 
who were looking at entries to the contest this weekend at the Kcnai Mall. (Photo by 
Nicky Donald)

trcmcly contagious disease. The odds in­
dicate that if one of your children brings it 
home, the rest of the kids will get it. Recov­
ery takes weeks; the Japanese name for 
whooping cough is translated to "the hun- 
drcd-days cough.”

Children have about a 50-50 chance of de­
veloping minor redness, swelling and pain a t 
the site of the DTP injection. Fever, 
vomiting and drowsiness after a DTP vac­
cination occur about one in five times, One in 
310.0C0 vaccinated children suffers brain 
damage, according Lo information supplied 
by Klall(jDespitc the alarming number of 
side affects, ho emphasized that a study in 
the United Stales indicates that SIDS victims 
were no more likely than non victims Ic have 
received a DTP v acc ine^

Parents who delay having their children 
immunized until after six months of age arc 
actually missing their prime opportunity lo 
’mmunizc against pertussis when il is most 
ciicctivc. Klatt said. Whooping cough is most 
faia! to children under six montiis of age.

Klatt said public health nurses arc  receiv­
ing an increasing number of requests for just 
a DT vaccine, without the " P ” for pertussis. 
"They won't honor that miuor-t unions they
Ii.IVi - ;. w j l l< - ' rorM'f.-f fro m  ft o|iv>:,-i->n "

J

Klatt said. Only a private physician will give 
just a DT vaccine because a parent philo­
sophically objects to the pertussis vaccine.

A more safe pertussis vaccine may be in­
troduced in the near future, Klatt said. The 
United States is currently helping finance a 
i.tud,v being conducted in Sweden cn an 
acehular pertussis vaccine. The pertussis 
vaccine administered here is a whole cell 
vaccine, using ail parts of the pertussis 
bacteria. Klatt said. The accllular vaccine 
separates the bacteria, attempting to use 
just the immune qualities of the bacteria and 
eliminate the other ingredients that may be 
causing the adverse reactions, lie explained.

"The study should be done by the end of the 
summer, and the results written up by the* 
end of the year,” Klatt said, " if  it is deter­
mined to be as effective a t protecting against 
pertussis with less side affects, I would 
assume the U.S. would go for that vaccine.”

Klatt said he obtained his information 
from articles on pertussis in Public Jfct.Iti: 
Reports, Journal of the American Medical 
Association, the Am erican Journal of 
Diseases of Children, the Joint Hopkins Uni­
versity School of Hygiene and Public Health
•|nr| IWaI | whm* V*vIm



Letters to the editor "\
f

\

DPT paren t responds to report 
on interview of health official
Totlie editor:

Tnis is in  regard lo the article, “ K la tt urges parents to 
immunize children,”  by Janet Hcvly, Jar.. 18.

I  am president of the Alaska chapter of Dissatisfied 
Parents Together (DPT), parents concerned w ith vaccine 
safety, efficacy and awareness. We are not anti-vaccine, 
but stress that each parent should be educated as to a ll the 
risks as weli as the benefits of any vaccine to be ad­
ministered to their child. We also stress that each parent 
should be allowed to choose what vaccines their child is to 
receive without threat of exclusion from public school.

I wish to c la rify  and comment on several of tiie mislead­
ing statemels made by Mr. K latt, so that local parents w ill 
not fa ll prey lo the scare tactics so w illng ly employed by 
our public health department.

As i t  is true that the pertussis disease can be fatal, the 
high death rate (600,COO yearly worldwide) does not exist in 
developed countries. In  Sweden and West Germany, where 
mandatory pertussis vaccinations have teen discontinued 
duo to high reaction rates, the death rate is virtua lly nonex­
istent. According to the official Annual Summary 1933 of 
M orbid ity and M orta lity Weekly Rei>ort, distributed by the 
U.S. Department of Health and Human Services, only six 
fatalities due to the pertussis disease occurred in the U.S. in 
1931. According to this publication, six deaths per year due 
to pertussis is the average in our country. An interesting 
note: the only part of Europe where pertussis vaccination is 
universally imposed is in  the communist countries, such as 
the S o v ie t U n ion , E a s t G erm any, Po land and 
Czechoslovakia..

In regards to the 19S5 whooping cough epidemic, I have 
correspondence from  Michael K la tt stating that only 9 of 
the 30 reported whooping cough cases were actually con­
firmed pertussis. Approximately half had received per­
tussis vaccinations. There were no deaths. According to 
this letter and future correspondence, M r. K latt stated that 
he “ was unable to ascertain the immunization histories, 
because immunization histories were not gotten (for 
whatever reasons) for a ll reported cases.”  How did ho 
m anage to come up with the in-depth in fo rm ation  then for 
his interview with Ms. Hcvly?

While our group of concerned parents is glad to sec that 
the health department is finally allowing that their 
adverse-rcaction reporting system is inefficient and has 
been underreporting both immediate severe reactions and 
long-term illnesses suffered from vaccinations, it is not 
heartening to realize that this same health department ex­
pects parents to disregard these facts and keep on injecting 
our children with this highly reactive pertussis vaccine. 
Also. M r. K latt failed to mention that his office does not ac­
cept an advcrsc-reaclion form unless it meets minimum 
criteria. One of these is that the reaction must have been 
severe enough to require a visit to a doctor, health-care fa­
c ility  or hospital. None of these places are required to

repovtany reaction, however. ...
I f  a report form does not include this visit, i t  is shrecceti. 

According to the 1937 Goals and Objectives, published by 
our health department, this criteria  is not scheduled tc 
change.

In regard to the statistics M r. K la tt quoted in relation tc 
reported adverse reactions, they are not only questionable 
because they are admittedly underreported, but they do no' 
begin to address the long-term damage associated wit! 
many immediate adverse reactions; epilepsy, chrordi 
blood diseases, deafness, blindness, cerebral palsy, seven 
retardation, death, etc.

Our organization finds i t  amazing that though there hav. 
been four studies published in the 1980s in  the Unites Stale 
showing a direct causal relationship between DPT vac 
cinations and SIDS, our government and public official 
(e.g., M r. K la tt) have chosen to disregard these findings i 
favor of another study that shows only a temporal relatio - 
I  have correspondence from our Alaska Health Departir.er 
that states that no vaccine information is collected or. SID 
victims, supposedly because such information is too ha~d: 
analyze!

Also, M r. K la tt failed to mention that the DPT vaccin 
tion series is not effective until a ll three shoes of that fir  
series are completed at the age of six months ( if  the vu 
cination schedule is s tric tly  adhered to), so by the time 
child is "protected," he’s already out of the danger zor. 
"Whooping cough is most fatal to cliildrcn under six mor.l: 
of age," K la tt, quoted from Clarion article.

As a last comment, I 'd  like to let Alaskan parents kr.: 
that there is legislation being drafted to require mandate; 
adverse-reaction reporting by a ll sectors, to require acc 
rate parent information, extensive long-term followup c: 
to allow Alaskan parents to object to any or all sta: 
mandated vaccines without exclusion from public school 
is allowed in '22 other slates.

ShannonKoh!
Soido!



D e c e m b e r  10, 1 9 8 7

R e p r e s e n t a t i v e  K a y  B r o w n  

3 1 1 1  C S t r e e t ,  S u i t e  4 3 5  

A n c h o r a g e ,  A l a s k a  9 9 5 0 3

R E :  H O U S E  B I L L  2 7 7  ( A m e n d m e n t  t o  i m m u n i z a t i o n  r e g u l a t i o n s ,
m a k i n g  t h e m  o p t i o n a l )

D e a r  K a y :

I a m  t e r r i b l y  u p s e t  a t  t h e  a m o u n t  o f  m i s i n f o r m a t i o n  a n d  

e m o t i o n a l i s m  e x h i b i t e d  b y  t h e  p r o p o n e n t s  o f  t h i s  b i l l .  T h e  

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

p e r t u s s i s ,  d i p h t h e r i a ,  a n d  t e t a n u s  o r g a n i s m s  a r e  w i d e s p r e a d  

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

d e a t h  f o r  e v e n  s o m e t h i n g  a s  s i m p l e  a s  p e r t u s s i s  is a b o u t  10% .  

O n e  o u t  o f  a t h o u s a n d  c h i l d r e n  w h o  c a t c h  p e r t u s s i s  w i l l  

s u r v i v e ,  b u t  b e  p e r m a n e n t l y  b r a i n - d a m a g e d .  T h e  s h o t  i t s e l f  

c a u s e s  b r a i n - d a m a g e  i n  1 o u t  o f  3 1 0 , 0 0 0  p e o p l e .  T h e r e  h a v e  

b e e n  s i x  i n f a n t s  i n  A l a s k a  t h i s  y e a r  w h o  c a u g h t  w h o o p i n g  

c o u g h  ( t h e y  w e r e  n o t  i m m u n i z e d )  a n d  n e a r l y  d i e d .  T h e  p a r e n t s  

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

I s t r o n g l y  u r g e  y o u  t o  d o  e v e r y t h i n g  y o u  c a n  t o  w o r k  a g a i n s t  
H o u s e  B i l l  2 7 7 .

S i n c e r e l y ,

C l i n t o n  B. L i l l i b r i d g e ,  M . D .

P e d i a t r i c i a n

C B L :p m

7200 Airport Heights Drive, Suite 230 •  Anchorage, Alaska 99S08 
Telephone (907) 276-5517
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Alaska State Legislature

■ H  b f SPlease enter into the record my testimony to the —
committee name

committee on B>/ /  /U>-2. 7 7  _ f dated  LL _________ _
bill/subject
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FEB 11 '88 10=49 LEG. AFFAIRS - SOLDOTNA

MY NAME IS JUDY AMES, BOX 824, SOLDOTNA

I am a concerned parent who takes health issues very seriously. We all 

know there are new findings happening daily concerning all aspects of 

the human body, particularly the immune system. After receiving all 

the information regarding vaccinations provided by a health care 

provider, I am left feeling very unassured and helpless, My additional 

research on this issue has given me more reaeon to doubt a "safe" system, 

I want the personal choice of taking charge of my child's health care 

and am looking forward to a change in the present immunization system.

Please take a positive approach to hb 277,
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Alaska State Legislature

Please enter into the record my testimony to the J-kca.i'h ?.dor?i_u<rn ± A oajtqjl® ■*
committee name Cj.<idjcusu^
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I Continued from Page C-1
Villages with large numbers 
of infants and pregnant wom­
en receive the most attention. 
The schedule for Port Graham 
was established to allow im­
munization clinics every two 
months, she said.

For Sabrina, however, that 
wasn’t enough.

Her sickness "began like a 
regular cold,” said Kvasni- 
koff, who has two other chil­
dren. "We waited about a 
week but she never got over 
it. She kept getting worse. 
The health aide gave us medi­
cine, but it didn’t help. We 
kept her in a mist tent and 
everything. She just couldn’t 
catch her breath."

By late January, Sabrina 
was making the whooping 
sound for which the disease is 
kno^r:. Kvasnikoff flew to 
Homer to see a doctor. Three 
days later, lab tests con­
firmed that the baby girl was 
suffering from pertussis.

Sabrina was admitted to 
South Peninsula General Hos­
pital and put in respiratory 
isolation. She lived in an oxy­
gen tent.

After a difficult week her 
symptoms subsided. Dr. Paul 
Raymond sent Sabrina home 
Tuesday after ascertaining 
that she was no longer capa­
ble of infecting others.

In the meantime, public 
health officials have been 
scrambling to contain an out­
break of the highly conta­
gious disease. As soon as Sa­
b r in a 's  d iagnosis  was 
confirmed, a nurse flew to 
Port Graham and to English 
Bay to check the vaccination 
records of every child in both 
villages and to innoculate 
those who needed shots. The 
nurse also contacted everyone 
who came in contact with 
Sabrina.

Village health aides have 
been instructed to report ev­
eryone who complains of a 
persistant cough and fever.

"The big concern we have 
is that a lot of families have 
not got DPT shots,” said Dr. 
Paul Eneboe. “So now there 
is a pool of susceptible chil­
dren in the area that have not 
been Immunized.”

The quality of medical care 
• In the villages around Kache- 
. mak. Bay has. declined, Ene- 
’Doe',said. • ■
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A W  U K U .  <

42 USC 285* 
note.

5 USC upp.

42 USC 285g 
note.

(4) Hold hearings, in accordance with section 205(a), in j y  
of the United States with high infant mortality rates.. •

(b) Recommenda-homs.—'The Cofnmtanion shall— '
(1) recotnroend a national policy designed to reduce and pre­

vent infant mortality, including recommendations concerning 
populations a t risk of hi^h infant death rates and recommenda­
tions concerning appropriate roles for the Federal Government, 
States, local governments, and private sector,

(2) recommend to the Congress and the President the specific 
changes Deeded within Federal laws and Federal programs to 
achieve an effective Federal role in preventing infant mortality, 
including the programs specified in subparagraphs (A) and (B) 
of subsection (aXl);

(3) recommend to the Congress and the President the specific 
changes needed to improve the national vital statistics registra­
tion system with respect to infant death statistics; and

(4) present such recommendations to the President, the 
Committee on Energy and Commerce of the House of Represent­
atives, and the Committees on Finance and Governmental 
Affairs of the Senate no later than one year after enactment of 
this Act.

SEC . :«& . POWERS OF THE COMMISSION.
(a) Hearings.—The Commission, or at its direction, any sub­

committee or member thereof, may for the purpose of carrying out 
the provisions of this title, bold such hearings, sit and act a t such 
times and places, take each testimony, receive such evidence and 
administer such oaths, as the Commission or such subcommittee or 
member may deem advisable. Any member of the Commission may 
administer oaths or affirmations to witnesses appearing before the 
Commission, subcommittee, or member thereof.

(b) I n f o r m a t i o n .—The Cora mission may secure directly from any 
Federal department or agency such information as may be nec­
essary to enable the Commission to carry out this title. Upon 
request of the Chairman of the Commission, the head of such 
department or agency shall furnish such information to the 
Commission.

(c) Contracts.—To carry out this title, the Commission may cntei 
into such contrasts and other arrangements to such extent or in 
such amounts as are provided in expropriation Acta, and without 
regmd to the provisions of section 3709 of the Revised Statutes (41 
UJ5.C. 5). Contracts and other arrangements may be entered into 
under this subsection with or without consideration or bond.

(d) Apwjcaiultty of Federal Advisory Committee Act.—The 
provisions of the Federal Advisory Committee Act shall not apply to 
the Commission.
SEC. 2 0 t COMMISSION STAFF.

(a) Executive Director.—The Chairperson and Vice Chairperson 
of the Commission shall appoint an executive director. The employ­
m ent of such executive director shall be subject to confirmation by 
the Commission.

(b) O t h e r  P e r s o n n e l —The Commission may appoint and terrr \  
nate the executive director selected under subsection (a) and 
other personnel as it considers appropriate to assist in the perform­
ance of its duties under this title, without regard to the provisions of 
title 5, United States Code, governing appointments in the competi-

m  i  u u i u v  u n n  « v /V .  1 4 , 1JWO /U B U U  L A W  y y -b b O — N O V . 1 4 , 1 9 8 6  1 0 0

ve service, and may pay such executive director and other person- 
-nel without regard to the provisions of chapter 51 and subchapter 
111 of chapter 53 of such title relating to ctaasificatioD and General 
Schedule pay rates, e xcept that tha rate of pay for such executive 
director and other personnel may not exceed the rate payable for 
GS-18 of the General Schedule under section 5332 of such title.

(cl A p p l ic a b il it y  o r  O t h e r  F e d e r a l  L a w s .— Service of an individ­
ual as a member of the Commission or employment of an individual 
by the Commission on a part-time or full-time basis and with or 
without compensation shall not be considered as service or employ­
ment bringing such individual within the provisions of any Federal 
law relating to conflicts of interest or otherwise imposing restric­
tions, requirements, or penalties in relation to the employment of 
persons, the performance of services, or the payment or receipt of 
compensation in connection with claims, proceedings, or matters 
involving the United States. Service as a  member of the Commission 
or as an employee of the Commission, shall not be considered service 
in an appointive or elective position in the Government for purposes 
of section 8344 of title 5,' United States Code, or comparable provi­
sions of Federal law.

(d) E x p e r t s  a n d  C o n s u l t a n t s .— Subject to such rules as may be 
prescribed by the Commission, the Chairman of the Commission 
may procure temporary and intermittent services under section 
3109 of title 5, United States Code, at rates for individuals not to 
exceed the daily rate payable for GS-18 of the General Schedule 
under section 5332 of such title.
SEC. 207. SUNSHINE PROVISION . 4J

The Commission shall establish procedures to ensure its proceed- 111 
ings are open to the public to the maximum extent practicable.
SEC  208. TERMINATION OF THE COMMISSION. C

Ninety days after the Commission submits its recommendations **
as required by section 204(bX4) the Commission shall terminate.
SEC. 219. AUTHORIZATION OF APPROPRIATIONS. 4i

There are authorized to be appropriated to the Commission such n‘
sums as may be necessary. Amounts appropriated under this section 
shall remain available until the day on which the Commission 
terminates under section 208.

TITLE I I I— VACCINE COMPENSATION n
a  
v.SEC. 30I.SHORTTJTLEL

This t i t le  may be c ited  as the “ Nationa l Childhood Vaccine In ju ry  
A c t o f 1986” .

P A R T  A — V A C C I N E S

SEC. 311. AMENDMENT TO PUBLIC HEALTH SERVICE ACT. 41
\ ( a )  N e w  T i t l e —The Public H ea lth  Service A c t is amended by y

^ d e s ig n a t in g  t it le  X X I as tit le  X X l l l ,  by redesignating sections 2101 
through 2116 as sections 2301 through 2316, respectively, and by 
inse rting  a fte i t it le  X X  the fo llow ing new tit le :



IUU bT ’A T . i f f  DO j r v o L a o  u n n  a o - u w — i-»v/» . a-*, iu

TITLE XXI-VACCINES 

"Subtitle 1—National Vaccine Program 

"e s t a b l is h m e n t

o

; 12 U»: 300w»-i. "Sec. 2101. The Secretary shall establish in the Defrirtment of 
Health and Human Services a National Vaccine Program to achieve 

11 optimal prevention of human infections diseases  through immuniza-
:: lion and toachkrrc optimd iaen re^ n  jgajra t ad verge i w t iona to
u. yaccjnra. The Program shall be administered by a Director selected

$y the Secretary.
"PROGRAM RESPONSIBILITIES

42 USC 300ns-2. “ S e c .  2102. (a) The Director of the Program shall have the follow­
ing responsibilities:

(1) Vaccine research.—The Director of the Program shall, 
through the plan issued under section 2103, coordinate and 
provide direction for research carried out in or through the 
National Institutes of Health, the Centers for Disease Control, 
the Office of Biologies Research and Review of the Food and 
Drug Administration, the Department of Defense, and the 

in Agency for International Development on means to induce
human immunity against naturally occurring infectious dis- 

i eases and to prevent adverse reactions to vaccines.
-  I “(2) Vaccine development.—'The Director of the Program

shall, through the plan issued under section 2103, coordinate 
and provide direction for activities carried out in or through the 

•u National Institutes of Health, the Office of Biologies Research
f and Review of the Food and Drug Administration, the Depart-
11 m ea t of Defense, and the Agency for International Development
*  to develop the techniques needed to produce safe and effective
,, vaccines.
z  “(3) S afe ty  a n d  e ftjcacy  te s tin g  o f vaccines.—The Director
11 of the Program shall, through the plan issued under section

2103, coordinate and provide direction for safety and efficacy 
te stin g  of vaccines carried out in or through the National 
Institutes of Health, the Centers for Disease Control, the Office 

.. of Biologies Research and Review of the Food and Drug
-  Administration, the Department of Defense, and the Agency for
~ International Development.
v, "(4) L icensing o f  vaccin e m an u fac tu re rs  a n d  vaccines.—
y> The Director of the Program shall, through the plan issued

under section 2103, coordinate and provide direction for the 
allocation of resources in the implementation of the licensing 

j 42 USC 263*. program under section 353.
'*(5) P r o d u c t io n  a n d  p r o c u r e m e n t  o p  v a c c in e s .— The Direc- 

x tor of the Program shall, through the plan issued under section
2103, ensure that the governmental and non-governmontal 
production and procurement of safe and effective vaccines by 
the Public Health Service, the Department of Defense, and the 
Agency for International Development meet the needs of the 
United Stales population and fulfill commitments of the UniteA 
States to prevent human infectious diseases in other countrisjy1 

'*(6) D is t r ib u t io n  a n d  u s e  or v a c c in e s .—The Director of the 
Program shall, through the plan issued under section 2103, 
coordinate and provide direction to the Centers for Disease

'
' *  V A ^ A M V  * A A A  M  V  V  V W V  ■ 4 V  • »  «  —• —

\ 3  Control and assistance to States, localities, and health 
practitioners in the distribution and use of vaccines, including 
efforts to encourage public acceptance of immunizations and to 
make health practitioners and the public aware of potential 
adverse reactions and contraindications to vaccines.

"(7) E valuating  the nerd fob and  th e  effect .vknkss and 
adverse effects of vaccines and  im m un iza tio n  activities.—
The Director of the Program shall, through the plan issued 
under section 2103, coordinate and provide direction to the 
National Institutes of Health, the Centers for Disease Control, 
the Office of Biologies Research and Review of the Food and 
Drug Administration, the National Center for Health Statistics, 
the National Center for Health Services Research and Health 
Care Technology Assessment, and the Health Care financing 
Administration in m on ito ring  the need fo r  nnri the effectivgnesB 

1 adverse effect of vaccines apd jm m tnuM tinn  activities
“(8) C oord in atin g  c^ v e rn m en ta l and non -governm en ta l 

a c tiv itie s .—1The Director of the Program shall, through the 
plan issued under section 2103, provide for the exchange of 
information betv. aen Federal agencies involved in the 
implementation of the Program and nongovernmental entities 
engaged in the development and production of vaccines and in 
vaccine research and encourage the investment of non-govern­
mental resources complementary to the governmental activities 
under the Program.

"(9) Funding o f  fe d e ra l ag en c ie s—The Director of the 
Program shall make available to Federal agencies involved in 
the implementation of the plan issued under section 2103 funds 
appropriated under section 2106 to supplement the funds other­
wise available to such agencies for activities under the plan.

“ff>) In carrying out subsection (a) and in preparing the plan under 
section 210?., the Director shall consult with all Federal agencies 
involved in research on and development, testing, licensing, produc­
tion, procui aent, distribution, and use of vaccines.

" p l a n

“ S ec . 2103. The Director of the Program shall prepare and issue a 42 
plan for the implementation of the responsibilities of the Director 
under section 2102. The plain "shdll establish priorities in research 

ffjc development, tasting, licensing, production, procurement, 
distribution, and effective use of vmoirea, describe an optimal use of 
resources to carry out such priorities, and describe how each of the 
various departments and agencies will cany out their vaccine func­
tions in consultation and coordination with the Program Bnd in 
conformity with such priorities. The first plan under this section 
shall be prepared not later than January 1, 1987, and shall be 
revised not later than January 1 of each succeeding year.

’'r e p o r t

^  S e c . 2104. The D irec to r shall report to the Com m ittee on Energy 42 
^ p td  Commerce o f the House o f Representatives and the Committee 

on Labor and H um an Resources o f the  Senate not la te r than 
January  1, 198S, and annua lly  the rea fte r on the im plem entation o f 
the  Program  and the p lan prepared under section 2103.
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“nATROKAL VAOCTNI ADVISORY COMMITTEE ^

“S«c. Z105L (a) ThwA i» raUMahed thaNf f o n 1 A^vW y
CrogritjjA  The member* of the Committee shall be appointed by 
the Director of the Program, in consultation with the National 
Academy of Sciences, from among individuals who axe engaged in 
vaccine research or the manufacture of vaccines or who are physi­
cians, members of parent organizations concerned with immuniza­
tions, ar representatives of State or local health agencies or public 
health organizations.

"(b) The Committee shall—
“(1) study and recommend ways to encourage the availability 

of an adequate supply of safe and effective vaccination products 
in the States,

"(2) recommend research priorities and other measures the 
Director o l the Program should take to enhance the safety and 
efficacy of vaccines,

"(3) advise the Director of the Program in the implementation 
of sections 2102,2103, and 2104, and 

"(4) identify annually for the Director of the Program the 
most important areas of government and non-government 
cooperation that should be considered in implementing sections 
2102,2103, and 2104.

"authorizations

"Sec. 2106. (a) To carry out this subtitle other than section 2102(9) 
there are authorized to be appropriated $2,000,000 for fiscal year
1987, $2^00,000 for fiscal year 1988, $3,000,000 for fiscal year 1989, 
$3,500,000 for fiscal year 1990, $4,000,000 for fiscal year 1991.

"(b) To carry out section 2102(9) there are authorized to be appro­
priated $20,000,000 far fiscal year 1987, $22,500,000 for fiscal year
1988, $25,000,000 Cor fiscal year 5989, $27,500,000 for fiscal year 1990, 
$30,000,000 for fiscal year 1991.

“Subtitle 2—National Vaccine Injury Compensation Program

'T art A—Program Requirements

"estaeushment of program

"Sue. 2110. (a) PtaxnAM Betabumed.—'There is established the 
National Vaccine Injury Compensation Program to be administered 
by the Secretary under which compensation may be paid for a 
vaccine-related injury or death.

' “(b) Attorney's O b l ig a t io n .—It shall be the ethical obligation of 
any attorney who is consulted by an individual with respect to a 
vaccine-related injury or death to advise such individual that com- 

nsation may be available under the program for such injury or
eath.

p l t t t i o n s  f o r  c o m p e n s a t i o n

12 USC 300na-il. " S ec . 2111. (a) G e n e r a l  R u l e .—
"(I) A proceeding for compensation under the Program for \  

vaccine-related injury or death shall be initiated by se r v ^ r 3 
upon the Secretary and the filing of a petition with the United 
Slates district court for the district in which the petitioner 
resides or in which the injury or death occurred.

r u n i i i u  L A W  SSF-OW— P IU V . 1 4 , 1M O  I W  O l

"(2XA) No person may bring a civil action for damages in an 
amount greater than $1,000 or in an unspecified amount against 
a  vaccine manufacturer in a State or Federal court for damages 
arising from a vaccine-related injury or death associated with 
the administration of a vaccine after fl * effective date of this 
subtitle, and no such court may award damages in an amount 
greater than $1,000 in a  civil action for damages for such a 
vocanfrjsjated iiyury or death, unless—

CTDya petition has been filed, in accordance with section 
21157under subsection (b) for compensation under the Pro- 
grajofor such injury or death,

HU)) a district court of the United States has issued a Ow 
judgment under section 2112 on such petition, and 

Quff/such person elects under section 2121(a) to file such 
a n S S i o n .  /

"(B) If a civil action which is barred under subparagraph (A) Com 
is filed in a State or Federal court, the court shall dismiss the 
action. If a petition is filed under this section with respect to the 
injury or death for which such civil action was brought, the date 
sudi dismissed action was filed shall, for purposes of the limita­
tions of action prescribed by section 2116, be considered the 
dale the petition was filed if the petition was filed within one 
year of the date of the dismissal of the dvil action.

"(3) No vaccine manufacturer may be made a party to a civil 
action (other than a dvil action which may be brought under 
paragraph (2)) for damages for a vaccine-related injury or death 
associated with the administration of a vaccine after the effec­
tive date of this subtitle.

"(4) If in a dvil action brought against a vaccine manufac­
turer before the effective date of this subtitle damages were 
denied for a vaccine-related iryury or death or if such dvil 
action was dismissed with prejudice, the person who brought 
such action may file a petition under subsection (b) for such 
injury or death.

"(5XA) A plaintiff who on the effective date of this subtitle has 
pending a dvil action for damages for a  vaccine-related injury 
or death may, a t any time within 2 years after the effective data 
of this title or before judgment, whichever occurs first, elect to 
withdraw such action without prejudice and file a petition 
under subsection (b) for such injury or death.

"(B) If a plaintiff who on the effective dote of thi3 subtitle had 
pending a dvil action for damages for a vaccine-related injury 
or death docs not withdraw the action under subparagraph (A), 
such person may not file a petition under vu’ssection (b) for such 
injury or death.

"(6) If a person brings a dvil Hdion after the effective date of 
this subtitle for damages for a vaccine-related injury or death 
associated with the administration of a vaccine before the effec­
tive date of this subtitle, such person may not file a petition 
under Bubsection (b) for 3uch injury or death.

"(7) If in n civil action brought against a vaccine manufac­
turer for a vaccine-related injury or death damages are awarded 
under a judgment of a court or a settlem ent of such action, the 
person who brought such action may not file a petition under 
subsection (b) for such injury or death.

"(b) P e titio n ers .—



-"(1XA) Except os provided in subparagraph (B), any person 
who has snatorned a  vaccina-related injury, the legal represent- 

• strve of sach person if such person is a minor or is disabled, or 
the legal representative of any person who died as the result of 
tbo administration of a  vaccine set forth in the Vaccine Injury 
Table may file a  petition for compensation under the Program.

"(B) No person may file a petition for a vaccine-related injury 
or death associated with a vaccine administered before the 
effective date of this subtitle if compensation has been paid 
under this subtitle for 3500 petitions for such injuries or deaths.

“C2) Only one petition may be filed with respect to each 
administration of a vaccme ,

"(c) PmtiOK Content.—A petition for compensation under the 
Program for a vaccine-related injury or death shall contain—

"(1) an affidavit, and supporting documentation, demonstrat­
ing that the person who Buffered such injury or who died— 

"(A) received a vaccine set forth in the Vaccine Injury 
Table or, if such person did not receive such a vaccine, 
contracted polio, directly or indirectly, from another person 
who reoehred an oral polio vaccine,

“©)© if such person received a vaccine set forth in the 
Vaccine Injury Table—

"(D received the vaccine in the United States or in its 
trust territories,

“dD received the vaccine outside the United States or 
a trust territory and at the time of the vaccination such 
person was a citizen of the United States serving 
abroad as a member of the Armed Forces or otherwise 
as an employee of the United States or a dependent of 
such a citizen, or 

"(XfD received tiie vaccine outside the United States 
or a trust territory and the vaccine was manufactured 
by a vaccine manufacturer located in the United States 
and such person returned to the United States not later 
than 6 months after the date of the vaccination,

"(ii) if such person did not receive such a vaccine but 
contracted polio from another person who received an ora! 
polio vaccine, was a citizen of the United States or a 
dependent of such a  citizen,

"(CXD sustained, or had significantly aggravated, any 
ilinesa, disability, injury, or condition set forth in the Vac­
cine Injury Table in association with the vaccine referred to 
in subparagraph (A) or died from the administration of such 
vaccine, and the first symptom or manifestation of the 
onset or of the significant aggravation of any such illness, 
disability, injury, or condition or the death occurred within 
the time period after vaorine administration set forth in the 
Vaccine Injury Table, or 

"(iiXD sustained, or had significantly aggravated, any 
illness, disability, injury, or condition not set forth in the 
Vaccine Injury Table but which was caused by a vaccine 
referred to in subparagraph (A), or \

“(II) sustained, or had significantly aggravated, any in f 
ness, disability, injury, or condition set forth in the Vaccine 
Injury Table the first symptom or manifestation of the 
onset or significant aggravation of which did not occur

within the time period set forth in the Table but which was 
caused by a vaccine referred to in subparagraph (AX 

"(DXi) suffered the residual effect* or complications of 
such illness, disabClity, injury, or condition for more than 1 
year after the administration of the vaccine, (ii) incurred 
unreimbursable expenses due in whole or in part to such 
illness, disability, injury, or condition in an amount greater 
than $1,000, or (iii) died from the administration of the 
vaccine, and

"(E) has not previously collected an award or settlement 
of r civil action for damages for such vaccine-related injury 
c. death,

"(2) all available relevant medical records (including autopsy 
reports, if any) relating to the person who suffered such ipjury 
or who died from the administration of tha vaccine and an 
identification of any unavailable records inown to the peti­
tioner and the reasons for their unavailability, and

"(3) appropriate assessments, evaluations, and prognoses and 
such other records and documents as are reasonably necessary 
for the determination of the amount of compensation to be paid 
to, or on behalf of, the person who suffered such injury or who 
died from the administration of the vaccine.

"C O U RT  JU R ISD IC T IO N

"Sec. 2112. (a) General Rule.—The district courts of j he United 
States shall have jurisdiction (1) overTJCceaimgs .to~Hetermine if a_ 
cetitioner under section 2111 is entitled to compensation under the 
Program and the fintount 6l such compensation, and (2) to issue and 
enforce such orders as the courts deem necessary to assure the 
prompt payment of any compensation awarded.

"(b) P a r t i e s .—
"(1) The Secretary shall be named as the respondent in all 

proceedings brought by the filing of a petition under section 
2111(b). Except os provided in paragraph (2), no other person 
may intervene in any such proceieding.

“(2) Within 30 days after the Secretary receives service of any 
petition filed under section 2111 the Secretary shall publish 
notice of such petition in the Federal Register. The special 
master designated with respect to such petition under subsec­
tion (c) shall afford all interested persons an opportunity to 
submit relevant, written information—

"(A) relating to the existence of the evidence described in 
section 2113(aXlXB), or 

“ (B) relating to any allegation in a petition with respect 
to the matters described in section 2111(cXlXCXii).

“ (c) Special M asters.—
“ (1) Fo llow ing  rece ip t o f a p e tition  under subsection (a), the 

d is tr ic t cou rt o f the  U n ited  States in  w hich the pe tition  is filed 
shall designate a special m aster to ca rry  out the  functions 
authorized bv nnraare^h  t‘2 l 

v  “ (2) A  special m aster sh a ll serve as an adjunct to the court 
^  and m ay—

“ (A) require  such evidence as may be appropriate for the 
preparation o f proposed find ings o f fact and conclusions o f 
law w ith  respect to w hether compensation is lo  be provided
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under tha Program and the amount of any such compensa-^ 
tioo,

*XB) rapture the submission of aoch information as may 
be reasonable end necessary to determine if the petitioner 
is entitled to compensation,

TC) require the testimony of any person and the produc­
tion of any document as may be reasonable and necessary 
to determine if the petitioner is entitled to compensation, 

"(D) conduct roch hearings as may be appropriate, and 
"(ED prepare and submit to the court proposed findings of 

fact and conchnbocs of law.
Information submitted to a special master in a proceeding on a 
petition may not bo discknea to a person who is not a party to 
the proceeding w ithou t the express, written consent of the 
person who submitted the information. There may be no discov­
ery in  a  proceeding on a  petition other than the discovery 
reauired under th is paragraph.

Td) Action bv tbm Court.—
Records. "(1) Upon objection by the petitioner or respondent to the

proposed findings of fact or conclusions of law prepared by the 
special master or upon the court's own motion, the court shall 
undertake a  review of the record of the proceedings and may 
thereafter make a  de novo determination of any matter and 
issue its judgment accordingly, including findings of fact and 
conduskma of law, or remand for further proceedings.

"(2} If no objection b  filed under paragraph (1) or if the court 
does not choose to  review the proceeding, the court shall adopt 
tbe propcned findings of fact and conclusions of law of the 

uj special m aster as Its own and render judgment thereon.
"(3) The court shell render its judgment on any petition filed 

a  under the Program as expeditiously as practicable but not later
than 365 days after the date on which the petition was filed. 

"(e) Ad m n bh a tbk  o f  A w ard .—The Program shall administer 
the payments of such compensation. The Program shall audit the 
payments of compensation under a judgment A petitioner awarded 
compensation shall notify the Program of any changes which signifi­
cantly affect the compensation to be paid, 

j " ( f )  R e v i s i o n  o r  A w ard .—
Tl) If the court issues a judgment awarding to a petitioner 

compensation described in section 2ll5(aXlXA) for unreimbura- 
able expenses and the compensation is insufficient to meet such 

m expenses, such petitioner may petition the court to (A> review
in such award, and (B) increase the award to make it sufficient to

meet such expenses or amend the periodic payment schedule 
, established under section 2115, or both.
"i "(2) If an a u d it conducted under subsection (e) discloses the

im proper use o f com pensation awarded under a judgm ent or the 
,j te rm ina tion  o f  a need fo r an item  o f compensation, the  Program

shall pe tition  the  co u rt w h ich  awarded the  compensation to  
make an a pp rop ria te  revision in  the  compensation.

"(g) A it e a l s .—T he find ings o f  fact and conclusions o f law  o f a 
d is tr ic t  court o f  the U n ited  States on a pe tition  shall be fina l 
determ ina tions o f the  m a tte rs  involved, except th a t the Secretary o- \  
any pe titione r aggrieved by the find ings o r conclusions o f the  c o u r^ /v  
m ay obta in  review o f th e  judgm ent o f the  cou rt in  the U n ited  States -  
c o u rt o f appeals fo r th e  c irc u it in  w hich  the court is located upon 
p e titio n  filed  w ith  such court o f appeals.

i W  . ;><©£ r u n u p  ii»n j « w — txtrv. x*. 1 3 oo

"Sic. 2113. (s) G e n e ra l Ruib.— c°*
"(1) Compensation shall be awarded under the Program to a J**

petitioner if the court finds on the record aa a whole— ^
“(A) that the petitioner has demonstrated by a preponder­

ance of the evidence the matters required in the petition by 
section 211 L(cXU, and 

"(B) that there is not a  preponderance of the evidence 
that the illness, disability, injury, condition, or death 
described in the petition is due to factors unrelated to the 
administration of the vaccine described in the petition.

The court may not make scch a finding based on tbe claims of a 
petitioner alone, unsubstantiated by medical records or by medi­
cal opinion.

“(2) For purposes of paragraph (IX the term 'factors unrelated 
to the administration of the vaccme'—

"(A) does not include any idiopathic, unexplained, 
unknown, hypothetical, or undocumentable cause, factor, 
injury, illness, or condition, and 

"(B) may, as documented by the petitioner’s evidence or 
other material in the record, include infection, toxins, 
trauma (including birth trauma and related anoxia), or 
metabolic disturbances which have no known relation to 
the vaccine involved, but which m the particular case are 
shown to have been the agent or agents principally respon­
sible for causing tiie petitioner's illness, disability, injury, 
condition, or death.

“ (b) M a tte rs  To  B e Considered.—
"(1) In determining whether to award compensation to a Ctx 

petitioner under the Program, the court shall consider, in addi­
tion to all other relevant medical and scientific evidence con­
tained in the record—

“(A) any diagnosis, conclusion, medical judgment, or 
autopsy or coroner’s report which is contained in the 
record regarding the nature, causation, and aggravation of 
the petitioner's illness, disability, injury, condition, or 
death, and

"(B) the results of aoy diagnostic or evaluative test 
which are contained in the record and the summaries and 
conclusions.

A n y  such diagnosis, conclusion, judgm en t, test resu lt, report, or 
sum m ary shall no t be b ind ing  on the court. In  eva lua ting  the 
w e igh t to  be afforded to  any such diagnosis, conclusion, judg­
m ent, test resu lt, report, o r  sum m ary, the court shall consider 
the  en tire  record and the  course c f  the in ju ry , d isa b ility , illness, 
o r condition u n t il the  dale o f the ju d g m e n t o f the court.

"(2) The court m ay find  the f irs t sym ptom  o r m anifestation o f 
onset or s ign ifican t aggravation o f Bn  in ju ry , d isa b ility . illnes3, 
cond ition, o r death described in  a pe tition  occurred w ith in  the 
tim e  period described in  the Vaccine In ju ry  Table even though

) ihe  occurrence o f such symptom or m anifesta tion was not 
recorded o r was inco rrec tly  recorded as having occurred outside 
such period. Such a fin d ing  may be made only upon demonstra­
tion  by a preponderance o f the evidence th a t the onset or 
s ign ifican t aggravation o f the in ju ry , d isa b ility , illness, condi-



tion, or death described ic tha petition did in fact occur within < 
the time period described in the Vaccine Injury Table.

“(c ) R eco rd  D xran n —For porpoae* o f this section, the term 
'record’ means the record established by a  distid court cf the United 
States in a proceeding on a petition filed under section 211L

“VACCLN* INJURY TABLE

<2 USC 1 
SOOM-lt. "Sec. 2114. (a) I n it ia l , T a b l e .—The following ia a table of vaccines, 

the injuries, disabilities, illnesses, conditions, and deaths resoltW  
(romTSffi-gjministration of gueh-iarrinfii nnd the time period in 
which the firat symptom or manifaslalkra onset or of tha sumifi-

«
canT
and

: symptom or ^m an ifesta tion  of onset or of tha m yn ifi -  
oo of sucn injuries, disabilities. illnesses, condition*.ration of such injuries, diaabilitifcg. illnesses, conditions. 

is to occur after vaccine mi mini-gyration for porpoaes of
receiving compensation nnder the Pnyram:

ID
"7I
U»
I f

•I
LL

" J

o.

m.

"VACCINE INJURY TABLE

DTP; P\ BTP/Pfctio Combination; o r 
Anjr O ther Vaccine <7ot darning 
Whole CeQ lYrtuasis Bacteria, 
Brtractoc’ x  Pa rtia l Cell Bacte­
ria . or Specific Fertnsus 
AntigcnW. 

does*, disability, in jury, o r condi­
tion core red:

A. Anaphylaza •hock . o r anapbytactic

Time period for first symptom or 
manifeatatioa o f onset o r o f signif­
icant se p a r ation a lte r vscdno admimstratioa:

B. Encephalopathy (o r  encephaUtii) _C. Shock-collnpae o r  bypotcmic-by- 
poresjjiooami collapse,

24 hours 
3  days

D . Residual seizure disorder in oc-
cor dance with aubaoctiop (0 (2 )____

BL Any ncuta complication or seque­
la  undodisg death) o f  an illneaa, 
disability, in jury, o r  ooodjtioo re­
ferred to above which illness, d»- 
abitity, in jury, o r condition arose 
within tha time pe riod prescribed— 

! fe * d o , mom pa, rubella, o r any 
vaccine containing any o f the foregoing a* a  component; DT; Td; 
or Tetanus Toxoid.

A. Annphybucis o r  anaphylactic shock___________________________

3  days 
3  days

Not applicable

H. Encejihalopathy (o r  encephalitis).,

C. Residual seizure disorder in ac­
cordance with subsection (cX2)____

24 hours
15 days (fo r mumps, rubella, mea­sles, o r any vaccina containing 

any o f the foregoing as a compo­
nent). 3  days (fo r DT, Td, o r teta­nus toxoid).

D. Any acute complication or seque­
ls (including death) o f an illness, disability, in jury, o r condition re­
ferred to above which illness, dis­ability, in ju ry , o r condition arose 
within the lime period prescribed— Not applicable Polio Vaccina (other than Inacti­vated Polio Vaccine).A. Paralytic polio

15 days (fo r mumps, rubella, mea­
sles, o r any vaccine containing 
aay o f the foregoing as a compo­
nent). 3 days (for DT, Td, or teta­nus toxoid).

b

—ia a Tuavimmunodtfidern re­
cipient .

—ia an immnnodelkknf recipi­
en t.

30 days

—in a vacriae-ssaooated com­
munity t

€ months
Not applicable

IV .

R. Any acute complication o r seque­
la (including death) o f an illness, 
disability, injury, o r condition re­
ferred to above which illness. dis­
ability, injury, o t  cooditioo arose within the time period prescribed— Not ap o lio bh  

Inactivated Polio Vaccine.
A. Anaphylaxis or anaphylactic 

shock. 24 hours
B. Any acute complication oe seque­

la  Imcluding death) o f an illness, 
disability, in jury, or condition re­
ferred to above which illness, dis­
ability. injury, or condition Brute /  
within the time period prescribed— Not applicable

"(b ) Q u a l i f i c a t i o n s  a n d  A id s  t o  I n t e r p r e t a t i o n . —The following 
qualifications and aids to interpretation shall apply to tbe Vaccine 
Injury Table in subsection (ah

"(1) A shock-collapse or a  hypotonic-hyporesponsive collapse 
may be evidenced by indicia or symptoms such as decrease or 
loss of muscle tone, paralysis (partial or complete^ hemiplegia 
or hemipcresis, Joss of color or turning pale white or blue, 
unresponsiveness to environmental stimuli, depression of con­
sciousness, loss of consciousness, prolonged sleeping with dif­
ficulty arousing, or cardiovascular or respiratory arrest 

"(2) A petitioner may be considered to have suffered a resid­
ual seizure disorder if the petitioner did not suffer a seizure or 
convulsion unaccompanied by fever or accompanied by a fever 
of less than 102 degrees Fahrenheit before the first seizure or 
convulsion after the administration of the vaccine involved and 
i f -

“(A) in the case of a measles, mumps, or rubella vaccine 
or any combination of such vaccines, tbe First seizure or 
convulsion occurred within 15 days after administration of 
the vaccine and 2 or more seizures or convulsions occurred 
within 1 year after the administration of the vaccine which 
were unaccompanied by fever or accompanied by a fever of 
less than 102 degrees Fahrenheit, and 

“(B) in the case of any other vaccine, the first seizure or 
convulsion occurred within 3 days after administration of 
the vaccine and 2 or more seizures or convulsions occurred 
within 1 year.after the administration of the vaccine which 
were unaccompanied by fever or accompanied by a fever of 
less than 102 degrees Fahrenheit 

“(3XA) The term ‘encephalopathy’ means any significant 
acquired abnormality of, or injury to, or impairment of function 
of the brain. Among the frequent manifestations of 
encephalopathy are focal and diffuse neurologic signs, increased 
intracranial pressure, or changes lasting at least 6 hours in 

■s level of consciousness, with or without convulsions. The neuro- 
J  logical signs and symptoms of encephalopathy may be tem­

porary with complete recovery, or may result in various degrees 
of permanent impairment. Signs and symptoms such as high
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pitched and unusual screaming, persistent unooneo table cryii _  
and bulging fontanel ere compatible with an encephalopathy, 
but in and of themselves are not conclusive evidence of 
encephalopathy. Encephalopathy usual! v can be documented by 
slow wave activity on an electroencephalogram.

"(B) If m a  proceeding on a  petition it is shown by a prepon­
derance of tha evidence that an encephalopathy was caused by 
infection, toxins, trauma, or metabolic disturbances the 
encephalopathy shall not be considered to be a  condition set 
forth in the table. IT at the time a judgment is entered on a  
petition filed under section 2111(b) for a vaccine-related injury 
or death i t  is not possible to determine the cause, by a prepon­
derance of the evidence, of an encephalopathy, the 
encephalopathy shall be considered to be a  condition set forth in 
the table. In determining whether or not an encephalopathy u  a 
condition set forth in the table, the court shall consider tha 
entire medical record.

"(4) For purposes of paragraphs (2) and (3), tbe terms 'seizure' 
and ‘convulsion' include grand mal, petit mat, absence, 
myoclonic, tonic-clonic, and focal motor seizures and wigna. I f  a 
provision of tha table to which paragraph (1), (2), (3), or (4) 
applies is revised under subsection (c) or (dX such paragraph 
shall not apply to such provision after the effective date of the 
revision unless the revision specifies that such paragraph is to 
ocmtinue to apply.

“(c> Am m nsntAnvu R ev ision  o f  th e  T ab le .—
"(1) The Secretary may promulgate regulations to modify in 

accordance with paragraph (3) the Vaccine Injury Table. In 
’ promulgating such regulations, the Secretary shall provide for 
notice and opportunity for a public hearing and a t least 180 
days of public comment

“(2) Any person (including the Advisory Commission on Child­
hood Vaccines) may petition the Secretary to propose 
regulations to amend tbe Vaccine Injury Table. Unless clearly 
frivolous, or initiated by the Commission, any such petition 
shall be referred to tbe Commission for its recommendations. 
Following—

"(A) receipt of any recommendation of the Commission,
or

"(B) 180 days after the date of the referral to the Commis­
sion,

whichever occurs first, the Secretary shall conduct a rule­
making proceeding on the matters proposed in the petitioa o t  
publish in the Federal Register a statement of reasons for not 
conducting such proceeding.

"(3) A modification of the Vaccine Injury Table under para­
graph (1) may add to, or delete from, the list of injuries, 
disabilities, illnesses, conditions, and deaths for which com­
pensation may be provided or may change the time periods for 
the first symptom or manifestation of the onset or the signifi­
cant aggravation of any such injury, disability, illness, condi­
tion, or death. v

"(4) Any modification under paragraph (1) of the Vaccint£>’ 
Injury Table shall apply only with respect to petitions for 
compensation under the Program which are filed after the 
effective date of such regulation.

y .“T • vr'V^rriv'— - :>y v v -

\ ) “(d) Role of Commission.—Except with respect to a regulation 
recommended by tbe Advisory Commiasion on Childhood Vaccines, 
the Secretary may not propose a regulation under subsection (c) or 
any revision thereof, unless the Secretary has first provided to the 
Commission a copy of tbe proposed regulation or revision, reauested 
recommendations and comments by the Commission, and afforded 
tbe Commission at least 90 days to make such recommendations.

"(c) Recommendation.—The Secretary may recommend to Con­
gress revisions of the table to change tne vaccines covered by the 
table.

'iAOMVBNE&TION
"Sec. 2115. (a) G e n e ra l R ule.—Compensation awarded under the 

Program to a petitioner under section 2111 for a vaccine-related 
injury or death associated with the administration of a vaccine after 
the effective date of this subtitle shall include the following:

"(1XA) Actual unreimbursable expenses incurred from the, 
date of tEe judgment awarding such expenses and reasonable' 
projected unreimbursable expenses which—

"(i) result from the vaccine-related injury for- .vhich the 
petitioner seeks compensation,

"(ii) have been or will be incurred by or on behalf of the 
person who suffered such injury, and 

"(iiiXD have been or will be for diagnosis and medical or_ 
other remedial care determined to He reasonably necessary. 
or

"(ID have been or will be for rehabilitation, developmen­
tal evaluation, special education, vocational training and 
placement, case management services, counseling, emo­
tional or behavioral therapy, residential and custodial care 
and service expenses, special equipment, related travel 
expenses, and facilities determined to be reasonably 
necessary.

The amount of unreimbursable expenses which may be recov­
ered under this subparagraph shall be limited to the amount in 
excess of the amount set forth in section 2111(cXlXDXii).

"(B> Subject to section 2116(8X2), actual unreimbursable ex­
penses incurred before the date of the judgment awarding such 
expenses which—

"(i) resulted from t] jb vaccine-related injury for which the 
petitioner seeks compensation,

"(ii) were incurred by or on behalf of the person who 
suffered such injury, and 

"(iii) were for diagnosis, medical or other remedial care, 
rehabilitation, developmental evaluation, special education, 
vocational training and placement, case management 
services, counseling, emotional or behavioral therapy, resi­
dential and custodial care and service expenses, special 
equipment, related travel expenses, and facilities deter­
mined to be reasonably necessary.

The am ount o f unre im bursab le  expenses w hich  m ay be recov­
ered under th is  subparagraph sha ll be lim ite d  to  the amount in 

^  excess o f the am oun t set fo rth  in  section 211 KcXlXDXii)-
Jm  “ (2) In  the event o f a vaccine-related death, an award of

$250,000 fo r the  estate o f the deceased.
*'<3XA) In the case of any person who has sustained a vaccine- 

related injury after attaining the age of 18 and whose earning
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capacity  ie or has been unpaired by reason o f such person a 
vaodne-related in ju ry  for which compensation is to be awarded,

.. compensation for a ctu a l and anticipated loss of earnings deter­
mined in accordance with generally recognised actuarial prin­
ciples and rejections.

“(B) In the case of any person who Iras sustained a vaccine- 
related injury before aUaining tbe age of 18 and whose earning 
capacity is or has been impaired by reason of such person’s 
vaccine-related injury for which compensation is to be awarded 
and whose vaccine-related injury is of sufficient severity to 
permit reasonable anticipation that such person is likely to 
suffer impaired earning capacity a t age 18 and beyond, com­
pensation after attaining urn age of 18 for loss of earnings 
determined on the basis of the average gross weekly earnings of 
workers in the private, non-farm sector, less appropriate taxes 
and tbe average cost of a health insurance policy, as determined 
by the Secretary.

“(4) For actual and projected pain and Buffering and emo­
tional distress from the vaccine-related injury, an award not to 
exceed $250,000.

Payments fo r projected expenses sha ll be paid on a  periodic basis 
(bu t n o paym ent m ay be made for a  period in excess c f  1 year). 
Payments for pain and suffering and em otional distress and 
in curred expenses m ay be paid in a  Tump sum .

“(b) V a o c t n x s  A d m i n i s t e r e d  Brroux thx Ervxcnvx Datx.—Com­
pensation awarded under the Program to a petitioner under section 
2111 for a vaccine-related injury or death associated with the 
administration of a  vaocrne before the effective date of this subtitle 
shall only include the compensation described in paragraphs (1XA) 
and (2) of subsection (a).

“(c) R k s sk x tia l a n d  C ustod ia l C ab* and Sxbvtck.—The am ount 
o f any compensation fo r residential and custodial care and service 
expenses under subsection (aXU shall be sufficient to enable the 
compensated person to  remain living a t home.

“(a) Tytts o r  Compensation Phohibitkd.—Compensation awarded 
under the Program may not include the following:

“0 ) Punitive or exemplary damages.
“(2) Except with respect to compensation payments under 

paragraphs (2) and (3) of subsection (a), compensation for other 
than the health, education, ot welfare of the person who suf­
fered the vaccine-related injury with respect to which the com­
pensation is paid.

“(e) Attorneys’ Fees.—
Court*. VS. “(1) The judgment of a court on a petition filed under section

2111 awarding compensation shall include an amount to cover— 
“(A) reasonable attorneys’ f and 
“(B) other costs,

incurred in any proceeding on sc .. a>etition. If the judgment of 
a court on such a. petition does not award compensation, the 
court may include in the judgment an amount to cover petition­
er’s reasonable attorneys fees and other costs incurred in any 
proceeding on such petition if the court determines that the 
civil action was brought in good faith and there' was a reasc V. 
able basis for tbe cLaira for which the civil action was brougl/O' 

“(2) If the petitioner, before the effective date oj this title, 
filed a civil action for damages for any vaccine-related injury or 
death for which compensation may be awarded under the Pro-
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* J  gram, and elected under section 2111(a)(4) to withdraw such 
' '  action and to file a petition for compensation under the Pro­

gram, the judgment of the oourt on such petition may include 
an amount limited to tha costa and expenses incurred by the 
petitioner and tha attorney of the petitioner before the effective 
date of this subtitle in preparing, filing, and prosecutr 
ing such dvil action (including the reasonable value of 
the attorney's time if the civil action was filed under contingent 
fee arrangements).

“(3) No attorney may charge any fee for services in connection 
with a petition filed under section 2111 which is in addition to 
any amount included under paragraph (1) in a judgment on 
such petition.

“(0 Paym ent or Compensation.—
"(1) Except as provided in paragraph (2), no compensation 

may be paid until an election has,.been made, or has been 
deemed to have been made, under section 2121(a) to receive 
compensation-

“(2) Compensation described in subsection (aXIXAXiii) shall be 
paid from the date of the judgment of the district court of the 
United States under section 2112 awarding the compensation. 
Such compensation may not be paid alter an election under 
section 2121(b) to file a dvil action for damages for the vaccine- 
related injury or death for which such compensation was 
awarded.

“(3) Payments of compensation shall be exempt from reduc­
tion under any order issued under pert C of the Balanced 
Budget and Emergency Deficit Control Act of 1985.

“(0 Pbocram  N o t P rim arily  L l .b l e .—Payment of compensation 
under the Program shall not be made for any item or service to the 
extent that payment has been made, or can reasonably be expected 
to be made, with respect to rucb item or service (1) under any State 
compensation program, under an insurance policy, or under anv 
Federal or State health benefits program, or (2) by an entity which 
provides health services on a prepaid basis.

“(g) Liability or H e a lth  In su rance  C arriers, P repaid  H ea lth  
P lans, and  B enxftt Providers.—No policy of health insurance may 
make payment of benefits under the policy secondary lo the pay­
ment of compensation under the Program and—

"(1) no State, and
“(2) no entity which provides health services on a prepaid 

basis or provides health benefits, 
may make the provision oi health services or health benefits second­
ary to the payment of compensation under the Program.

“limitations op actions

“Sec. 2115. (a) G e n e ra l Rule.—In the case of—
“ (1) a vaccine set fo rth  in  the Vaccine In ju ry  Table  which is  

adm inistered before the effective date o f th is  t it le , i f  a vaccine- 
related in ju ry  o r  death occurred as a resu lt o f the  adm in is tra ­
tion  o f such vaccine, no pe tition  may be filed  fo r compensation 
under the Program  for such in ju ry  or death a fte r the expiration 

J  of 24 m onths a fte r the effective date o f th is  t it le ,
^  “ (2) a vaccine set fo rth  in the Vaccine In ju ry  Table which is

adm inistered a fte r the effective date o f th is t it le ,  i f  a vaccine- 
relaLed in ju ry  occurred as a result of the adm in is tra tion  o f such



vaccine, no paCitkm may be filed for compensation under uu.' 
Program for eucb injury after the expiration of 36 months after 
the date id" the occurrence of the first lytnptooa or manifestation 
of onset or of the significant aggravation of such injury, and 

"(3) a vaccine act forth in the Vaccine Injury Table which is 
administered after the effective date of this title, if a death 
occurred as a  result of the administration of such vaccine, no 
petition may be filed for compensation under the Program for 
soch death after the expiration of 24 months from the date of 
the death and no such petition may be filed more than 43 
months after the date of the occurrence of the first symptom or 
manifestation of onset or of the significant aggravation or the 
injury from which the death resulted. /

"(b) Errecr o r  Rxvrasn T abx jl— I f  at any time the Vaccine Injury 
Table is revised and the effect of such revision is to permit an 
individual who was not, before such revision, eligible to seek com­
pensation under the Program, such person may file a petition for 
such compensation not later than  2 years after the effective date of 
the revision, except that so compensation may be provided under 
the Program with respect to a vaccine-related injury or death 
covered under the revision of the table if—

"(1) tb* vaccine-related death occurred more than 8 years 
before the dale of the revision of tbe table, or 

“(2) the vaccine-related injury occurred more than 8 years 
before the date of the revision of the table.

“(c) S ta te  L o o ta tio n b  or A ction s.—I f  a  petition is filed under 
section 21110b) for a  vaccine-related injury or death, limitations of 
actions under State law shall be stayed with respect to a dvil action 
brought for such injury or death for the period beginning on the 
date the petition is filed and ending on the date a final judgment i3 
entered on the petition.

"SUBROC RATION
"Stc .  2117. (a) G eneral Rule.—

"(1) Upon payment of compensation to any petitioner under 
the Program, the trust fund which has been established to 
provide such compensation shell be subrograted to all rights of 
the petitioner with respect. to the vaccine-related injury or 
death for which compensation was paid, except that the trust 
fund nay not recover under such rights an amount greater than 
the amount of compensation paid to the petitioner.

“(2) In any case in which it deems such action appropriate, a 
district court of the United States may, after entry of a final 
judgment providing for compensation to be paid under section 
2115 for a vaccine-related injury or death, refer the record of 
such proceeding to the Secretary and the Attorney General with 
such recommendation as the court deems appropriate with 
respect to the investigation or commencement of a civil action 
by the Secretary under paragraph (1).

"(b) D i s p o s i t i o n  o f  A m o u n t s  R e c o v e r e d . — Amounts recovered 
under subsection (a) shall be collected on behalf of, and deposited ir \ 
the trust fund which has been established to provide compcnsatio^ 
under the Program.

"Sec. 2118. The compensation under subsections (aX2) and (*X4> of m  
section 2115 and the civil penalty under section 2127(b) shall, effec- 
tive December 1 of each year beginning 1 year after the effective 
date of this title, be increased by the percent change in the 
Consumer Price Index for tbe base quarter of such year over the 
Consumer Price Index for the base quarter of the preceding year, 
adjusted to the nearest tto of 1 percent. For purposes of this section, 
the term 'base quarter', as used with respect to a year, means the 
calendar quarter ending on September 30 of such year and the price 
index for a base quarter is the arithmetical mean of such index for 
the 3 months comprising such quarter.

" a d v is o r y  c o m m is s io n  o n  c h il d h o o d  v a c c in e s

"Sec. 2119. (a) E stablishm ent.—1There is established the Advwwy 42 
QwntfiaaSoWrti^Childhood Vaccines. The Commi»B0»i ihell be com- w  
posed of:

“(I) Nine members appointed by the Secretary as follows:
"(A) Three members who are health professionals, who 

are not employees oT the United States, and who have 
expertise in the health care of children, the epidemiology, 
etiology, and prevention of childhood diseases, and the 
adverse reactions associated with vaccines, of whom at least 
two shall be pediatricians.

“(B) Three members from the general public, of whom at 
least two shall be legal representatives of children who 
have suffered a vaccine-related injury or death.

“(C) Three members who are attorneys, of whom at least 
one shall be on attorney whose specialty includes represen­
tation of persons who have suflored a vaccine-related injury 
or death and of whom one shall be an attorney whose 
specialty includes representation of vaccine manufacturers.

"(2) TTie Director of the National Institutes of Health, the 
Assistant Secretary for Health, the Director of the Centers for 
Disease Control, and the Commissioner of Food and Drugs (or i 
the designees of such officials), each of whom eball be a 
nonvoting ex officio member.

The Secretary shall select members of the Commission within 90 1
days of the effective date of thi3 subtitle. The members of the 
Commission shall select a Chair from among the members.

"(b) Term or Office.—Appointed members of the Commission 
shall be appointed for a term of office of 3 years, except that of the 
members first appointed, 3 shall be appointed for a term of 1 year, 3 
shall be appointed for a term of 2 years, and 3 shall be appointed for 
a term of 3 years, as determined by the Secretary.

"(c) M e e t in g s .—The Commission shall first meet within 60 days 
after all members of the Commission are appointed, and thereafter 
shall meet not less often than four times per year and at the call of 
the chair. A quorum for purposes of a meeting is 5. A decision at a 
meeting is to be made by a ballot of a majority of the voting 
members of the Commission.
k  "(d) C o m p e n s a t i o n .—Members of the Commission whr. ure offi­

c e r s  or employees cf the Federal Government shall serve os mem­
bers of the Commission without compensation in addition lo that 
received in their regular public employment. Members of the



Government shall be compensated a t a  rate not to exceed the daily 
equivalent of the rate in  effect for grade GS-18 of tbe General 
Schedule for each day (including traveftune) they are engaged in the 
performance of their duties as members of the Commission. All 
members, while so  serving sway from their homes or regular places 
of business, may be allowed travel expenses, including per diem in 
lien of subsistence, in the same manner aa such rrpnnmr* are 
authorized by section 5703, title 5, United States Code, for employees 
serving intermittently.

“(e) S ta s t.— The Secretary shall provide the Commisaum with 
such professional and clerical staff, such information, and the serv­
ices of such consultants a s  may be necessary to assist the. Commis- 
sion in carrying out effectively its functions under this section. 

"(f) Functions.—'The Commission shall—
"(1) advise the Secretary on the implementation of tl'-j 

Program,
"(2) on its own initiative or as tha result of the filing of a 

petition, recommend changes in the Vaccina In ju ry  Table,
"(3) advise the Secretary in implementing the Secretary's 

responsibilities under section 2127 regarding the need for child­
hood vaccination products that result in fewer or no significant 
adverse reactions,

"(4) survey Federal, State, and local programs and activities 
relating to the gathering of information on injuries associated 
with the administration of childhood vaccines, including the 
adverse reaction repenting requirements of section 2125(b), and 
advise the Secretary on means to obtain, compile, publish, and 
use credible data related to the frequency and severity of 
adverse reactions associated with childhood vaccines, and 

"(5) recommend to the Director of the National Vaccine Pro­
gram research related to vaccine injuries which should be con­
ducted to carry out this subtitle.

“Pa rt  B—Add itio n a l R em edies 
“ authority  to  br in g  actions

“Sec. 2121. ta) Election.—After tha judgment of a district court of 
the United States under section 2111 on a petition filed for com­
pensation under tbe Program for a vaccine-related injury or death 
has become final, the person who filed the petition ahnll file with the 
court—

“(1) if tbe judgment awarded compensation, an election in  
writing to receive the  compensation or to file a dvil action for 
damages for such injury or death, or 

“(2) if the judgm ent did not award compensation, an election 
in writing to accept the judgm ent or to file a civil action for 
damages for such injury or death.

An election shall be filed under this subsection not later than 90 
days after the date of the  entry of the court's judgment with respect 
to  which the election is to be made. If a person required to .lie an  
election with a court under this subsection does not file the election - 
within the time prescribed for filing the election, such person shall , 
be deemed to have filed an election to accept the judgment of the 
court. If a person elects to receive compensation under n judgment 
of a court or i3 deemed to have accepted the judgment of a court,

n p i n n  b  t o c u i w  u u u h u m x w  ------- ----------

' death for which the judgment was entered.
"(b) LutrrATJONS ov A ction s.—A dvil action for damages arising 

from a  vaccine-related injury or death for which a petition was filed 
under section 2111 shall, except as provided in section 2116(cX be 
brought within the period prescribed by limitations of actions under 
State law applicable to such dvil action.

“ s t a n d a r d s  o r  r e s p o n s ib il it y

“Sec. 2122. (a) G en e ra l R u le .—Except as provided in subsections 
(bX (cX nr|d (c) State law shall apply to a dvil action brought for 
damages for a vaccine-related injury or death.

“(b) U navoidable A dvzrsx Sid*  E ffects; W a rn in g s .—
"(1) No vaccine manufacturer shall be liable in a  civil action 

for damages arising from a vaccine-related injury or death 
associated with the administration of a vaccine after the effec­
tive date of this subtitle if the iiyury or death resulted from ride 
effects that were unavoidable even though the vaccine was 
properly prepared and was accompanied by proper directions 
and warnings.

*X2> For purposes of paragraph (1), a vacaoe shall be pre­
sumed to be accompanied by proper directions and warnings if 
the vaccine manufacturer shows that it complied in all material 
respects with all requirements under tbe Federal Food, Drug, 
and Cosmetic Act and section 351 of the Public Health Service 
Act (including regulations issued under such provisions J 
applicable to the vaccine and related to vaccine-related injury 
or death for which the civil action was brought unless the 
plaintiff shows—

“(A) that the manufacturer engaged in tbe conduct set 
forth in subparagraph (A) or (B) of section 2123(dX23, or 

“(B) by clear and convincing evidence that the manufac­
turer failed to exercise due care notwithstanding its compli­
ance with such Act and section (and regulations issued 
under such provisions).

“(c) D ire c t W arn in g s.—No vaccine manufacturer shall be liable 
in a civil action for .damages arising from a vaccine-re la ted injury or 
death associated with the administration of a  vaccine after the 
effective date of this subtitle solely due to the manufacturer’# failure 
to provide direct warnings to the injured party (or the injured 
party's legal representative) of the potential dangers resulting 
from tbe administration of the vaccine manufactured by the 
manufacturer.

“ (d) C o n s t r u c t i o n .—The standards o f responsib ility  prescribed by 
th is  section a re  no t to be construed as a u tho riz ing  a person who 
b rought a c iv il action fo r damages aga inst a vaccine m anufactu re r 
fo r a vaccine-related in ju ry  o r death in w hich damages w ere  denied 
o r w h ich  was dismissed w ith  pre jud ice to b ring  a new c iv i l  action 
against such m anufactu re r fo r such in ju ry  or death.

4 “(e) P r e e m p t io n .—No State m ay establish or enforce a law  which 
roh ib its  an ind iv id ua l from  b rin g in g  a c iv il action against a vaccine 
m anufactu re r fo r damages fo r a vaccine-related in ju ry  o r death i f  

such c iv il action is no t barred by th is  subtitle .
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“Sic . 2123. (a) General Rule.—A dvil action against a  vaccine 
manufacturer for damage? for a vaccine-related injury or death 
associated with the administration of a vaccine after the effective 
date of this subtitle which is not barred by section 211 l(aX2) shall be 
tried in three stages.

“(b) Liability .—1Tbe first stage of such a dvil action shall be held 
to determine if a vaccine manufacturer is liable under section 2122.

“(c) G e k s b a l  D a m a g e s .— Tbe second stage of Bucfa a dvil action 
shall be held to determine the amount of damages (other than 
punitive damages) a vaccine manufacturer found to be liable under 
section 2122 shall be required to pay.

“(d) P u n i t i v e  D a m a g e s .—
“(l)If sought by the plain tiff, the third stage of such an action 

whall be held to determine the amount of punitive damages a 
vaccine manufacturer found to be liable under section 2122 
shall be required to pay.

“(2) If in such an action the manufacturer shows that it 
complied, in all material respects, with all requirements under 
the Federal Food, Drug, and Cosmetic Act and the Public 
Health Service Act applicable to the vaccine and related to the 
vaccine injury or death with respect to which the action was 
brought, the manufacturer shall not be held, liable for punitive 
damages unless the manufacturer engaged in—

*TA) fraud or intentional andwnmgful withholding of 
information from the Secretary during any phase of a 
proceeding for approval of tbe vaccine under section 351, 

“(B) intentional and wrongful withholding of information 
relating to the safety or efficacy of the vaccine after its 
approval, or

“(O other criminal or illegal activity relating to the 
safety and effectiveness of vaccines, 

wLkh activity related to the vaccine-related injury or death for 
which the civil action was brought.

“(e) Evidence—In any stage of a civil action, the Vaccine Injury 
Table, any finding of a district court of the United States or a 
master appointed by such court in a  proceeding on a oetition filed  011*1 J JLa CZ 1  a  A _ * •under section 2111 and th e  final judgment of a district court of the

i snail net be admissible.United States on such a petition i

“P a st  C—A ssuring  a Sa fer  Childhood  V accination  P rogram  in  
t h e  U n ited  States

“r e c o r d in g  a n d  r e p o r t in g  o f  in f o r m a t io n

“Sec. 2125. (a) G e n e ra l  R ule:— Each hea lth  care p rov ide r who 
adm in is te rs  a vaccine set fo r th  in  the Vaccine In ju ry  Tab le  to  any 
person sha ll record, o r ensure  th a t there ia recorded, in  such per­
son’s perm anent medical reco rd  (or in  a perm anent office log o r  file  
to w h ich  a legal representa tive  sh a ll have access upon request) w ith  
respect to each such vaccine—  \

“ (1) the  date o f a d m in is tra tio n  o f the vaccine,
“ (2) the  vaccine m a n u fa c tu re r and lo t num ber o f  the vaccine, 
“ (3) the  name and address and, i f  appropria te , the  t i t le  o f the 

hea lth  care provider a d m in is te rin g  the  vaccine, and

3
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“(4) any other identifying information on the vaccine required 
pursuant to regulation/* promulgated by the Secretary.

“(b) RetuetINU.—
“(I) Each health care provider and vaccine manufacturer 

ahall report to the Secretary—
“(A) the occurrence of any event set forth in the Vaccine 

Injury Table, including the events 6d forth in section 
2114(d) which oocur within 7 days of the administration of 
any vaocine set forth in the Table or within such longer 
period as is specified in the Table or section,

“(B) the occurrence of any contraindicating reaction to a 
vaccine which is specified in the manufacturer’s package 
insert, and

“(C) such other matters as the Secretary may by regula­
tion require.

Reports of the matters referred to in subparagraphs (A) and (B) 
shall be made beginning 90 days after the effective date of this 
subtitle. The Secretary shall publish in the Federal Register as 
soon as practicable after such date a notice of the reporting 
requirement.

(2) A report under paragraph (1) respecting a  vaccine shall 
include .he time periods after the administration of such vac­
cine within which vaccine-related illnesses, disabilities, injuries, 
or conditions, the symptoms and manifestations of such ill­
nesses, disabilities, injuries, or conditions, or deaths occur, and 
the manufacturer and lot number of the vaccine.

“(3) The Secretary shall issue the regulations referred to in 
paragraph (1XC) within 180 days of the effective date of this 
subtitle.

“(c) Release of Information.—
"(1) Information which 13  in the possession of the Federal 

Government and State and local governments under this sec­
tion 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—

"(A ) the  person who received the vaccine, o r 
“ (B) the  legal representative of such person.

“(2) For purposes o f paragraph (1), the  te rm  'in fo rm ation  
w hich  may id e n tify  an in d iv id u a l' sha ll be lim ite d  to th e  name, 
stree t address, arid telephone num ber o f  the  person who re­
ceived the vaccine and o f th a t person’s lega l representative and 
the medical records o f such person re la t in g  to  the  adm in istra­
tion  o f the  vaccine, and sha ll not include the loca lity  and State 
o f vaccine adm in is tra tion , the name o f th e  hea lth  care provider 
who adm inistered the vaccine, the date o f the vaccination, or 
in fo rm a tion  concerning any reported illness, d isa b ility , in ju ry , 
or condition resu lting  from  tbe a dm in is tra tio n  o f the vaccine, 
any symptom or m anifesta tion o f such illness, d isa b ility , in ju ry, 
or condition, or death resu lting  from  th e  adm in is tra tion  o f the 
vaccine.

“ (3) Except as provided in  paragraph (1), a ll inform ation 
reported under th is  section shall be ava ilab le  to the public.

v a c c in e  in f o r m a t io n

“ S e c .  2126. (a) G e n e r a l  R u l e . —Not la te r  than 1 year a fte r the 42 
effective date o f  th is  subtitle , the Secretary shall develop and 3 0



t of th»  Mciion. Such materials or ether information shall be pro­
vided prior to the administration or such vaccine.

“ m a n d a t e  f o r  s a t e s , c h il d h o o d  v a c c in e s

“Sec. 2127. (aO G e n e ra l Rutjl—In tha adminiriration of this 
subtitle and other pertinent lews under the jurisdiction of the 
Secretary, the Secretary shall—

"(1) promote the development of childhood vaccines that 
result in fewer and less serious adverse reactions than those 
vaccines on the market on the effective date of this subtitle and 
promote the refinement of such vaccines, and 

"(2) make or assure improvements in, and otherwise use the 
authorities of the Secretary with respect to, the licensing, 
manufacturing, processing, testing, labeling, warning, use 
instructions, distribution, storage, administration, field surveil­
lance, adverse reaction reporting, and recall of reactogenic lota 
or batches, of vaccines, and research on vaccines, in order to 
reduce the risks of adverse reactions to vaccines.

“(b) Report.—Within 2 years after the effective date of this 
subtitle, and periodically thereafter, the Secretary shall prepare and 
transmit to tne Committee on Energy and Commerce of the House 
of Representatives and the Committee on Labor and Human 
Resources of the Senate a report describing tbe actions taken pursu­
ant to subsection (a) during the preceding 2-year period

“ m a n u f a c t u r e r  r e c o r d k e e p in g  a n d  r e p o r t in g

“ S ec . 2128. (a )  G e n e r a l  R u u l — Each vaccine manufacturer of a 
vaccine set forth in the Vaccine Injury Table or any other vaccine 
the administration of which is mandated by the law or regulations 
of any State, shall, with respect to each batch, lot, or other quantity 
manufactured or licensed after the effective date of this subtitle— 

“(1) prepare and maintain records documenting the history of 
the manufacturing, processing, testing, repooling, and rework­
ing of each batch, lot, or other quantity of such vaccine, includ­
ing the identification of any significant problems encountered 
in the production, testing, or handling of such batch, lot, or 
other quantity,

"(2) if a safety test on such batch, lot, or other quantity 
indicates a potential imminent or substantial public health 
hazard is presented, report to the Secretary within 24 hours of 
such safety test which the manufacturer (or manufacture/s 
representative) conducted, including the date of the test, the 
type of vaccine tested, the identity of the batch, lot, or other 
quantity tested, whether the batch, lot, or other quantity tested 
is the product of repooling or reworking of previous batches, 
lots, or other quantities (anil, if so, the identity of the previous 
batches, lots, or other quantities which were repooled or 
reworked), the complete test results, and the name and address 
of the person responsible for conducting the test,

“ (3) include w ith  each such repo rt a ce rtifica tion  signed by a 
\  responsible corporate o ffic ia l th a t such report is true  and corn­

ie r  plete, and
“ (4) prepare, m a in ta in , and upon request subm it to the Sec­

re ta ry  product d is tr ib u tio n  rccc/ds fo r each such vaccine by 
batch, lot, or o ther q ua n tity  num ber.
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Pnuid. “(b) Sancttow.—Anjr vaorias manufacturer who Intentionally 
destroys, altera, falaifiea, or ooneeals any record or report required 
under paragraph (1) or C2) of 6uh*ectiouw*hfill—

*(1) be subject to a  dvil penalty of up to $100,000 per occur­
rence, or

"(2) be fined $50,000 or imprisoned for not more than 1 year, 
or both. *

Such penalty ehall apply to the person who intentionally destroyed, 
altered, falsified, or concealed nch  record or rr.n rt, to the person 
who directed that such record or report be destroyed, altered, fal­
sified, or concealed, and to the vaccine manufacturer for which such 
person is an agent, employee, or representative. Such act of destruc­
tion, alteration, falsification, or concealment shall be treated as a 
separate occurrence.

ruse1l 300bb-31.
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"Part D—General P rovisions 

" ctttzin’s actions

"Str. 2131. (a) G e n e r a l  R u le .—Except as provided in subsection
(b), any person may commence in e district court of the United 
States a  dvil action on such person’s  own behalf against the Sec­
retary where there is alleged a failure of the Secretary to perform 
any act or duty under this subtitle.

Xb) Nome*.—No action may be commenced under subsection (a) 
before the date which is 60 days after the person bringing the action 
has given written notice of intent to commence such action to the 
Secretary.

“(c) C osts or L itiga tion .—The court, in issuing any final order in 
any action under this section, may award costs of litigation (includ­
ing reasonable attorney and expert witness fees) to any party, 
whenever the court determines such award is appropriate.

JUDICIAL REVIEW

>■)

"i

ation*.42T
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42 USC900aa-33.

“Ssc. 2132. A petition for review of a regulation under this 
subtitle may be filed in a court of appeals of the United States 
within 60 days from the date of tha promulgation of the regulation 
or after such date if such petition is based solely on grounds arising 
after such 60th day.

"wtFTNTIIONS
"Sec. 2133. For purposes of this subtitle:

"(1) The term 'health care provider' means any licensed 
health care professional, organization, or institution, whether 
public or private (including Federal, State, and local depart­
ments, agencies, and instrumentalities) under whose authority 
a vaccine set forth in the Vaccine Injury Table is administerea.

"(2) The term ‘legal representative' means a parent or an 
individual who qualifies as a legal guardian under State law.

“(3) The term ‘manufacturer’ means any corporation, 
organization, or institution, whether public or private (includ­
ing Federal, State, and local departments, agencies, anAh'. 
instrumentalities), which manufactures, imports, processes, 
distributes under its label any vaccine set forth in the Vaccine 
Injury Table, except that, for purposes of section 2128, such
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ered by that section, lh a  term ‘manufacture* means to manu­
facture, import, process, or distribute a  vaccine.

*X4) The term ‘significant aggravation’ means any change for 
the worse in a preexisting condition which results in markedly 
greater disability, pain, or illneaa accompanied by substantial 
deterioration of health.

"(5) The term Vaccine-related injury or death’ means an 
illness, injury, condition, or death associated with one or more 
of the vaccines set forth in the Vaccine Injury Table, except'hat 
the term does not include an illness, injury, condition, or d th 
associated with an adulterant or contaminant intentionally 
added to such a  vaccine.

"(SXA) Tbe term ‘Advisory Commission 0 0  Childhood Vac­
cines’ means the Cammnsfcxn established under section 2119.

"(B) The term ‘Vaccine Injury Table’ means the table set out 
in section 2114.”.

(b) Conform ing  Am endm ents .—
(1) Sections 217(c), 465(f), and 497 of the Public Health Service 

Act (42 U.S.C. 218(c), 286(f), 289(f)) are each amended by striking 
out 2101” and inserting in iicu thereof "2301”.

(2) Section 305(h) cf such Act (42 U.S.C. 242c(t0) is amended by 
striking out "2113” each place it occurs and inserting in lieu 
thereof‘'2313".

SE C  312. RELATED STUDIES.
(a) R e v ie w  o f  P e r t u s s is  V a c c in e s  a n d  R e l a t e d  Il l n e s s e s  a n d  

C o n d h i o n s .—Not later than 3 years after the effective date of this 
title, the Secretary of Health and Human Services Bhall complete a 
review of all relevant medical and scientific information (including 
information obtained from the studies required under subsection (e)) 
on the nature, circumstances, and extebt of the relationship, if 
any, between vaccines containing pertussis (including whole cell, 
extracts, and specific antigens) and the following illness^ and 
conditions:

(1) Hemolytic anemia.
(2) Hypearrhythmia.
(3) Infantile spasms.
(4) Reye’s syndrome.
(5) Peripheral mononeuropathy.
(6) Deaths classified as .udden infant death syndrome.
(7) /septic meningitis.
(8) Juvenile diabetes.
(9) Autism.
(10) Learning disabilities.
(11) Hyperactivity.
(12) Such o ther illnesses and conditions as the Secretary may 

choose to review or as the A dv iso ry  Commission on Childhood 
Vaccines established under section 2119 o f the  P ublic  Health 
Service A ct recommends fo r inc lus ion  in  such review.

The review under th is  subsection sh a ll include notice and oppor­
tu n ity  fo r a public hearing, consideration o f w r it te n  in fo rm a tion  
subm itted by the public, and consu lta tion  w ith  such Advisory 
^ 'im m iss ion .

(b) F i n d i n g s  W i t h  R e s p e c t  t o  P e r t u s s i s . — N ot la te r than 3 years > 
a fte r  the effective date o f th is  tit le , the  Secretary shall make, and R
TMsblish in the Federal Register, the followin'* yrwoifip findtnaa- P

A .  G i l l
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(1) Whether each of the illnesses or conditions set forth in 
Bubeection (i) can reasonably be determined in some 
circumstances to be caused or significantly aggravated, by 
pertussis-containing vaccines.

(2) For each illness or condition for which a finding of causa­
tion or aggravation related to vaccines containing pertussis is 
made unoex paragraph (1), the circumstances under which such 
causation or aggravation can reasonably be determined to 
occur.

(3) For p»rh illness or condition for which a finding of causa­
tion or aggravation related to vaccines containing pertussis is 
nrnxto under paragraph {IX  and for each illness or condition set 
forth in the Vaccine Iqjory Table under section 2114 of the 
Public Health Service Art, the time periods within which the 
first symptom or manifestation of onset or aggravation of each 
such illness ar condition can reasonably be determined to occur 
after pertussis vacc ination.

(c) Revision or T a b l*  ’W ith  R espect to  Pkhtussis V accines.—At 
the t im e  the Secretary publishes in the Federal Register 
findings under subsection (bX the Secretary shall propose regula­
tions to amend the Vaccine Injury Table under section 2114 of the 
Public Health Service Act as a result of such findings. Not later 
than 42 mouths after the effective date of this title, the Secretary 
shall promulgate such proposed regulations with,such modifications 
as may be necessary after opportunity for public hearing.

(d) Review  or MMR V accin es and R e la ted  Illn esses and Condi­
tio n s .—Not later than 3  years after the effective date of this title, 
the Secretary of Health and Human Services shall complete a 
review s im ila r  to the review conducted under subsection (a) with 
respect to the potential relationship between vaccines containing 
rubella (including MMR) and radiculoneuritis. The review under 
this subsection snail include notice and opportunity for a public 0 
hearing, consultation with the Advisory Commission on Childhood 
Vaccines and consideration of written information submitted by the 
public. Not later than 3 years after the effective date of this title, 
the Secretary shall make and publish in the Federal Register find­
ings similar to those required by subsection (b) and shall, if appro­
priate, propose s im i la r  regulations (and thereafter promulgate such 
regulations) to those required by subsection (c), with respect to 
compensation under the National Vaccine Injury Compensation 
Program established under section 2110 of the Public Health Service 
Act for radkuloneiiritis caused, contributed to, or significantly 
aggravated by vaccines containing rubella.

(e) P e r t u s s is  a n d  MMR St u d ie s .—
(1) In  order to  assist the Secretary in  m alting the Findings 

required under subsections (b) and (d>, the Secretary Bhall, in  
accordance w ith  subparagraph (B), arrange for the conduct o f 
studies of—

(A) the re la tio n sh ip  between vaccines conta in ing pertus­
sis (inc lud ing  w ho le  cell, extracts, and specific antigens) and 
the illnesses o r  conditions set fo rth  in  paragraphs (1) 
through (11) o f  subsection (a),

(B) the re la tio n sh ip  between vaccines conta in ing pertus \  
sis and any o th e r  illnesses and conditions, as selected by th u / '/  
Secretary o r  th e  Advisory Commission on Childhood Vac­
cines established under section 2119 o f the Public H ealth  
Service A c t. and

J  (Q the relationship between vacrinea containing rubella 
Gndoding MMR) and radiculoneuritis.

(23(A) The Secretary shall request the Institute of Medians of 
the National Academy of Sciences to conduct the studies 
required by paragraph (1) under an arrangement by which the 
actual expenses incurred by such Academy in conducting such 
Btudy will be paid by the Secretary.

(B) If the Institute of Medicine is unwilling to conduct such 
study under such an arrangement, the Secretary shall enter 
into a aimflar arrangement with other appropriate nonprofit 
private groups or associations under which such groups or 
associations will conduct such study and prepare, end submit the 
reports thereon as provided in paragraph (3X

(C) The Institute of Medirimj cr other group or association 
conducting the studies required! by paragraph (1) shall conduct 
such studies in consultation with tbe Advisory Commission on 
Childhood Vaccines established under section 2119 of the Public 
Health Service Art.

(3) Reports on the results of the Btudies required by paragraph 
(1) shall be completed and submitted to the Committee on 
Energy and Commerce of the House of Representatives and the 
Committee on Labor and Human Resources of the Senate and to 
the Secretary not later than 32 months after the effective dijte 
of this title. Upon submission to tbe Secretary, the reports shall 
be made availahle to the public.

(4) There are authorised to be appropriated such sums as are 
necessary for the purpose of malting payments for the conduct

, of the studies required under this subsectioo.
( 0  D e f i n it io n s .— For purposes of this section:

(1) The term "medical and scientific information" includes 
epidemiologic, clinical, biostatistical, pathological, toxicologic, 
and other laboratory data and case study information, observa­
tions, studies, and reports in peer-reviewed literature or official 
Government publications, as well as relevant unpublished 
information, data, studies, and observations.

(2) The term "MMR” means a vaccine containing material 
intended to prevent or confer immunity against measles, 
mumpe, and rubella disease.

SE C  313 .STUDY OF OT1IEH VACCINE B ISKS .
(a) Studt.—

(1) Not later tiion 3 years after the effective date of this title, 
the Secretary shall, after consultation with the Advisory 
Commission on Childhood Vaccines established under section 
2119 of the Public Health Service Act—

(A) arrange for a broad study of the risks (other than the 
risks considered under section 102) to children associated 
with each vaccine set forth in the Vaccine Injury Table 
under section 2114 of such Act, and

(B) establish guidelines, after notice and opportunity for 
v public hearing and consideration of all relevant medical
A  and scientific information, respecting the administration of

such vaccines which shall include—
(i) the circumstances under which any such vaccioe 

should not be administered.
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. .  f(ii) the  circumstances under which administration of 
any such n c d c e  ihoold be delayed beyond its usual 
time of administration, and 

(iiD the  groups, categories, or characteristics of poten­
tial recipients of such vaccine who may be at signifi­
cantly higher risk of nuyor adverse reactions 
to such vaccine than the general population of poten­
tial recipients,

(2XA) The Secretary "hall request the Institute of Medicine of 
the National Academy of Sciences to conduct the study required 
by paragraph (31 under an arrangement by which the actual 
expenses incurred by such Academy in conducting such study 
will be paid by the Secretary.

(B) If the Institute of Medicine is unwilling to conduct such 
study under srach an arrangement, the Secretary shall enter 
into a similar arrangement with other appropriate nonprofit 
private groups or associations under which such groups or 
associations will conduct such study.,

(C) The Institute of Medicine or other group ctr association 
conducting the study required by paragraph (’) shall conduct 
such studies in consultation with the Advisory Commission on 
Childhood Vaccines established under section 2119 of the Public 
Health Service Art.

(b) R e v is io n  o f  G u id e l in e s .—The Secretary shall periodically, but 
a t least every 3 years after establishing guidelines under subsection 
(a), review and revise such guidelines after notice and opportunity 
for public hearing and consideration of all relevant medical and 
scientific information, nnless the Secretary finds that on the basis of 
all relevant information no revision of such guidelines is warranted 
and publishes such finding in tbe Federal Register.

(c) Factors Affecting Gutdzunes.—Guidelines under subsection
(a) shall take into account—

(1) the risk to potential recipients of the vaccines with respect 
iidelinelines are established, 

and other characteristics of such potential

Physicians.Honpitals-
Nureea.SLnt* and local 
gtyvemments.
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. to which the |
(2) the 

recipients, and
(3) the risks to tbe public of not having such vaccines 

administered.
(d) D i s s e m i n a t i o n .—The Secretary shall widely disseminate the 

guidelines established under subsection (a) to—
(1) physicians and other health care providers,
(2) professional health associations,
(3) State and local governments end agencies, and
(4) other relevant entities.

<2 USC 3 0 0 *a - I S E C  J U  REV IEW  O F  WARNINCS. USE INSTRUCTIONS. AND PRECAUTION, 
note. ARY INFORM ATION .

N ot la te r than  1 ye a r a fte r the effective date o f th is t i t le  and a fte r 
consultation w ith  th e  Advisory Commission on Childhood Vaccines 
established under section 2119 o f the Public H ea lth  Service A ct and 
w ith  other a pp ro p ria te  entities, the Secretary o f H ea lth  and H um an 
Services shall rev iew  thew am ings , use instructions, snd precaution­
ary in fo rm ation  p resen tly  issued by m anufacturers o f vaccines k  
fo rth  in  the V accine  In ju ry  Table set ou t in  section 2114 o f W  

A/iif. p. S7M. Public Health Service Act and sha ll by ru le  determ ine w hether such 
warnings, ins tru c tion s , and informs.’.ion adequately w arn  hea lth
care nrovulpKH nf thf> noh'ro ■yA n v l p n l  r t f   .A V . . -------1-

CL
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ine*. If the Secretary determines that any such warning, 
instruction, or information is inadequate for such purpose in any 
respect, the Secretary shall at the ■same time require the m«nwfi»n. 
tuierw to revise and reissue such warning, instruction, or informa­
tion as erpeditjonshr as practical, but not later than 18 m m tk  after 
the effective date of this title.
SKC. iis. RECALL AUTHORITY.

Subsection (d) of section 351 of the Public Health Service Act (42 
U-S.G. 2621 is amended—

0 ) by inserting "(1)” after * W ',  and
(2) by adding at the end thereof the following new paragraph: 

"(2XA) Upon a determination that a  batch, lot, or other quantity 
of a product licensed under this section presente an imminent or 
substantial hazard to the public health, the Secretary shall issue an 
order immediately ordering the recall of such hates, lot, or other 
quantity of such product. An order under this paragraph whsll be 
issued in accordance with section 554 of title 5, United states Coda 

"(B) Any violation of subparagraph (A) shall subject the violator to 
a dvil penalty of up to $100,000 per dav of violation. The amount of 
a civil penalty under this subparagraph shall, effective December 1 
of each year beginning 1 year after the effective date of this 
c..' . oaragrapb, be increased by the percent change in tbe Consumer 
Price Index for the base quarter of such year over the Consumer 
Price Index for ths base quarter of the preceding year, adjusted to 
tbe nearest Vic of 1 percent. For purposes of this subparagraph, tha 
term 'baso quarter’, as used with respect to a year, means the 
ralendar quarter ending on September 30 of such year and the price 
index for a base quarter ia the arithmetical mean of such index for 
tha 3 months comprising such quarter.”.
SEC 315. STUDY OF IMPACT ON SUPPLY OF VACCINES.

On Jane 30,1987, and on June 30 of each second year thereafter, 
the Secretary of Health and Human Services shall submit to the 
Committee on Energy and Commerce of the House of Representa­
tives and tbe Committee on Labor and Human Resources of the 
Senate—

Cl) an assessment of the impact of the amendments mmh by 
this title on the Bupply of vaccines listed in the Vaccine Injury 
Table under section 2114 of tbe Public Health Service Act, and

(2) an assessment of the ability of the administraton of 
vaccines (including public clinics and private administrators) to 
provide such vaccines to children.

PART B—MISCELLANEOUS

SEC. 321. W A IVER OF PAPERW O RK  REDUCTION .
Chapter 35 of title 44, United States Code, shall not apply to ^  

information required for purposes of carrying out this title and mn 
implementing the amendments made by this title.

322. NONSEVERABIUTY.
i f f  any provision o f th is  t i t le  or the app lica tion o f any provision o f 

th is  t i t le  to any person o r  circum stance is held in va lid  by reason o f a 
v io la tion  o f  the C onstitu tion , the e n tire  t i t le  shall be considered 
inva lid .
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4 2  U S C  11111 .
S ta te  and  lo c a l 
g o v e rnm en ts .

I T
s e e  m .  a r r a r n v K  d a t k .

(a) G h o u l  Ruue.—Sabtitl* 1 of mi» XXI of the Public Health Service At* shall take effect on the date of the enactment cf this Act and Subtitle 2 of such title and this title shall taka effect on the 
effective date of a  tax enacted after tbe data of the enactment of thia Act to provide funds for OHnpenaatioa paid under such subtitle 2.(b) iK SU fWCg HCT O F P m  me.—If at any time there are insufficient funds to pay all o f tbe daiias payable under subtitle 2 of title XXI of 
tbe Public Health Service .let for 180 days, such subtitle shall cease to be in effect until sufficient funds to pay all of the claims under 
such subtitle become available.

TITLE IV—ENCOURAGING GOOD FAITH 
PROFESSIONS REVIEW ACTIVITIES

SKC. 4CL SHOBTTTTUB.
This title may be cited as the "Health Care Quality Improvement 

Act of 1986”.
SBC 4*L FINDINGS.

The Congrera finds the foil owing;
(1) Tbe increasing occurrence of medical malpractice and the 

need to improve the quality of medical care have become nation- 
wide problems th a t warrant greater efforts than those that can 
be undertaken by any individual State.(2) There ia a natural need to restrict the ability of incom­
petent physicians to move from State to State without disclo­
sure or discovery of the physician's previous damaging or 
incompetent performance.

(3) This nationwide problem can be remedied through effec­
tive professional peer review.

(4) Tbe threat of private money damage liability under Fed­
eral laws, including treble damage liability under Federal 
antitrust law, unreasonably discourages physicians from partid- 
patingin effective professional peer review.

(5) There ia an overriding national need to provide incentive 
and protection for physicians engaging in effective professional 
peer review.

PART A—PROMOTION OF PROFESSIONAL REVIEW 
ACTIVITIES

SEC 4)1. PROFESSIONALREVIEW .
(a) In General.—

(1 ) L i m i t a t i o n  o n  d a m a g e s  fo b  p r o f e s s io n a l  r e v ie w  
a c t io n s .—I f  a  professional review action (as defined in section 
431(9)) of a professional review body meets all the standards 
specified in section 412(a), except as provided in subsection (b)—

(A) the  professional review body,
(B) any person acting as a member or staff to the bci, 
(O any person under a contract or other formal agtC i}

ment with the body, and
(D) any person who participates with or assists the body 

with respect lo the action,

» V
shall not be liable ini damages under any law of the United 
States or of any State (or political subdivision thereof) with 
respect to the action. The preceding sentence shall not apply to 
damages under any law of the United States or any State 
relating to tbe civil right* of any person or persons, including 
the Civil Rights Act ot' 1964, 42 U.S.C. 2000e, et seq. and the 
Civil Right* Acta, 42 U.5.C. 1981, et seq. Nothing in this para­
graph ■hall prevent tbe United States or any Attorney General 
of a State from bringing an action, including on action under 
section 4C of the Clayton Act, 15 U-S.C. 15C, where such an 
action is otherwise authorized.(2 ) P ro te c tion  f o r  th o se  p rov id ing  in fo rm ation  to  proves- Pl>y» 
s ig n a l review  bombs.—Notwithstanding any other provision of 
law, no person (whether as a witness or otherwise) providing 
information to a professional review body regarding the com­
petence or professional conduct of a physician shall be held, by 
reason of having provided such information, to be liable in 
damages under any law of the United States or of any State (or 
political subdivision thereof) unless such information is false

• and the person providing it knew that such information was 
false.

(b) Exception .—If the Secretary ha» reason to believe that a 
health care entity has failed to report information in accordance 
with section 423(a), the Secretary shall conduct an investigation. If F«rfr 
after providing notice of noncompliance, an opportunity to corree.
the noncomplianoe, and an opportunity for a hearing, the Secretary pTI
determines that a health care entity has failed substantially to 
report information in accordance with section 423(a), the Secretary 
shall publish the name of the entity in the Federal Register. The 
protections of subsection (aXD shall not apply to an entity the name 
of which is published in the Federal Register under the previous 
eentence witn respect to professional review actions of the entity 
commenced during the 3-year period beginning 30 days after the 
date of publication of the name.

(c) T reatm en t U n d e r S ta te  Law s,—
(1) P ro fe ss ion a l hkvww a c tion s  ta k en  on  o r  a f t e r  Octo­

be r 14, 1969,—Except as provided in paragraph (2), subsection 
(a) shall apply to State laws in a State only for professional 
review actions commenced on or after October 14,1989.

(2) Exceptions.—
(A) S ta te  e a r l y  op t-in .—Subsection (a) shall apply to 

State laws in a  State for addon* commenced 
before October 14, 1989, if the State by legislation elects 
such treatment.

(B) S ta te  o p to u t .—Subsection (a) shall not apply to 
State laws in a State for actions commenced on or after 
October 14, 1989, if the State by legislation elects such 
treatment.

(Q E ffe c tiv e  da te o f  e le c tio n .—An election under 
State law ia not effective, for purposes of 6ubparagraphs (A) 
and (B), for actions commenced before the effective date of 
the State law, which may not be earlier than the date of the 
enactment of that law.

SEC. 112. STANDARDS FO R  PROFESSIONAL REV IEW  ACTIONS. 421
(a) In General—For purposes of the protection set forth in 

section 411(a), a professional review action must be taken—



Name: Michael E. Jones, M.D.
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Many of us consider the vaccine-preventable diseases of childhood a thing 

Of the past; some of us may think they no longer exist. Except for smallpox, 

which was eradicated from the world in 1977, those diseases do still exist, but 

in relatively small numbers. The decline in the Incidence rates of childhood 

diseases is largely attributable to the development of effective vaccines, For 

example, 21,000 cases of paralytic polio were reported in Lhe USA in 1952; in

1986, only 2 cases were reported. Cases of diphtheria peaked at 207,000 cases

in 1921; no cases were reported in 1986. We forget not only how common those

diseases were, but also how serious they were and are. As many as 20 percent

of children under 5 years of age died after contracting respiratory diphtheria. 

Measles can be complicated by pneumonia, convulsions, or an inflammatory brain 

disease. For whooping cough (also known as pertussis), the death rate for

children under 6 months of age is 1%.

Although vaccines are extremely effective in preventing certain diseases and

their complications, they are not without side effects. The side effects, or

adverse events, associated with vaccine administration may be mild or severe. 

However, permanent, serious adverse events associated with vaccines are quite 

rare, In order for a vaccine to be useful, its benefits must outweigh its 

risks. For example, pertussis disease is complicated by encephalopathy— an 

inflammatory brain condition— once in every 250 cases. Although pertussis 

vaccine is associated with encephalopathy once in every 110,000 doses, the use 

o f  this vaccine has resulted in a 93% decline in the number of cases of this 

potentially fatal disease during the paBt 50 years. The vast majority of United 

States scientists, physicians, and public health officials believe that the 

benefits of immunization far outweigh the riBks, and that the savings outweigh 

the costs.

In order to collect detailed information about vaccine-associated side-effects, 

the Alaska Immunization Program uses the Monitoring System for Adverse Events 

Following Immunization, or MSAEPI, established by the Centers for Disease 
Control in lata 1978. This monitoring system is used to collect reports from 

public and private providers of publicly funded vaccines concerning adverse 

events following immunization.



Under MSAEFI, each parent or guardian of a child who receives publicly funded 

vaccine is to be instructed to report any illness that occurs within 28 days of 

receiving vaccine and that is severe enough to require a visit to a doctor, 
Clinic, or hospital. This instruction is accomplished in the public medical 

sector by a notice in writing on every Important Information Statement. Impor­

tant Information Statements (developed by the Centers for Disease Control) 

are to be given to all parents/guardians of children who receive an immuni­

zation in a public medical facility as a condition for receipt of publicly 

funded vaccine,
9

Important Information Statements discuss the risks and benefits of the specific 

vaccine and the risks of the specific vaccine-preventable disease. By signing 

the Statement the parant/guardian states that they have read the Important 

Information Statement and have had an opportunity to ask questions of the heelth 

care provider administering the vaccine. Signed Important Information State­

ments must be kept 10 years beyond the end of the calendar year in which the 

signature w a s  obtained.

In addition to the parent's/guardian's signature, the vaccine manufacturer's 

name, the vaccine lot number, the date of the Important Information Statement, 

and the date of the immunization are documented and retained. Private providers 
of publicly funded vaccines can either use the Important Information Statement 

system or use their professional medical Judgment to inform parents/guardians 

cf the risks and benefits of the vaccines. Reporting of adverse events following 

immunization by health care providers has been required in Alaska by regulation 

since 1974,

Reports of adverse events following immunization which meet minimum reporting 

criteria are investigated by the Alaska Immunization Program and the pertinent 

information forwarded to the Centers for Disease Control in Atlanta, A one 

year follow-up is conducted by the Alaska Immunization Program to determine the 

health status of the vaccinee.

An integral component of the Alaska Immunization P r o gram is the hoapital-based 

maternal education/immunization program for n ew mothers. N ew mothers are to 

be given a Parents Guide to immunization (Borne hospitals distribute their own 

immunization literature) either during prenatal classes or at the time of 

discharge. Not only are all of Alaska's hospitals with OB/GYN services part of 

a maternal education/immunization program, but so are Alaska's lay midwivee.

The Alaska Immunization Program has mechanisms in place for informing in print 

the parents/guardians of the risks and benefits of vaccine(s), ascertaining 

that the parents/guardians receive and understand the vaccine information, 

documenting the vaccine manufacturer's name and the vaccine lot number, 

reporting and investigating adverse events following immunization, and educating 

mothers of newborns about immunizations.

The current Immunization Program in Alaska traces its roots to the epidemics 

of diptheria and measles In Alaska in 1975 and 1977. Investigation of the 

measles epidemic in 1977 revealed that it occurred because Alaska's school 

immunization law was not being enforced and children were not being vaccinated.

A massive, state-wide vaccination campaign was effective in stopping the 
measeles epidemic. Since March 1, 1977, the daycare and school immunization 
regulations have been enforced with great success. Cases of rubella and per­
tussis have been documented in Alaska among individuals who were not appropri­
ately vaccinated or who have recently arrived in Alaska bringing the diseases 
with them. For 10 years our program has worked well, has achieved our goals of
p r e v e n t i n g  t h e a e  d l o c a o c o  a m o n g  A l a s U s n o ,  a n d  h a a  h < ? i ? n  n r - c * n p f c a c l  b y  a l m o s t  a l l  
Alaskans.



My name ia Cheryl Rykac 2 e w ^ - i , I am a concerned parent and a member of 

the Alaska Chapter of Dissatisfied Parents Together.

I support HB277 because I am concerned about the risk of adverse 

reaction that we take when we are required to immunize our children. 

Currently parents are not given enough information about the 

diseases chat can occur as a long term result of an adverse reaction. 

This bill requires that extensive information be given to parents well 

in advance of the date of immunization, allowing them to examine their 

child’s and their family’s health history and decide whether their 

child could have a 9erious reaction to the immunization.

Only a philosophical objection allowance will give parents the 

confidence and right to exclude their child from immunization if 

they are at serious risk.

Thank you,

Cheryl Rykaczewski 

Box 311

Kasilof, AK 99610 

262-4937



Test imony be fo re  the Alaska House Comm it te e  on Health , 
Education , and Soc ia l  S e rv i c e s

February 11,1988

Shannon M. Kohler, President 
Alaska Dissatisfied Parents Together (AK-DPT)

Rep. Koponen, Rep. Ellis and members of the committee:

My name is Shannon Kohler. I am President of the Alaska Chapter of 
Dissatisfied Parents Together and am here on behalf of that group.
AK-DPT is part of a national, non-profit educational organization 
consisting of parents concerned with vaccine safety and efficacy. We are-"-. 
not anti-vaccine. Alaska DPT has four simple goals that are effectively 
addressed in H.B. 277, sponsored by Rep. Mike Navarre at the request of 
Alaska DPT.

Before I go into a quick and concise presentation of some of the supporting 
data for H.B. 277, I'd like to express my sincere appreciation for the 
convening of today’s hearing (especially since it was arranged to be as
convenient as  p o s s i b l e  f or  rny situation.) I'd also like to  convey my and t t s
Alaska DPT group's thanks to Rep. Mike Navarre for sponsorship of this bill, 
thus giving us the chance to bring to light many of the problems existing in 
the state's current vaccine program.

I do understand the limited time available for this hearing and the need to 
lay factual groundwork for this bill. Many parents are willing to tell their 
stories and express their support of H.B. 277 and have asked me to convey 
their desire for a statewide teleconference. AK DPT did participate in a 
teleconference sponsored by The Governors Interim Commission on Youth 
in July 1987. A copy of that testimony is included in the packets I have 
distributed.

I would also like to add that it is not the intention of AK-DPT to dismantle 
the AK Immunization Program. Alaska Law currently mandates that each 
child receive 5 DPT (Diptheria, Pertussis and Tetanus) shots, recommended 
at 2,4, 6 8-. 15 months and 5 years. It mandates 3 oral live polio vaccines 
recommended at 2,4,and 18 months and one Measles, Mumps and Rubella 
shot recommended at 15 months. We view the major parts of HB 277 (i.e. 
Sections 2,3 & 4 ) as desperately needed information and accountability 
improvements to the existing program. The f irst section which relates to 
choice I will discuss now.



House Bill 277, An Act Relating to the Immunization of Minors 
Section I: Philosophical Objection

As H.B. 277 is constructed the first section refers to parental choice 
(philosophical objection) to vaccination. I wil l discuss this briefly, then 
since the remainder of the bill also adds support to this concept, i wil l 
return to summarize the necessity of this section.

To allow a parent to choose whether their child is to be vaccinated with a 
variety of bacteria, viruses, preservatives, additives, etc. should ideally 
be a simple matter of CHOICE. But since many view choosing not to 
vaccinate as negligence, I view my task here as one that shows some of 
the reasons why a responsible loving parent may choose not to vaccinate.. 
It is not my intention or the intention of AK-DPT, to convince parents to 
vaccinate or not, but in this instance to advocate a choice. Currently state 
law allows for exemption on medical or religious grounds. It seems ironic 
that people may currently object to vaccines if they are a member of a 
religious organization whose beliefs forbid immunizations (i.e. it is their 
"GOD GIVEN RIGHT" to refuse to immunize their child) but it is 
unacceptable legally to say "I read 25 articles in medical journals, three 
newspaper articles, and saw on 20/20 that pertussis vaccine has serious 
side effects and for this reason I don't want my child to have pertussis 
vaccine." This statement is not reason enough to refuse to immunize your 
child against pertussis, at least it is not currently acceptable by law.
This is one of the most serious problems with immunization policy: in 
order to legally refuse any single immunization it is necessary to be 
opposed to all immunizations on religious grounds.

Alaska DPT has written letters to the twenty-two states that already 
allow a philosophical objection or parental discretion to vaccination. We 
asked a variety of questions, including questions about their rates of 
compliance and rates of disease. Seventeen of the states responded. We 
have compiled a chart that shows the pertinent data they provided. Please 
open your packet to this chart. Note that 6 of the 17 states have added a 
philosophical exemption since 1970, most since 1979, and all have very 
high vaccine compliance rates. This data should effectively address the- 
possible argument that if AK allows for choice that parents may become 
lazy or disinterested and discontinue vaccination. This has not occurred 
in the 17 states on this chart, why should it happen in Alaska? This chart 
also shows that we would not be setting a precedent, we would be joining 
a growing list of states that obviously decided personal choice in this 
matter is a distinct priority.

(Discuss disease rates: Vaccinated/Unvaccinated)

Please note the letter from the State of Ohio stating that exemptions 
cause no disease implication concern there.



Section I!. IMMUNIZATION INFORMATION 
A) Safety of Vaccines
Though the AK Immunization Program does provide parent information 
handouts written by the National Center of Disease Control, our group 
stresses that this information is not nearly adequate at addressing the 
spectrum of adverse events that may follow routine vaccination. This 
Immunization Program material never mentions the ingredients contained 
in any vaccine. Since the state provides the vaccines, it fol lows that the 
state should make every ef fort to give complete information about the 
ingredients, contraindications (who should not be vaccinated and why), as 
well as recognized adverse reactions. This requirement could easily be 
met by providing parents with the manufacturers product insert from each’ ’ 
vaccine. Also in this section of H.B. 277 is the provision that hospitals 
provide all vaccination information to parents of newborns. This is to 
insure that the parents have ample time to ingest this information before 
vaccination time 2 months later.

We have heard the argument from health care providers that giving people 
information will frighten them, that the risks should be minimized, not 
accentuated. That the benefits out weigh the risks. We have compiled a 
lot of information that points to the contrary. That pertussis is no longer 
the dread disease of the early 1900’s. That it had declined in frequency by 
70% by the time the vaccine was introduced in 1940 [from Pertussis 
Immunization: Problems, Perspectives, Prospects, Edward A Mortimer Jr. 
Case Western Reserve Univ., Hospital Practice, Oct 1980, pp 103] There is 
increasing medical evidence and opinion that the vaccine may cause more 
encephalopathy (and consequent brain damage) than could be expected from 
the disease itself. (Vaccine Roulette, Dr. Robert Mendelsohn & Dr. Gordon 
Stewart, Vaccination Against Whooping-Cough, Efficacy versus Risks, 
Gordon T. Stewart, The Lancet, January 29,1977, pp237) We realize that 
this is all currently controversial and do not put ourselves before you as 
experts, only as people who have a valid concern. We contend that parents 
as well as health care professionals should be as informed as possible to 
help initially screen for high risk infants who otherwise might slide 
through the screening process. No one knows a child's or family's history 
better than the parent. Information about adverse side effects is also very 
important to the child who has exhibited a serious reaction with a prior 
immunization and may be at (in the instance of Pertussis vaccine) 
substantially increased risk of brain damage. We have experience with 
parents who didn't realize that the reaction their child had should have 
been considered serious (because they were not provided information on 
what constitutes a "serious" reaction or because the seriousness was 
denied or minimized by their health care provider) and subsequent shots 
actually did permanent damage. If the reporting of reactions to the shots 
were encouraged and taken seriously, these children would not be dealing 
with life long disability today. [See Testimony of Gov. Interim



Also in the packet provided, AK DPT has prepared a list of severe adverse 
reactions that may occur after vaccination all with references as to 
source from medical literature. I must stress that these listings are 
partial. [READ SOME OF LISTINGS]

New information as to the possible long term effects of vaccination is 
surfacing all the time. Also in these packets are descriptions of some of 
the ingredients in these vaccines. Did you know that formaldehyde, 
thimerosal ( mercury derivative) and aluminum are ingredients found in 
the DPT vaccine? As described in your packet, formaldehyde is a highly 
suspected carcinogen and worse. Thimerosal is made of ethymercuric- •" 
chloride which happens to belong to the alkyl mercuric family which is the 
most poisonous of mercury families. This mercury is easily absorbed by 
the body and not easily excreted. It causes brain damage. Aluminum 
toxicity has been associated with the occurence of Altzheimer's disease. I 
am not saying that these vaccine ingredients are the only source of these 
contaminants in our world. Nonetheless, due to the route of exposure (i.e. 
frequent injection) and time of exposure (early infancy and youth) they can 
not be discounted as having no possible affect on the general and long term 
health of our children.
As regards live virus vaccines; measles, mumps, rubella, polio, there are 
many questions as to the long term implications of their use. I have 
included a newspaper clipping in your packets that addresses this. In 
summary this article states that live virus vaccines may be seeding 
humans with RNA to form proviruses yvhich will then become latent in 
cells throughout the body. These proviruses couid under proper conditions 
become activated and cause rheumatoid arthritis, multiple sclerosis, 
allergies and perhaps cancer. I have many medical articles with me that 
describe the variety of other problems that may exist with the use of live 
virus vaccines. One very interesting tidbit of info is found on page 25 of 
the handbook "Surgeon Generals Report on AIDS" provided to all United 
States households. Under Testing of Military Personnel: I quote about 
AIDS testing of military recruits: "...They also need to protect new 
recruits (who unknowingly may be AIDS virus carriers) from receiving live 
virus vaccines. These vaccines could activate disease and be potentially 
life-threatening to the recruits."
Question: What other as yet unknown virus may be activated by live virus 
vaccines?

The fact that there are an infinite number of viruses in the world and 
these are constantly mutating leads to another question: What kinds of 
undetected viruses are included in these live virus vaccines that should 
not be injected into humans? Such an incident was discovered to be 
occurring in 1961. Simion virus 40, a monkey virus occunng in the monkey 
kidney ingredient of the polio vaccine, was found to be contaminating the



polio vaccines being injected world wide. Simion virus 40 is known to 
cause leukemia and cancerous tumors in hamsters. [Division of Biologies 
Standards. The Boat that Never Rocked; March 1972 Science. Near 
Disaster With The Salk Vaccine Dec 1963 Science Digest; Development of 
S and T Antigens and Oncogenicity in Hamster Embryonic Cell Lines 
Exposed to 5V40 Virology 34 1968.] It was reported in the Survey of 
Childhood Malignancies, Feb 1962 that children, between the ages o f 2 and 
4 , were being adversely affected by an unfavorable trend o f leukemia 
m ortality in technically advanced countries. [Survey of Childhood 
Malignancies" Alice Stewart M.D. Public Health Reports Vol 77, No. 2, Feb 
1962]
I have the articles describing these incidents and others. Another quote 
about live virus vaccines from Van Nostrand's Scientific Encyclopedia'
Fifth Edition; part of the defintion of virus:

"Phage: Bacteriophages are viruses that invade bacterial c e lls and are 
replicated within the bacterial cells. The presence o f phage in live virus 
vaccines has precipitated concern among some authorities. It  has been 
established that phage are introduced into vaccines when viruses fo r the 
vaccines are grown in tissue culture... It  has been suggested that it is in 
the realm  o f possib ility fo r phage to transm it genes to human ce lls and 
thus cause cancer or degenerative disease in humans".

VACCINE EFFICACY
According to the vaccine compliance chart we looked at earlier, on the 
average during a pertussis epidemic 50% of those stricken are vaccinated; 
50% are not. During measles outbreaks usually more are vaccinated than 
are not.

More Facts:
*Some 90% of the pertussis patients whose immunization status was 
known, appear to have been adequately vaccinated" From the Vaccine 
Bulletin, Feb 1987, ppl 1-12, Center for Disease Control publication in 
regard to the 1986 pertussis outbreak of 1300 cases in Kansas.

^Approximately half of the cases of pertussis (whooping cough) in 
1984/85 epidemic had received pertussis vaccine at some point in their 
life (from correspondence of May 1, 1986 with the AK Public Health Dept.)

Measles :
*  Nationally, o f the 1,051 affected with measles who were between the 
ages o f 16 months and 2 8  years o f age, 842 (80.1,5) had been vaccinated on 
o r a fte r their firs t birthday which is the currently recommended timetable 
fo r measles vaccination", (from Morbidity and Mortality Weekly, CDC 
Report, Jan 10,1986)

The following measles and rubella quotes are from "The 'New' Epidemiology 
of Measles and Rubella", by James D. Cherry M.D., Univ of Calif, L.A.. 
published in Hospital Practice July 1980, pp49-57.



Direct Quote from Cherry article " Both Diseases have been effectively 
controlled in the pediatric population that, in the prevacc ine era, harbored 
them. However, with the sh ift in prevalence to adolescents and young 
adults, it is  possible the diseases may be "time bombs".

Spring 1977- outbreak of measles on the UCLA campus. "When 506 
students underwent serologic screening 9% had HIA titers of less than 5 
cwd thus, presumably, were susceptible to measles: in other words, the 
outbreak had developed in a population that appeared to be 91% immune".

Testing done in 1976 and 1977 in Los Angeles County and also on the UCLA 
campus suggest that booster shots might not have any lasting effect on • 
waning measles immunity.

RUBELLA:
Since 1969 Rubella activity has declined about 70% (aprox administration 
of 63 million doses). But as with measles there has been a shift in age 
groups susceptible to rubella. Before rubella immunization less than 25% 
of reported rubella involved patients 15 or older. By 1975 62% was in the 
i5 or older age group and by 1976 ar.d 1977 70% was in 15 and older age 
group (with 15-19 yrs having the highest incidence) Direct Quote from 
Cherry: "The decline in congenital rubella is  curious because the number oi 
infections in women o f child bearing age has remained the same. Anyway, 
it is d ea r that the apparent stab ility  in the control o f congenital rubella 
is precarious".

Along with the problem of waning immunity which leaves an older, more 
vulnerable age group at risk for serious illness from childhood diseases 
there is also the problem of Atypical measles. According to James Cherry 
M.D., in the 1980 article The 'New' Epidemiology of Measles and Rubella, 
atypical measles started showing up in 1965 and were traced to the Killed 
measles vaccine. It was a serious illness that led into pneumonia and 
because of the atypical symptoms proved to be a diagnostic challence for 
physicians. Quote: "Since "only" about 1. 8  m illion doses o f k ille d  vaccine 
were distributed between 196J  and 1967, and since "only" an estimated 
600,000 to 900,00 children received two o r three doses o f k ille d  vaccine 
in those years, it was expected in the early !970's that the problem would 
disappear quickly. Eventually ( I f  its  pathogenesis involves k ille d  vaccine) 
it w ill, but in the meantime, atypical measles is  s t i ll very much with us.
It is a disease o f significant morbidity in young adults and some 
adolescents..."

Vaccinations apparent effect on mortality rates occurring from measles, 
diptheria, polio can be questioned via another chart in your packet: 
"Contribution of Medical Measure to Mortality Decline". Vaccination in 
these instances were introduced when mortalities from these diseases



were already steadily declining.

SECTION III: Adverse Reac t ion  Reports
HB277 would mandate that a l l  health care providers report to the Public 
Health Dept, all occurences of serious adverse reactions to vaccinations 
and also asks for long term follow-up investigations.
A major problem with the federal MSAEFI reporting system is that a report 
is not accepted if the parent and child do not physically visit a clinic or 
hospital within 4 weeks of vaccination to report an adverse event or seek 
treatment. Here is an often occuring scenario: The child receives their 
shot of vaccine at the Public Health Department, eight hours later is 
suffering from a high fever and prolonged high pitched screaming. The 
health department is closed, their doctor is gone for the day so the parent ’ 
calls the emergency room and is told to give the child Tylenol and is 
reassured that this is not an unusual reaction to a shot. The child is never 
seen by a doctor or health professional. This serious adverse reaction just 
slipped through the reporting system. By the next morning, or whenever 
next the parent can get in to see the family doctor the child appears to be 
better. The health dept, does not hear about the reaction, the hospital nor 
the doctor report the reaction and although the parent and health provider 
need to carefully consider whether giving additional doses of the vaccine 
is a good idea, no one catches that. Obviously, loopholes abound! What 
about a convulsion and or high fever that occurs during the night and 
apparently resolves itself by morning... perhaps a Saturday morning when 
clinics and doctors offices are closed? What about a parent who can't 
necpssarily afford an emergency room or doctor visit to seek treatment? 
Accessability and affordability play key roles here. All reactions should 
be reported to accurately ascertain just what is happening to our children 
after vaccination both immediately and in the long term. Parents should 
be believed and encouraged to report regardless of time elapsed and 
professional assistance sought.

The State's apparent attitude as regards adverse reaction reporting can be 
summed up in one statement from correspondence with AK Public Health 
Dept. "The State does not have any specific regulations regarding the 
reporting o f adverse reactions follow ing immunizations. Health care 
providers who administer vaccines are encouraged to report possible 
adverse reactions to this office. This is a passive surveillance system  
that re lie s on the integrity o f the health care providers to comply" 
correspondence with Michael Klatt, manager AK Immunization Program,
Nov 14, 1986

Add this quote to the apparent lack of health care provider integrity shown 
in the summary of adverse reactions (in your packet) Page 2 of the 
questionnaire shows that of the 21 who reported the adverse reaction to a 
health care provider 18 never had a MSAEFI form completed for them (This 
means they were not effectively reoorted if they were reported at all)



(NOTE -  D iscuss  Summary)
This system must be improved now! Alaskan children are reacting to 
these vaccinations! They are not, however being counted in vaccine safety 
statistics. It is ironic to me that that health providers quote statistics on 
the safety of the vaccines when statistics are something that are 
currently so poorly kept. How will the problems with the vaccines ever be 
defined and resolved if they continue to be ignored and denied? Just look 
at this summary and at the testimony at the children’s commission for the 
specifics!

IV. IMMUNIZATION RECORDS

This part of HB 277 is to insure that the vaccination manufacturer and lot 
number be kept on fi le for at least three years and to insure that any 
severe reaction be recorded in the minors permanent record. Obviously 
this section is necessary to avoid dangerous revaccination of any 
adversely affected child, even if location of administration varies. It will 
also help determine tainted batches of vaccine should they occur.

This all brings us full circle back to the first section of HB277.
I have talked about how other states have been adding this exemption 
without undue loss of vaccine compliance, and without apparent disease 
implications. I have shown this committee that the short term and long 
term safety of all of these vaccines is indeed questionable. More 
questions and uncertainties arise almost daily especially as regards live 
virus vaccines and the ingredients of all vaccines. I have shown this 
committee how vaccination does not guarantee immunity from these 
diseases. I have shown, too, the variety of other known and suspected 
ailments that can be contracted via vaccination. I feel I have provided the 
evidence necessary to show this committee why a responsible parent 
might intelligently question vaccination. Because one parent may choose 
not to vaccinate should not reflect on another parents right to choose 
immunization. AK-DPT does not want to imply that we advocate against 
the immunization program. We do not wish to interfere with the 
accessibility and affordibility of the vaccine program but rather wish to 
encourage the safest and most effective program that can be made 
available. We are asking quite simply for accountability.

I end this testimony feeling frustrated because I have barely touched the 
tip of the iceberg as regards this issue. The time element and repect for 
this committee's already overloaded agenda does not allow me to expound 
any further. All the material I have referred to, if not already in your 
individual cackets, wil l be on fi le as reference material with the chairmen

am
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or available by request from AK-DPT. Within your packets, the materials 
with asterisks are available from me on request.

I will be in Juneau through Saturday Feb 13 and available to discuss this 
further. Copies of this testimony are at the end of your packets for easy 
reference.

I and the members of Alaska's DPT chapter urge you to support HB277.

I’d like to finish with this quote by Edward Bradley who is a researcher 
with the Cetus Corporation: "We probably know as litt le  about the immune 
system now as Columbus knew about the Americas a fte r h is firs t voyage. " 
Edward Bradley researcher, Cetus Corporation from the article: Our • 
Immune Systerm: The Wars Within, National Geographic magazine June 
1986:

Once again I thank you for your time and consideration of this important 
matter.


