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Y o u  h av e  re q u e s te d  a  sec tio n a l su m m ary  o f  th e  ab o v e -d esc rib ed  b ill.

A s  a  p re lim in a ry  m a tte r, p le a se  n o te  th a t a  sec tio n a l su m m ary  o f  a  b ill sh o u ld  n o t b e  
co n s id e re d  an  a u th o rita tiv e  in te rp re ta tio n  o f  the  b ill an d  th e  b ill i t s e l f  is th e  b e s t s ta tem en t 
o f  its  co n ten ts . S in c e  y o u  h a v e  n o t ask ed  an y  sp ec ific  lega l q u e s tio n s  a b o u t th e  b ill, th is  
su m m a ry  is b rie f. I f  y o u  w o u ld  lik e  an in te rp re ta tio n  o f  th e  b ill a s  it  m ay  ap p ly  to  a  
p a r tic u la r  se t o f  c irc u m sta n ces , le t m e  know .

S ec tio n  1. P ro v id es  an  ex cep tio n  to  th e  co n fiden tia lity  p ro v is io n  re la tin g  to  m ed ica l re v ie w  
o rg a n iz a tio n s  so  th a t th e  in fan t m o rta lity  re v ie w  co m m itte e  can  d isc lo se  ch ild re n 's  
im m u n iz a tio n  re co rd s  u n d e r  th e  c ircu m stan ces  sp ec ified  in  sec. 2 o f  th e  b ill.

S e c tio n  2. R eq u ires  im m u n iza tio n  reco rds to  acco m p an y  the  dea th  ce rtifica te  fo r a  ch ild  w h o  
d ie s  w h e n  u n d e r th e  ag e  o f  sev en . S p ec ifie s  w h o  sh o u ld  su p p ly  th e  in fo rm a tio n .

Section 3. Applicability section.

T M L tg lc



Br ie fin g  P a p e r :
C o l l e c t io n  o f  Im m u n iz a t io n  R e c o r d s  o f  C h il d r e n  W h o  H ave  D ied

February 25,1997

P ro p o sed  leg is la tio n  w o u ld  e s ta b lish  n ew  re q u irem en ts  fo r co lle c tio n  o f  im m u n iz a tio n  re c o rd s  o n  
all ch ild re n  u n d e r th e  ag e  o f  se v e n  w h o  d ie . T h e  d a ta  re q u ire d  to  b e  co lle c te d  in c lu d e  all 
v acc in es  re ce iv ed  by  th e  ch ild ; th e  d a te (s), n am e, a n d  ty p e  o f  each  v a c c in e  re ce iv ed ; an d  th e  lo t 
n u m b er, b a tch  n u m b er, an d  m an u fa c tu re r  fo r each  v ac c in e  ad m in is te re d . T h e  d a ta  a re  to  be 
o b ta in ed  b y  the  fu n era l d ire c to r  an d  a ttach ed  to  the d e a th  ce rtif ic a te .

T h is leg is la tio n  w ill iv .. a ire  a  co n s id e rab le  a m o u n t o f  n ew  p a p e rw o rk  to  c o lle c t in fo rm a tio n  th a t 
w ill be d iff icu lt, i f  n o t im p o ss ib le , to use in  a  m e an in g fu l w ay . B eca u se  a lm o s t a ll ch ild re n  are 
v acc in a ted , a lm o s t all c h ild re n  u n d e r  the  ag e  o f  sev e n  v 'h o  d ie  (a p p ro x im a te ly  150 ch ild re n  p e r 

year) w ill b e  covered .

T h e  p a ren ts  o f  a  re cen tly  d e c ea se d  ch ild  a re  u n d er co n s id e ra b le  s tre ss , an d  m a n y  w ill n o t h av e  
read ily  av a ila b le  a  co p y  o f  th e ir  c h ild ’s im m u n iza tio n  reco rd . T h e y  m a y  face  co n s id e ra b le  
d ifficu lty  in  try in g  to  o b ta in  th e  req u ired  in fo rm a tio n  b ec au se  m u ch  o f  th e  d a ta  (e .g ., v a c c in e  lo t 
n u m b er an d  b a tch  n u m b er) is n o t ro u tin e ly  reco rd ed  on  th e  c h ild ’s p e rso n a l v a c c in a tio n  reco rd .

In recen t y ea rs , the  re co m m en d ed  ch ild h o o d  im m u n iz a tio n  sc h e d u le  h as  b ec o m e  in c re a s in g ly  
co m p lica ted . B y the  tim e  a  ch ild  reach es  the  age o f  sev e n , h e /sh e  sh o u ld  h av e  re c e iv e d  a t least 
20  in jec tio n s , an d  m an y  w ill h av e  re ce iv ed  even  m o re . G iv en  th e  h ig h  d e g re e  o f  m o b ility  o f  
A la sk a ’s c itizen s , p a rtic u la rly  in  th o se  p arts  o f  th e  s ta te  w ith  la rg e  p ro p o rtio n s  o f  m ilita ry  o r  
f ish in g  in d u s try -re la ted  p o p u la tio n s , th e  lik e lih o o d  th a t a  ch ild  w ill h a v e  re ce iv ed  a ll o f  h is /h e r 
im m u n iza tio n s  in  o n e  lo ca tio n  is sm all. M an y  v ac c in e s  w ill h av e  b een  a d m in is te re d  by d iffe re n t 
p ro v id ers  in  d iffe ren t lo ca tio n s  in  A lask a , in o th e r  s ta te s , an d  e v e n  in  fo re ig n  co u n trie s . 
T h ere fo re , fu n era l d irec to rs  w ill be  faced  w ith  try in g  to  d e te rm in e  b o th  w h e re  a  c h ild ’s 
im m u n iza tio n s  w ere  rece iv ed  a n d  h o w  to o b ta in  th e  req u ired  in fo rm a tio n  ffo m  m a n y  d iffe re n t 
so u rces . E v en  i f  a ll o f  th is  in fo rm a tio n  is kno w n , a  fu n e ra l d ire c to r  m a y  n o t be in  a  p o s itio n  to 
o b ta in  the  in fo rm a tio n ; a  h ea lth  reco rd  m ay  n o t be  a v a ila b le , o r  th e  fa c ility  m ay  re q u ire  the 
p a re n t’s w ritten  c o n se n t to  re le a se  the  im m u n iza tio n  h is to ry . In  sp ite  o f  th e se  d iff ic u ltie s , a  
d ea th  ce rtif ic a te  m u s t be  filed  w ith in  th ree  days; it is h a rd  to see  h o w  th is  in fo rm a tio n  c o u ld  be 
o b ta in ed  in  a  tim e ly  fash io n .

F in a lly , th e  d a ta  c o lle c te d  w o u ld  no t co n trib u te  to  v a lid  sc ien tif ic  re sea rc h  o r  u n d e rs ta n d in g  o f  
v ac c in e -re la ted  s id e  effec ts:



•  U n fo rtu n a te ly , in fan ts  d ie  fo r m an y  reaso n s u n re la ted  to  v ac c in a tio n , su c h  as in fec tio u s  
d ise a se s , co n g en ita l d efec ts  and  m e tab o lic  d iso rd ers . C h an ce  a lo n e  d ic ta te s  th a t in fan t d ea th s  
w ill o cc u r from  th ese , an d  fo r o th e r re aso n s , a fte r v acc in a tio n . A lm o s t all in fan ts  a re  
v ac c in a te d  d u rin g  th e  firs t y e a r  o f  life. T h e re fo re , a n y  in f a n t  w ith  a  m e d ic a l  illn e ss  o r  w h o  
d ie s  is lik e ly  to  h a v e  b e e n  v a c c in a te d  e a r l i e r  in  life . S in ce  v a c c in a tio n s  a re  u su a lly  
ad m in is te re d  a t ag es  2, 4, an d  6 m o n th s , a  s ta tis tic a lly  m easu rab le  ch an ce  o f  an y  ev e n t, d e a th  
o r  o th e rw ise , can  o cc u r w ith in  24  h o u rs  o f  v ac c in a tio n  by  c o in c id e n ce  a lo n e .

•  T h e  v a s t m a jo rity  o f  v acc in e  ad v e rse  ev en ts  a re  m in o r  an d  tem p o ra ry , like a  so re  a rm  o r  m ild  
fev er. M o re  se rio u s  ad v e rse  ev e n ts  o ccu r ra re ly ; so m e  a re  so  ra re  th a t risk  c a n n o t be 
a c cu ra te ly  a ssessed . A s to  v acc in es  cau sin g  d ea th , th ere  a re  so  few  d e a th s  t h a t  c o u ld  
p la u s ib ly  b e  a t t r ib u te d  to  v a c c in e s  th a t  it  is h a r d  to  a s se ss  th e  r i s k  s ta t is t ic a l ly .

»• T h e  c o n c e p t th a t D T P  cau ses  S u d d en  In fan t D eath  S y n d ro m e  (S ID S ) is  a  m y th  w h ich
d ev e lo p e d  b ecau se  a  m o d era te  p ro p o rtio n  o f  S ID S  d ea th s  o cc u r in  ch ild re n  w h o  h av e  re cen tly  
b een  v a c c in a ted  w ith  D T P; o n  the  su rface , th is  seem s to  p o in t to w ard  a  ca u sa l co n n e c tio n . 
B u t th is  lo g ic  is fau lty ; o n e  m ig h t  a s  w e ll s a y  t h a t  e a t in g  b r e a d  c a u se s  c a r  c r a s h e s ,  s in c e  
m o s t  d r iv e r s  w h o  c r a s h  t h e i r  c a r s  c o u ld  p r o b a b ly  b e  s h o w n  to  h a v e  e a te n  b r e a d  w i th in  
th e  p a s t  24  h o u r s .  I f  y ou  co n s id e r tha t m o st S ID S  d ea th s  o c c u r  d u rin g  th e  sam e ra n g e  o f  
ag e s  w h e n  3 sh o ts  o f  D T P  are  g iv en , y ou  w o u ld  ex p e c t D T P  sh o ts  to p re ced e  a  fa ir  n u m b er 
o f  S ID S  d ea th s  s im p ly  by chance. In fact, a  n u m b er o f  w e ll-c o n tro lle d  s tu d ie s  h av e  in d ica ted  
th a t  th e  S ID S  d ea th s  (w ith in  th e  stu d y  p o p u la tio n s) w o u ld  h av e  o cc u rre d  ev e n  i f  no 
v a c c in a tio n s  h ad  been  g iven . In  fact, in  s e v e ra l  o f  th e  s tu d ie s  c h i ld re n  w h o  h a d  r e c e n t ly  
g o t te n  a  D T P  s h o t  w e re  less l ik e ly  to  g e t S ID S .

•  N o  d e a th s  cau sed  by a n a p h y la x is  fo llo w in g  D T P  v a c c in a t io n  h av e  b een  rep o rted  to  C D C  
s in c e  th e  in cep tio n  o f  v acc in e -ad v erse -ev en ts  re p o rtin g  b eg an  in  1978, a  p e r io d  d u rin g  w h ich  
m o re  th a n  80 m illio n  do ses  o f  p u b lic ly  p u rch ased  D T P  v acc in e  w ere  ad m in is te red .

•  A ll d ea th s  rep o rted  to the n a tio n a l V acc in e  A d v e rse  E v en ts  R ep o rtin g  S y stem  (V A E R S ) are  
e v a lu a te d  and  ad d itio n a l in fo rm a tio n  is so u g h t b y  the  F D A . T h e  d ea th s  h av e  b een  fo u n d  to 
b e  re la ted  to  a  w id e  varie ty  o f  cau ses; m o st im p o rtan tly , n o  sp ec if ic , c l in ic a l  s y n d ro m e  h a s  
b e e n  id e n tif ie d  a s  o n e  m ig h t  e x p e c t i f  th e s e  d e a th s  h a d  th e  s a m e  c a u s e , i.e ., a  v a c c in e  
r e a c t io n .  In co n sid e ra tio n  o f  th is, a  1994 In s titu te  o f  M ed ic in e  re p o rt in d ica ted  th a t th e  “ v as t 
m a jo rity  o f  d ea th s  rep o rted  to V A E R S  are tem p o ra lly  b u t n o t c a u sa lly  re la ted  to 
v a c c in a tio n .”

•  A lth o u g h  no  o n e  can  g u a ran tee  th a t the  v acc in es  (o r  an y  m ed ica tio n s) a re  to ta lly  w ith o u t risk , 
it is im p o rta n t to  look  a t b o th  the risk s  an d  the b en e fits  o f  v acc in e  use . T h e  r is k s  o f  N O T  
b e in g  v a c c in a te d  a r e  m u c h  g r e a t e r  th a n  th e  re v e rs e . I f  th ere  w ere  no  v acc in es , th e re  
w o u ld  b e  m an y  m ore cases o f  d isease , an d  a lo n g  w ith  th em , m o re  se r io u s  s id e  e ffec ts , 
in c lu d in g  dea th .



A child is far more likely to be seriously injured by a vaccine preventable disease than 
by any vaccine. W h ile  a n y  se rio u s  in ju ry  o r  d e a th  ca u se d  by  v accin es  is too  m an y , it is  also  
c le a r  th a t  th e  b en e fits  o f  v a c c in a tio n  g rea tly  o u tw e ig h  th e  s lig h t risk , and  tha t m an y , m an y  
m o re  in ju rie s  an d  d ea th s  w o u ld  o ccu r w ith o u t th em . T h e  fo llo w in g  co m p ariso n  o f  th e  risk  
fro m  d isea se  w ith  th e  risk  fro m  the  v ac c in e s  th a t p ro te c t ag a in s t th em  can  g iv e  us an  id e a  o f  
th e  b en e fits  w e  g e t fro m  v a c c in a tin g  o u r ch ild ren .

Risk fro m  D isease  vs. Risk fro m  V accines
D isease V accines

M easles
Pneum onia =  1 in 20  
E ncephalitis =  1 in 2 ,000  
Death =  1 in 3 ,000

M u m p s
Encephalitis =  1 in 300  

R u b e lla
C ongenital Rubella Syndrom e =  1 in 4

M M R
Encephalitis or severe allergic reaction =  1 in 
1,000,000

D ip h th e ria
Death = 1  in 20

T e ta n u s
Death =  3 in 100

P ertu ss is
Pneum onia =  1 in 8  

E ncephalitis =  1 in 20  
Death =  1 in 200

D T P
Continuous crying, then full recovery =  1 in 
100
C onvulsions or shock, the full recoverv =  1 in 
1,750
A cute encephalopathy = 0-10.5 in 1,000,000  
Death =  N one proven

In fo rm a t io n  c o m p i le d  b y  th e  C e n te r s  fo r  D is e a s e  C o n tro l 

&  P r e v e n t io n  (C D C .  A t la n ta l

E v e n  o n e  se r io u s  ad v e rse  e ffec t in  a  m illio n  d o ses  o f  v ac c in e  ca n n o t be ju s tif ie d  i f  th e re  is  no 
b e n e fit  fro m  the  v ac c in a tio n . B u t an  an a ly s is  o f  th e  b e n e fit an d  risk  o f  D T P  im m u n iza tio n , 
fo r ex a m p le , h as  sh o w n  th a t without an immunization program there could be a 71-fold 
increase in cases of pertussis and a nearly 4-fold increase in deaths due to pertussis in 
the United States.

A  risk- benefit analysis has b een  p e rfo rm ed  fo r th e  U .S . to  co m p are  the o u tco m es w ith  o r 
w ith o u t a  v ac c in a tio n  p ro g ram  u sin g  a  h y p o th e tica l co h o r t o f  1 m illio n  ch ild ren  from  b irth  to  
6  y e a rs  o f  ag e  w h o  re ce iv ed  an d  d id  n o t re ce iv e  p e r tu ss is  v ac c in a tio n . W ithou t a  p ro g ram , 
th e  e s tim a te d  an n u a l n u m b er o f  res id u a l d e fec ts  fro m  e n c ep h a litis  (b o th  v acc in e  and  d isease  
in d u c e d ) w o u ld  d ec rea se  fro m  54  to  29  cases . H o w e v er, the estimated annual deaths from 
pertussis would increase more than 10-fold, from 44 to 457.



In the  m id -7 0 s . th e  u se  o f  p e r tu ss is  vacc in e  w as g re a tly  re d u ced  in  G r e a t  B r i ta in  b ecau se  o f  
fear ab o u t the  v acc in e . T h e  e ffec t w as d ra m a tic  an d  im m ed ia te . A  d ro p  in  p e r tu ss is  
v a c c in a tio n  in  1974 w as  fo llo w ed  by an  ep id em ic  o f  m o re  th an  100 ,000  ca se s  o f  p e rtu ss is  
a n d  36  d e a th s  by  1978.

In  J a p a n ,  p e rtu ss is  v a c c in a tio n  w as u sed  n a tio n w id e  by  1950. B y  1974, p e r tu ss is  in c id en c e  
h ad  d ro p p e d  fro m  100 ca se s  to  1 case  p e r  100 ,000  p o p u la tio n . H o w ev er, in  th e  la s t h a l f  o f  
the  1970s, v acc in e  u tiliz a tio n  in  Jap an  m ark e d ly  d ec rea sed  a f te r  tw o  d ea th s  o ccu rred  
fo llo w in g  p e rtu ss is  im m u n iza tio n . A  m a jo r  ep id em ic  o f  p e r tu ss is  en su ed , w ith  an  in c rease  in 
in c id en ce  ra te  to 11.5 p e r  100 ,000  in  1977, and  an  in c re a s e  in  th e  a n n u a l  n u m b e r  o f  d e a th s  
f ro m  a n  a v e ra g e  o f  less  th a n  5 fo r  th e  y e a r s  1 9 7 0 -1 9 7 4  to  an  a v e ra g e  o f  3 2  d u r in g  1977- 
1979.

• The experiences o f other countries are useful in evaluating the value o f vaccination.
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•  V A E R S  w as c rea ted  as p a rt o f  the N a tio n a l C h ild h o o d  In ju ry  A c t o f  198A  T h e  sy s te m  is  o n e  
m e th o d  u sed  to  m o n ito r  v acc in e  safe ty .

•  S in c e  1990, V A E R S  rep o rt fo rm s an d  in fo rm a tio n  h av e  b een  m ailed  an n u a lly  to all U .S . 
p h y s ic ia n s  w ho  are  lik e ly  to  a d m in is te r  v acc in es . T h e  A la sk a  Im m u n iza tio n  P ro g ram  has 
re q u ired  th e  use o f  V A E R S  rep o rts  by  all p ro v id e rs  p a rtic ip a tin g  in  the  s ta te ’s U n iv ersa l 
V acc in e  D is tr ib u tio n  S ystem .

•  S t r e n g th s  o f  V A E R S :
0 p ro v id e s  in fo rm a tio n  o n  the  n u m b er o f  ad v e rse  e v e n ts  rep o rted  n a tio n w id e  
0 p e rm its  co llec tio n  and  an a ly sis  o f  v ac c in e -sp ec ific  an d  lo t-sp ec ific  in fo rm a tio n  
0 p o ten tia lly  id en tifies  risk  facto rs fo r ad v e rse  e v e n ts  th a t m ay  be co n tra in d ic a tio n s  to  

ad d itio n a l do ses
0 se rves  as a sen tine l  fo r  the  de tec tion  o f  e i th e r  p rev ious ly  u n r e p o r t c d  v acc in e  

a d v e rs e  events  o r  u n u s u a l  increases  in r e p o r te d  even ts

•  L im i ta t io n s  o f  V A E R S :
0 d esc rib e s  o n ly  the n u m b er o f  ev en ts  rep o rted , w ith o u t p lac in g  in co n tex t o f  n u m b e r o f  

v ac c in e s  g iv en
0 c a n n o t track  the  ra te  o f  s im ila r  ev en ts  o cc u rrin g  in in d iv id u a ls  w ho  w ere  n o t re cen tly  

v acc in a ted  
0  c a n n o t in i ts e lf  e s tab lish  cau sa tio n

•  A V A E R S  r e p o r t  does N O T  m ean  th a t  the  v acc ine  c a u se d  the  a d v e rse  event.

(a ) T h e  rep o rtin g  sy s tem  is " o p e n ” to all rep o rts  th a t an  in d iv id u a l/p ro v id e r 
w ish es  to  m ake.

(b) T h e  r e p o r t  ind ica tes  s im ply  t h a t  a n  e ven t  w as  te m p o ra l ly  assoc ia ted  w ith  
rece ip t  o f  a vacc ine  -- N O T  th a t  the  v acc ine  necessa ri ly  caused  the  event.

•  T h e  sm all n u m b e r o f  V A E R S  rep o rts  sh o u ld  be  tak en  in to  co n tex t w ith in  the n u m b e r o f
d o se s  o f  v acc in e  d e liv e red  to A la sk a ’s ch ild ren . E ach  y e a r 5 0 -6 0 ,0 0 0  d o ses  o f  v ac c in e  a re
g iv en  to  A lask a  ch ild ren  <9 y ea rs  o f  age .
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N u m b e r  o f  R e p o r ts  to  th e  V a c c in e  A d v e rs e  E v e n t  R e p o r t in g  S y s te m  (V A E R S )
fo r  C h i ld r e n  < a g e  7 , A la s k a ,  1 9 9 4 -9 6

M in o r  or  T ra n sien t R ea ctio n S erio u s*  o r  >1 m on th  D u ration
1994 20 3
1995 12 2
1996 10 6

* Serious event =  requires hospitalization or m edical fo llow -up

R e v ie w  o f  “ S e r io u s ”  A d v e rs e  E v e n ts

A g e  o f  C hild
V accin es

.

R eceived E v en t O u tco m e

1994 8 w eeks
OPV
Hib
DTP

9 hours after vaccination - becam e 
limp and cyanotic; hospitalized for 
observation

Fully recovered

2 months
OPV
Hib
DTP

6 hours after vaccination - 
continuous crying, 102° fever; 
observed overnight

Fully recovered

■

1995 18 months
OPV
DTP

J8.5 hours after vaccination - 
1 seizure, fever > 100°; 
not hospitalized

Fully recovered

16 months
M M R
DTP

9 days after vaccination - 
seizures for 2 hours; 
hospitalized

Fully recovered

2 m onths
OPV
Hib
DTP

27 hours after vaccination - 
afebrile seizures. 5-6/day; 
hospitalized

N ot resolved

'' S'.•:

1996 17 months
MMR
DTP

8 days after vaccination - 
fever o f  104°; unresponsive; 
diagnosed with pneum onia

Fully recovered

4.5  months
Tetramune 
OPV  
Hep B

5 minutes after vaccination - 
high pitched scream ing; vom iting; 
fever: diarrhea; sw ellin g  at site

Fully recovered

19 months
Tetramune 
O PV /M M R  
Hep B

6 days after vaccination - 
fever, vom iting, rash Fully recovered

5 years
DTaP
M M R
OPV

30 minutes after vaccination • 
fainted Fully recovered

2 m onths
DPT
OPV
Hib

4 hours after vaccination - 
high pitched, inconsolable crying Fully recovered

5 m onths
DTP
OPV
Hib

48 hours after vaccination - 104° 
fever; pneum ococcal m eningitis; 
(V E R Y  unlikely related to shots)

Fully recovered



C o n c l u s i o n :

L o g is tic  p ro b lem s m ak e  it u n lik e ly  th a t ac cu ra te  a n d  v a lid  in fo rm a tio n  w ill  be  co lle c te d  
th ro u g h  this ap p ro ach . L ittle  b en e fit in  u n d e rs ta n d in g  o r  p re v en tin g  s id e  e ffe c ts  fro m  
v ac c in a tio n  w o u ld  be g a in ed . T h e  b u rd en  o n  fu n e ra l d irec to rs  and  h e a lth  fa c ilit ie s  to  o b ta in  
th e se  d a ta  w o u ld  be g reat. B ereav ed  p a ren ts  w o u ld  be s tre sse d  w ith  an  a d d it io n a l b u rd e n  a t 
o n e  o f  th e  m o st d iff icu lt tim es  in  th e ir  lives.

F o r m o re  in fo rm a tio n , th e  fo llo w in g  in d iv id u a ls  m ay  be re ach e d  a t (9 0 7 ) 2 6 9 -8 0 0 0 :

J o h n  M id d a u g h ,  M D , M P H
S ta te  E p id em io lo g is t

L a u r e l  W o o d , M P A  
Im m u n iza tio n  P ro g ram  M an a g e r


