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A B IL L  

FOR AN ACT ENTITLED

1 "An Act relating to advance directives fo r mental health treatment."

2 BE IT  ENACTED BY THE LEG ISLA TURE  OF THE STATE OF ALASKA :

3 • Section 1. AS 47.30 is amended by adding new sections to read:
4 ARTICLE 11. PERSONAL DECLARATION OF PREFERENCES
5 FOR MENTAL HEALTH TREATMENT. i
6 Sec. 47.30.950. DECLARATION, (a) An adult o f sound mind may make a
7 declaration o f preferences or instructions regarding mental hcr*»h treatment. The
8 preferences or instructions may include consent to or refusal o f mental health
9 treatment. I

10 (b) A declaration for mental health treatment continues in effect for three years
11 or until revoked, whichever is sooner. The authority o f a named attomcy-in-fact and
1- an alternative attomcy-in-fact named in the declaration continues in effect as long as
13 the declaration appointing the attomcy-in-fact is in effect or until the attomcy-in-fact
14 has withdrawn. I f  a declaration for mental health treatment has been invoked and is
15 in effect at the expiration o f three years after its execution, the declaration remains
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See, 47.30.952. DESIGNATION OF ATTORNEY-IN-FACT, (a ) A 
declaration may designate a competent adult to act as attomcy-in-fact to make 
decisions about mental health treatment. An alternative attomcy-in-fact may also be 
designated to act as attomcy-in-fact if the original designee is unable or unwilling to 
act at any time. An attomcy-in-fact who has accepted the appointment in writing may 
make decisions about mental health treatment on behalf o f the principal only when the 
principal is incapable. The decisions must be consistent with desires the principal has 
expressed in the declaration.

<b) The following may not serve as attomey-in-fact:
(1 ) the attending physician or mental health service provider, or an 

employee o f the physician or provider, if the physician, provider, or employee is 
unrelated to the principal by blood, marriage, or adoption;

(2) an owner, operator, or employee o f a health care facility in which 
the principal is a patient or resident if the owner, operator, or employee is unrelated 
to the principal by blood, marriage, or adoption.

(c) An attomcy-in-fact may withdraw- by giving notice to the principal. I f a 
principal is incapable, the attomcy-in-fact may withdraw by giving notice to the 
attending physician or provider. The attending physician or provider shall note the 
withdrawal a? part o f the principal's medical record. A person who has withdrawn 
under the provisions o f this subsection may rescind the withdrawal by executing an 
acceptance after the date o f the withdrawal. The acceptance must be in the same form 
as provided by AS 47 30.970 for accepting an appointment. A person who rescinds 
a withdrawal shall give notice to the principal if the principal is capable or to the 
principal's health care provider if the principal is incapable.

<d) The designation of an attomcy-in-fact under this section supersedes a 
previous or subsequent designation o f an ’ ttomcy-in-fact regarding mental health 
treatment uiless otherwise specifically provided in the declaration executed under 
AS 47 30.953 - 47.30.980 or in the document that designates the other attomcy-in-fact.

See. 47 30954. SIGNATURE. WITNESSES (a) A dcclarat   effective
only if it is signed by ihe principal and two competent adult witnesses. The witnesses
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must attest that the principal is known to them, signed the declaration in their presence, 
appears to be ot sound mind, and is not under duress, fraud, or undue influence.

(b) The following may not serve as a witness to the signing o f a declaration:
( 1) the attending physician or mental health service provider or a 

relative o f the physician or prov:dcr;
(2) an owner, operator, or relative o f an owner or operator o f a health 

care facility in which the principal is a patient or resident: or
(3 ) a person related to the principal by blood, marriage, or adoption.

See. 47.30.956. OPERATION OF DECLARATION, (a) A declaration
becomes operative when it is delivered to the principal's physician or other mental 
health treatment provider and remains valid until revoked or expired. The physician 
or provider shall act in accordance with an operative declaration when the principal has 
been found to be incapable. The physician or provider shall continue to obtain the 
principal's informed consent to all mental health treatment decisions if the principal is 
capable o f providing informed consent or refusal.

(b) Upon being presented with a declaration, a physician or other provider 
shall make *hc declaration a part o f the principal's medical record. When acting under 
authority o f a declaration, a physician or provider shall comply with it to the fullest 
extent possible, consistent with reasonable medical practice, the availability o f 
treatments requested, and applicable law. If the physician or other provider is unwill­
ing at any time to comply with the declaration, the physician or provider may 
withdraw from providing treatment consistent with the exercise o f independent medical 
judgment and shall promptly notify the principal and the attorney-in-fact and document 
the notification in the principal's medical record.

See. 47.30.958. POWERS OF ATTORNEY-IN-FACT. (a) The 
atlumcy-in-fact docs not have authority to make mental health treatment decisions 
unless the principal is incapable.

(b) The attomcy-in-fact is not. as a result o f acting in that capacity, personally 
liable for the cost o f treatment provided to the principal.

(c) Except to the extent the ngnt is limited by the declaration or any federal 
law. an attorney-in-fact has the same right as the principal to receive information
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regarding the proposed mental health treatment and to receive, review, and consent to 
disclosure o f medical records relating to that treatment. This right o f access docs not 
waive any evidentiary privilege.

(d) In exercising authority under the declaration, the attorney-in-fact has a duty 
to act consistently with the desires o f the principal as expressed in the declaration. If 
the principal's desires arc not expressed in the declaration and not otherwise known by 
the attorney-in-fact, the attomcy-in-fact has a duty to act in what the attorney-in-fact 
in good faith believes to be the best interests o f the principal.

(e) An attomcy-in-fact is not subject to criminal prosecution, civil liability, or 
professional disciplinary action for an action taken in good faith under a declaration 
for mental health treatment

Sec. 47.30.960. LIMITATIONS. A person may not be required to execute or 
to refrain from executing a declaration as a criterion for insurance, as a condition for 
receiving mental or physical health services, or as a condition o f discharge from a 
health care facility.

See. 47 30.962. ACHONS CONTRARY TO DECLARATION. The physician 
or provider may subject the principal to mental health treatment in a manner contrary 
to the principal’s wishes as expressed in a declaration for mental health treatment only11) if the principal is committed to a treatment facility under this 
chapter and treatment is authorized in compliance with AS 47.30.82$; or 

<2) in eases o f cmergencv endangering life or health.
See. 47.30.964. RELATION TO OTHER STATUTES. A declaration docs not 

limit any authority provided in this chapter either to take a person into custody or to 
admit, retain, or treat a person in a health care facility.

See. 47 30.966. REVOCATION. A declaration may be revoked in whole or 
in part at any time by the principal if the principal is not incapable. A revocation is 
effective when a capable principal communicates the revocation to the attending 
physician or other provider. The attending physician or other provider shall note the 
revocation as part o f the principal's medical record.

See 47 30.968. LIM ITED IMMUNITY. A physician or provider who 
administers or does not administer mental health treatment according to and in good
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faith reliance upon the validity o f a declaration is not subject to criminal prosecution, 
civil liability, or professional disciplinary action resulting from a subsequent finding 
o f a declaration’s invalidity.

Sec. 47.30.970. FORM OF DECLARATION. A declaration for mental health 
treatment shall be in substantially the following form:

DECLARATION FOR MENTAL HEALTH TREATMENT
I._______________________________________________________________

__________, being an adult o f sound mind, wilfully and voluntarily make this
declaration for mental health treatment to be followed if it is determined by a 
court(orb^two physicians that my ability to receive and evaluate information 
effectively or communicate decisions is impaired to such an extent that I lack 
the capacity to refuse or consent to mental health treatment. "Mental health 
treatment'' means elcctroconvulsivc treatment, treatment o f mental illness with 
psychotropic medication, and admission to and retention in a health care 
facility for a period up to 17 days.

I understand that I may become incapable o f giving or withholding 
informed consent for mental health treatment due to the symptom: o f a 
diagnosed mental disorder. These symptoms may include:

PSYCHOTROPIC MEDICATIONS 
If I become incapable of giving or withholding informed consent for 

mental health treatment, my wishes regarding psychotropic medications are as 
follows:
 I consent to the administration o f the following medications:______

I do not consent to the administration o f the following medications:

Conditions or limitations:

ELECTROCONVULSIVE TREATMENT 
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1
2
3
4 i
5
6
7
8 I
9 

10 
11

,1
14
15
16

19
20 
21

23
24
25
26
27 '
28
29
30
31

I f  I become incapable o f giving or withholding informed consent for 
mental health treatment, my wishes regarding elcctroconvulsivc treatment arc 
as follows:
 I consent to the administration o f elcctroconvulsivc treatment.
 I do not consent to the administration o f elcctroconvulsivc treatment.
Conditions or limitations:

ADMISSION TO AND RETENTION IN FACILITY 
If I become incapable o f giving or withholding informed consent for 

mental health rcatmcnt. my wishes regarding admission to and retention in a 
health care facility for mental health treatment arc as follows:
 I consent to being admitted to a health care facility for mental health
treatment for up t o  days.
 I do not consent to being admitted to a health care facility for mental
health treatment.

This directive cannot, by law. provide consent to retain me in a facility 
for more than 17 days. / > v ' Y
Conditions or limitations: __________________________

ADDITIONAL PREFERENCES OR INSTRUCTIONS

Conditions or limitations:

ATTORNEY-IN-FACT

I appoint:
NAME
ADDRESS
TELEPHONE NO

to act as my attomcy-in-fact to make decisions regarding my mental health
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treatment if I become incapable o f giving or withholding informed consent for 
that treatment.

If the person named above refuses or is unable to act on my behalf, or 
if I revoke that person’s authority to act as my attomcy-in-fact. I authorize the 
following person to act as my attomcy-in-fact:

NAM E_____________________________________________________
ADDRESS_________________________________________________
TELEPHONE N O .___________________________________________
My a'tomcy-in-fact is authorized to make decisions that arc consistent 

with the wishes I have expressed in this declaration or, if not expressed, as arc 
otherwise known to my attomcy-in-fact. I f my wishes arc not expressed and arc 
not otherwise known by my attomcy-in-fact. my attomcy-in-fact is to act in 
what my attomcy-in-fact believes to be my best interests.

OTHER DOCUMENTS
  I have executed a general powcr-of-attomcy or a powcr-of-attomcy
under AS 13.26 that includes the power to make decisions regarding health care 
services for myself. I authorize the attomcy-in-fact appointed under this 
declaration and the attomcy-in-fact appointed under a general powcr-of-attomcy 
under AS 13.26 to serve

  jointly with consent o f each other as to my mental health
treatment:

 separately without each other s consent as to my mental health
treatment.
 I have not executed a general powcr-of-attomcy or a powcr-of-attomcy
under AS 13.26 that includes the power to make decisions regarding health care 
services for myself.

(Signature o f Dcclorant/Date) 
AFF1RMAT!0N  OF WITNESSES 

W e  affirm that the principal is personally known to us. that the principal 
signed or acknow ledged the principal's signature on this declaration for mental
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health treatment in our presence, that the principal appears to he of sound mind
t-

and not under duress, fraud, or undue influence, and that neither o f us is a 
person appointed as an attomcy-in-fact by this document; the principal's 
attending physician or mental health service provider or a relative o f the 
physician or provider; the owner, operator, or relative o f an owner or operator 
o f a facility in which the principal is a patient or resident; or a person related 
to the principal by blood, marriage, or adoption.
Witnessed By:

(Signature o f Witness/Date) (Printed Name o f Witness)

(Address)

(Telephone Number)

(Signature o f Witness/Date) (Printed Name o f Witness)

(Address)

(Telephone Number) 
ACCEPTANCE OP APPOINTMENT AS ATTORNEY-IN-FACT 

! accept this appointment and agree to serve as attomcy-in-fact to make 
decisions about mental health treatment for the principal. I understand that I 
have a duty to act in a manner consistent with the desires o f the principal as 
expressed in this appointment. I understand that this document gives me 
authority to make decisions about mental health treatment only while the 
principal is incapable as determined by a court or two physicians. I understand 
that the principal may revoke this declaration in whole or in pan at any time 
and in any manner when the principal is not incapable.

(Signature o f Attomcy-in-faci/Date) (Printed name)

' . 'n d t r l in e d  (DELETED TEXT BRACKETED!



■

(Address)

(Telephone Number)

(Signature of Alternate Attornev-in-faet/Datc) (Printed name)

(Address)

(Telephone Number)

N O T IC E  T O  P ER SO N  M A K IN G  A  D E C L A R A T IO N  

FO R  M E N T A L  H E A L T H  T R E A T M E N T  

Th is is an important legal document. It creates a declaration for mental 

health treatment. Before signing this document, you should know these 

important facts:

(1) Th is document allows you to make decisions in advance about thrcc 

types of mental health treatment: psychotropic medication, elcctroconvulsivc therapy, 

and short-term (up to 17 days) admission to a treatment facility . The instructions that 

you include in this declaration w ill be followed only i f  a court, two physicians that 

include a psychiatrist, or a physician and a professional mental health clinician believe 

that you arc incapable o f making treatment decisions. Otherwise, you w ill be 

considered capable to give or withhold consent for the treatments.

(2 ) You may also appoint a person as your attomcy-in-fact to make 

these treatment decisions for you if  you become incapable. The person you appoint 

has a duty to act consistent with your desires as stated in this document or. i f  your 

desires arc not stated or otherwise made known to the attomcy-in-fact. to act in a 

manner consistent with what the person in good faith believes to be in your best 

interest. For the appointment to be effective, the person you appoint must accept the 

appointment in writing. The person also has the right to withdraw from acting as your 

attorney-in-fact ai any time.

(3 ) Th is  document w ill continue in effect for a period of thrcc years
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unless you become incapable o f participating in mental health treatment decisions. If 
this occurs, the directive will continue in effect until you arc no longer incapable.

(4) You have the right to revoke this document in whole or in part at 
any time you have not been determined to be incapable. YOU MAY NOT REVOKE 
THIS DECLARATION WHEN YOU ARE CONSIDERED INCAPABLE BY  A 
COURT. TWO PHYSICIANS THAT INCLUDE A PSYCHIATRIST, OR A 
PHYSICIAN AND A PROFESSIONAL MENTAL HEALTH CLINICIAN. A 
revocation is effective when it is communicated to your attending physician or other 
provider.

(5) I f  there is anything in this document that you do not understand, 
you should ask a lawyer to explain it to you. This declaration will not be valid unless 
it is signed by two qualified witnesses who are personally known to you and who are 
present when you sign or acknowledge your signature.

Sec. 47.30.972. PENALTY. It is a class A misdemeanor for a person without 
authorization o f the principal to knowingly alter, forge, conceal, or destroy a 
declaration executed under AS 47.30.950 - 47.30.980. the reinstatement or revocation 
o f a declaration executed under AS 47.30.950 - 47.30.980. or any other evidence or 
document reflecting the principal's desires and interests with the intent or effect o f 
affecting a mental health care decision. In this section, "knowingly" has the meaning 
given in AS 11.81.900(a).

Sec. 47.30.980. DEFINITIONS. In AS 47.30.950 - 47.30.980.
( 1) “attending physician" means the licensed physician who has primary 

responsibility for the care and treatment o f the declarant;
(2 ) "attorney-in-fact" means an adult properly appointed under 

AS 47 .1O.950 - 47.30.980 to make mental health treatment decisions for a principal 
under a declaration for mental health treatment and also means an alternative attomey- 
in-fact:

(3 ) "facility" means a
(A ) designated t. atmcnt facility, as defined in AS 47.30.915;
tB ) nursing home; or
(C ) assisted living home licensed under AS 47.33;
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(4) "incapable" means that, in the opinion of the court in a guardianship 
proceeding under AS 13.26, in the opinion o f two physicians that include a 
psychiatrist, or in the opinion o f a physician and a professional mental health clinician, 
a person's ability to receive and evaluate information effectively or communicate 
decisions is impaired to such an extent that the person currently lacks the capacity to 
make mental health treatment decisions;

(5) "mental health treatment" means electroconvulsive treatment, 
treatment with psychotropic medication, and admission to and retention in a facility 
for a period not to exceed 17 days.

* Sec. 2. AS 13.26.335 is amended to read:
Sec. 13.26.335. ADDITIONAL OPTIONAL PROVISIONS TO STATUTORY 

FORM POWER OF ATTORNEY. Each o f the following provisions may be included 
in a statutory form power o f attorney:

( 1) IF YOU HAVE GIVEN THE AGENT AUTHORITY REGARDING 
HEALTH CARE SERVICES UNDER SUBDIVISION (L ). COMPLETE THE 
FOLLOWING:

( ) I have executed a separate declaration under AS 18.12, 
known as a "Living Will."

t ) I have not executed a "Living Will."
( ) I have executed a separate declaration under

AS 47.30.950 - 47.30.980 regarding mental health treatment. I f  I 
have appointed an attornev-in-fact under AS 47.30.950 - 47.30.980.
I_ authorize that attornev-in-fact and the attorney-in-fact whom I 
have appointed in this document to serve

( ) jointly with consent o f each other as to mv
mental health treatment

( ) separately without each other's consent as to mv
mental health treatment.
1— 1 I have not executed a separate declaration under

AS 47.30.950 » 47.30.980.
(2 ) YOU MAY DESIGNATE .AN ALTERNATE ATTORNEY-IN-
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FACT. AN”  ALTERNATE YOU DESIGNATE W ILL BE ABLE TO EXERCISE 
THE SAME POWFRS AS THE AGENT(S) YOU NAMED AT THE BEGINNING 
OF THIS DOCUMENT. IF YOU WISH TO DESIGNATE AN ALTERNATE OR 
ALTERNATES. COMPLETE THE FOLLOWING:

If the agcnt(s) named at the beginning o f this document is 
unable or unwilling to serve or continue to serve, then I appoint the 
following agent to serve with the same powers:

First alternate or successor attorney-in-fact

(Name and address o f alternate)

Second alternate or successor attomey-in-fact

(Name and address o f alternate)
(3) YOU MAY NOMINATE A GUARDIAN OR CONSERVATOR. 

IF YOU WISH TO NOMINATE A GUARDIAN OR CONSERVATOR. COMPLETE 
THE FOLLOWING:

In the event that a court decides that it is necessary to appoint 
a guaidiari C' conservator for me. I hereby nominate fName and 
address ot person nominated) to be considered by the court for 
appointment to serve as my guardian or conservator, or in any similar 
representative capacity.

Sec. 3. AS 13 26.344th is amended to read:
(I) In the statutory form power o f attorney, the language conferring general 

authontv with respect to health care services, shall be construed to mean that, as to the 
health care ot the principal, whether to be provided in the state or elsewhere, the 
principal authorizes the agent to

< 1) have access to and disclose to others medical and related 
information and records:12) consent or refuse to consent to medical care or relief for the 
principal from pain, but the agent may not authorize the termination of life-sustaining
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(3) take all steps necessary to enforce a properly executed declaration 
under AS 18.12;

14) take all steps necessary to enforce a nroncrlv executed 
declaration under AS 47.30.950 - 47.30.980 unless the principal uas provided that 
an attornev-in-fact appointed under AS 47.30.950 - 47.30.980 shall have exclusive 
authority with regard to mental health treatment and the attorncv-in-fact 
appointed under AS 47.30.950 - 47.30.9SQ has not withdrawn;

(5 ) consent or refuse to consent to the principal's psychiatric carc, but 
the consent does not authorize a voluntary commitment or placement in a mental 
health treatment facility, electroconvulsive [CONCLUSIVE] or electric-shock therapy, 
psychosurgcry. sterilization, or an abortion except that, if the principal has properly 
executed a declaration under AS 47.30.950 - 7.30.980. the agent mav consent to 
voluntary commitment o r placement in a tm ntal health treatment facility and 
electroconvulsive o r electric-shock therapy if hat consent is consistent with the 
wishes expressed in the declaration under 4:.. 47.30.950 - 47.30.980 and i f  the 
principal has not designated another attorney m-fact to have exclusive authority 
to make decisions regarding mental health treatment:

(ft) [(5 )] arrange for carc or lodging o f the principal in a hospital, 
nursing home, or hospice:

Li! (ift)| i?rant releases to health care professionals or health carc
institutions:

(8) | ')] hire, discharge, or compensate an attorney, accountant, expert 
witness, or assistant when the agent considers the action to be desirable for the proper 
execution o f the powers described in this subsection: and

(9) [(8 )] do any other act or acts, that the principal can do through an 
agent, and that the agent considers dcsirabie or necessary to provide for the principal's 
physical or mental well being.

Sec. 4. AS 47.30 825(b) is amended to read:
<b| The patient and the following persons, at the request o f the patient, arc 

entitled to participate in formulating the patient's individualized treatment plan and to
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participate in the evaluation process as much as possible, at minimum to the extent o f 
requesting specific forms o f therapy, inquiring why specific therapies are or arc not 
included in the treatment program, and being informed as to the patient's present 
medical and psychological condition and prognosis: ( I )  the patient's counsel, (2) the 
patient's guardian. (3) a mental health professional previously engaged in the patient's 
care outside o f the evaluation facility or designated treatment facility. (4 ) a 
representative o f the patient's choice. (5) a person designated as the patient's 
attornev-in-fact with regard to mental health treatment decisions under 
AS 13.26.332 - 13.26.358. AS 47.30.950 - 47.30.980. o r other nower-of-attornev. and
(6) ((5)] the adult designated under AS 47.30.725. The mental health carc professionals 
may not withhold any o f the information described in this subsection from the patient 
or from others if the patient has signed a waiver o f confidentiality o r has designated | 
the person who would receive the information as an nttnrnev-in-fact with regard 
to mental health treatment.

Sec. 5. AS 47.30.825(f) is amended to read:
(f) A patient capable o f giving informed consent has the absoluie right to 

accept or refuse electroconvulsive (ELECTRO-CONVULSIVE) therapy or avcrsivc 
conditioning. A patient who lacks substantial capacity to make this decision may not 
be given this therapy or conditioning without a court order unless the patient 
expressly authorized that particular form  o f treatment in a declaration properly |

j
executed under VS 47.30.950 - 47.30.980 o r has authorized an attornev-in-fact to 
make this decision and the altomcv-in-fact consents to the treatment on behalf o f 
the patient 

Sec. 6. AS 47.30.836 is amended to read:
Sec. 47.30.836. PSYCHOTROPIC MEDICATION IN NONEMERGENCIES. 

An evaluation facility or designated treatment facility may not administer psychotropic 
medication to a patient in a situation that docs not involve a crisis under 
AS 47.30.838(u)t 11 unless the patient

( I )  (THE PATIENT] has the capacity to give informed consent to the 
medication, as described in AS 47.30.837. and gives that consent: the facility shall 
document the consent in the patient's medical chart: (OR |
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(2) authorized jh c  use o f psvchotropic medication in a declaration 
pronerlv executed under AS 47.30.950 - 47.30.980 o r authorized an attornev-in- 
fact to consent to the use o f nsvchotronic medication for the naiient and the 
attorney-in-fact does consent: o r

(3) [THE PATIENT] is determined by a court to lack the capacity to 
give informed consent to the medication and the court approves use of the medication 
under AS 47.30.839.

Sec. 7. AS 47.30.838(a) is amended to read:
(a) Except as provided in (c) and (d) o f this section, an evaluation facility or 

designated treatment facility may administer psychotropic medication to a patient 
without the patient's informed consent, regardless of whether the patient is capable o f 
giving informed consent, only if

( I ) there is a crisis situation, or an impending crisis situation, that 
requires immediate use of the medication to preserve the life of. or prevent significant 
physical harm to. the patient or another person, as determined by a licensed physician 
or a registered nurse; the behavior or condition o f the patient giving rise to a crisis 
under this paragraph and the staffs response to the behavior or condition must be 
documented in ie patient’s medical record; the documentation must include an 
explanation ol alternative responses to the crisis that were considered or attempted by 
the staff and why those responses were not sufficient: and

>2* the medication is ordered by a licensed physician; the order
(A ) may be written or oral and may be received by telephone, 

facsimile machine, or in person;
<B) may include an initial dosage and may authorize additional, 

as needed, doses: if additional, as needed, doses arc authorized, the order must 
specify the medication, the quantity o f each authorized dose, the method o f 
administering the medication, the maximum frequency o f administration, the 
specific conditions under which the medication may be given, and the 
maximum amount o f medication that may be administered to the patient in a 
24-hour period:

(C ) is valid for only 24 hours and may be renewed by a 
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physician for a total o f 72 hours, including the initial 24 hours, only after a 
personal assessment o f the patient’s status and a determination that there is still 
a crisis situation as described in (1) o f this subsection; upon renewal o f an 
order under this subparagraph, the facts supporting the renewal shall be written 
into the patient's medical record.

Sec. 8. AS 47.30.838 is amended by adding a new subsection to read:
(d) An evaluation facility or designated treatment facility may administer 

psychotropic medication to a patient without the patient’s informed consent i f  the 
patient is unable to give informed consent but has authorized the use o f psychotropic 
medication in a declaration properly executed under AS 47.30.950 - 47.30.980 or has 
authorized an attomcy-in-fact to consent to this form o f treatment for the patient and 
the attorney-in-fact docs consent.
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SB 159

Advance directives fo r Mental Health Treatment
4

O verv iew

Section 1. Authorizes an ind ividual o f sound m ind to make a declaration o f 
preferences o r instructions regarding mental health treatment. The preferences o r 
instructions may include consent to o r refusal o f mental health treatment.

Authorizes an ind ividual to designate an attorney-in-fact to make 
mental health decisions based upon preferred treatment under the declaration. 
Section also specifies who may no. serve as an attorney-in-fact.

Requires signatures from  the principal and two competent adult 
witnesses before a declaration is effective. Section also specifies who may not serve 
as a witness.

Requires a declaration to be delivered to the principal’s physician or 
other mental health treatment p rov ider before it becomes operative. The 
declaration must become part o f the principal's medical record.

Authorizes an attorney-in-fact the fo llow ing powers:
(a) to make mental health decision on ly if the principal is 
incapable.
(b) the attorney-in-fact in not liab le fo r the costs o f the 
treatment.
(c) grants the attomcy-in-fact the same right as the principal to 
receive in formation and to review and consent to disclosure o f 
medical records relating to that treatment.
(d ) act within the scope o f the declaration and if the principal's 
desires are not expressed in the declaration, the attorney-in-fact 
has a duty to act in the best interest o f the principal.
(e ) grants attorney-in-f^ct immunity from  crim inal prosecution, 
civil liab ility , o r professional d isciplinary action fo r an action 
taken in good faith under a declaration fo r mental health 
treatment.

Permits a declaration to be revoked at any time by the principal if the 
principal is not incapable.

Authorizes an individual who has granted a power o f attorney or an 
attorney-in-fact under T itle 13 to specify whether they would like the power o f 
attorney o r the attorney-in-fact to w ork jo in tly o r separately with the attorney-in-fact 
authorized under this legislation.
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SB 159 "An Act re lating to advance d irectives for m ental health treatment."

Senate B ill 159 a llow s ind ividuals to make decisions in advance about three 
types o f mental health treatment: psychotropic medication, e lectroconvulsive 
therapy, and a short-term  adm ission o f up to 17 days into a treatment facility. These 
decisions are documented in a declaration fo r mental health treatment and w ill be 
used on ly  during  any period in which a patient is incapable o f consenting to or 
refusing treatment.

The declaration is set up so that an ind ividua l may also appoint a person as 
an attorney-in-fact to make those treatment decisions fo r them if they become 
incapable. The attorney-in-fact w ou ld  make sure those written instructions are 
fo llow ed  o r m ake treatment decisions fo r the ind ividual if the instructions have not 
been written down. The attorney-in-fact must accept the appointment in writing 
and may w ithdraw  from  this du ty at any time.

The declaration w ill remain in effect fo r three years unless the ind iv idua l 
becomes incapable o f making mental health treatment decisions. If this occurs, the 
directive continues in effect until the ind iv idua l is no longer incapable. The 
ind ividual has the right to revoke a ll o r part o f the declaration at any time as long as 
they have not been determ ined to be incapable.

This legislation w ou ld  enable persons to make their own mental health 
decisioiis p rio r to any fu tu re mental health crisis they might encounter. The 
legislation was requested by the Mental Health Consumers o f A laska.

S P O N S O R  S T A T E M E N T  —
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D e c Ia r a t I o n  f o R  M e n t a I

H E A l  r h  T R E A T M E N T
By Dorothy Po*v*y, Ex*cv#yo Okoctor of 
MonMHoatth Comumori aTMaakqi . .  . . -  i .  — i -  —

An advanced directive is a wntlon instruction, 
such as a livtng will or durable power of attorney for 
heath care, relating to the provision of health care 
when an individual's condition makes him or her 
unable to make treatment decisions

Thc Declaration for Mental Health Treatment 
is an attempt to bnng the advanced directive 
philosophy to the provision of mental health care -  
psychotropic medications, electroconvulsive therapy, 
or short term (up to 17 days) admission to a treatment 
facility.

Based on a similar Law in Oregon, the 
Declaration provides an individual the opportunity to 
spell out his or her preferences m the event of his or 
her incapacitation. It provides the individual the 
opportunity to make his or her wishes known on the 
treatments that have worked in the past and that he or 
she desires in the future, treatments that have not 
worked in the past or that he or she docs not desire m 
the future, which physician cares for him or her. «n 
which hospital he or she is treated Most importantly, rt 
provides for a substitute decisionmaker wrth whom the 
doctors would consult should the Declaration not be 
specific enough or the doctors are recommending a 
treatment not specified

The Declaration is initialed when an individual 
o ‘of sound mind.* Declarations may not name 
attending physicians or mental health providers as the 
•atloroey-irvfact* (substitute deosionmaker). The 
artomey-tfvfact does not have authority to make 
nentaJ health treatment decisions unless tt.e pnncpal 
is ‘incapable * The instructions that are included in a 
Declaration will be fodowed only if a court, two 
physicians that include a psychiatrist, or a physician 
and professional mental health clinician believe that 
the person is incapable of making treatment decisions 
Otherwise, an mdrvxluai e considered capable to give 
or withhold consent for treatment.

A Declaration may be revoked in whole or in 
part at any time an individual has not been determined 
to be incapable. An individual is ‘incapable.* when 4 a 
the opinion of a court, two physicians that mdudo a 
psychiatrist, or a phyvcan and a professional mental 
health dirnoon. an individual's ability to receive and 
evaluate information effectively or oommurocate 
decisions is impaired to such an extent that the person 
currently lacks the capacity to make mental health 
treatment decisions

In tho past two years in Oregon, where they 
have Declarations, they have found that mdrviduats

who had fought hospitalization and medication in the 
past, now were more willing to go to the hospital 
because they felt their decisions would he heeded

Initially introduced Into the Alaska legislature 
as House Bill 318 by Representative Cynthia Toohey 
and as Senate Bill 159 by Senator Steve Riegcr. Ihe 
Declaration should be scheduled for heanngs early in 
the next Legislative Session.

Endorsements of the Declaration may be 
mailed lo erthcr Mental Health Consumers of Alaska. 
Representative Toohey. or Senator Ricger at ‘Alaska 
Mate legislature. State Capitol. Juneau. AK 99801- 
1182*

DortXhy Peavey, Executive Director of Menial 
Health Consumers of Alaska, would welcome 
comments and questions at 907-277-3817 or 800-478- 
3817. 4*
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W o r k i n g  i’o r  
A la s k a ' s  
M e n t a l  
H e a l t h

M e n t a l  H e a l t h  A s s o c i a t i o n  i n  / u a s K a
4050 Lake Otis Parkway, Suite 202 • Anchorage, Alaska 99508-5221 • (907) 563-0880 • Fax (S07) 563-0881

D o r o t h y  P e a v e y ,  M . S . W .
E x o c u t i v e  D i r e c t o r
M e n t a l  H e a l t h  C o n s u m e r s  o f  A l a s k a  •
101 E a s t  9 t h  A v e n u e ,  S u i t e  3 - A  
A n c h o r a g e ,  A l a s k a  99 501

R e :  Senate B ill No. 159

*An Act relating to advance directives for mental health treatment*

D e a r  D o r o t h y :

T h o  B o a r d  o f  D i r e c t o r s  w o u l d  l i k e  t o  s u p p o r t  t h e  l e g i s l a t i o n  t h e  
M e n t a l  H e a l t h  C o n s u m e r s  o f  A l a s k a  h a s  b r o u g h t  t o  t h e  a t t e n t i o n  o f  A l a s k a n  
l a w m a k e r s ,  i . e .  S e n a t e  B i l l  N o .  1 59  It i s  o u r  b e l i e f  t h a t  t h i s  k i n d  o f  s e l f -  
a d v o c a c y  a n d  s e l f - e m p o w e r m e n t  p r o c e s s  i n  a l l o w i n g  c o n s u m e r s  o f  m e n t a l  
h e a l t h  t r e a t m e n t  s e r v i c e s  t h e  a b i l i t y  t o  p r e - p l a n  a n d  d i r e c t  c a r e g i v e r s  i n  
t r e a t m e n t  i s s u e s  i s  s i m p l y  a  m a t t e r  o f  b a s i c  h u m a n  r i g h t s .

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

o n  t h i s  i s s u e .  W e  w i l l s t a n d  b y  y o u  a n d  t h e  M e n t a l  H e a l t h  C o n s u m e r s  o f  
A l a s k a  i n  a s s u r i n g  t h i s  l e g i s l a t i o n  i s  b r o u g h t  t o  t h e  a t t e n t i o n  o f  t h e  
p u b l i c  a n d  t h o s e  f o r  w h o m  w e  a d v o c a t e .  P l e a s e  d o  n o t  h e s i t a t e  i n  l i s t i n g  
t h e  M e n t a l  H e a l t h  A s s o c i a t i o n  i n  A l a s k a  a s  a  s t r o n g  s u p p o r t e r  o f  t h e  
a d v a n c e  d i r e c t i v e s  f o r  m e n t a l  h e a l t h  t r e a t m e n t .

S i n c e r e l y ;

O c t o b e r  2 4 ,  1 9 9 5

J a n  M c G t l l i v a r y ,  M  E d .  
C E O / P r e s i d e n t C h a i r  o f  t h e  B o a r d

Serving AJum Since 1953 
Homo o» CUAAr Oepre»ato'VA*««vnetvRecognitor) Treatment Program
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, x  S o u t h c e n t r a l
(907 ) 563-1000  
FAX 553 -2045

November 29 . 1995

Senato r S ieve Rieger 
Room  516  
State Capitol 
Juneau . Ak 9 9 8 0 1 -1 182

Dear Senato r R ieg e r

This letter is in support o f Senate Bill 159, Declaration fo r Mental Health Trealm ent. Menial Health 
Consum ers o f A laska used declaration m odels from o the r states to work towards developing legislation 
that would allow  A laskans to establish a document stipulating the consum er's mental health treatment 
p references, much like a living will. Tne consum er would have this document prepared in the event they 
are declared mentally incompetent.

The management and staff at Anchorage Community Mental Health Serv ices. Inc.. support Senate Bill 
159, and feel that the declaration p rocess would help to empower the consumer. The ACMHS Board o f 
D irectors adopted a recommendation in support o f the Declaration fo r Mental Health Treatment at their 
October 20 , 1994 , Board meeting.

The Board, m anagement, and staff o f Anchorage Community Mental Health Serv ices appreciated your 
introduction o f Senate Bill 159. and the mental health community app lauds your continued support o f this
bill.

Sincerely,

Ken Taylor 
Executive Director

cc: Dorothy Poavey
Mental Health C onsum ers o f A laska

© J
Operated by Anchorago Community Mental Health Services. Inc. (ACMHS), o
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C h a r t e r  N o r t h  
B e h a v i o r a l  H e a l t h  S y s t e m

2330 DcBjjt Ro«f 
Aochonjc. Aiuka W50M 

(VU7J 23S-737S .  V ;  (907) 277-7*44

April 16, 1995

Marveen Coggms 
Legislative Aid
Representative Cynthia Toohey 
Room 104 
State Capital
Juneau, Alaska 99801-1182

Dear Marveen

Please accept my apology for being so late in responding to your request to review fr* mental 
health treatment bill Representative Toohey is considering I have reviewed the bill found no 
problems with it from a facility perspective

Please fed free to contact me with any further questions or if I can Ire A further assistance

Sincerely,

;«) ’  !«l tlllMMMHiHVT (H M I
rn'iMim* iwitUKN

T O T d .  P .  0 2
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Sen. Lyda G reen, Chuirm un 
Sen. Loren Leman, V ice-Chairm un 
Son. Mike Miller 
Sen. Johnny  Ellis 
Son. Jud ith  Sftlo

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

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

SB 165
Psychologists and Psychological Associates 

Sponsor Statement

Curren tly under A laska law , psychological associates are held to a m ore stringent 
standard in the licensure process than other masters-level m ental health 
practitioners. For example, psychological associates are now  the on ly  mental health 
practitioners required to have three years o f supervision by a Ph.D . psychologist 
p rio r to exam ination, fo llow ed by five years o f supervision befo re they are elig ib le 
fo r independent practice. These provisions are too restrictive and often d issuade or 
prohibit ind iv iduals from  entering into this particu lar p rofession .

The goal o f this legislation is to bring the psychological associates into con fo rm ity 
with other masters-level p rogram s (i.e. social workers, m arriage and fam ily  
therapists). It a lso insures the quality o f these professionals by maintaining the 
examination, education, and ethical standards p rio r to licensure.

This b ill has a ze ro  fiscal note from  the Department o f C om m erce and Econom ic 
D eve lopm ent.

SlAto Capitol 
Koom 123 

Juneau. Alaska 99801-1182 
907-105-3762



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

Sen. Lyda Green, Chairman 
Sen. Loren Leman, Vice-Chairman 
Sen. M ike M ille r 
Sen. Johnny E llis  
Sen. Judith Su lo

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

SB 165
Psychologists and Psychological Associates 

SECTIONAL SUMMARY

Section 1: Allows the board to order a licensed psychologist or licensed
psychological associate to submit to a reasonable physical or mental examination if 
the board finds credible evidence that the individual's physical or mental capacity to 
practice safely is at issue.

Section 2: Prohibits the board from issuing a license to an applicant who has
conducted her or himself dishonorably in providing mental health services.

Section 3: Provides for psychologists (Ph.D.-level) to work under supervision and
with the board's oversight for a limited time period to meet the experience 
requirements for licensing.

Section 4: Consolidates licensing requirements located under this chapter. Also
this section clarifies and simplifies the licensing requirements for a masters-level 
psychological associate and makes them consistent with masters-level social 
workers and marital and family therapists.

Section 5: Removes redundant section of statute.

Section 6: Provides for psychological associates (masters-level) to work under
supervision and with the board's oversight for a limited time period to meet the 
experience requirements for licensing. This provision also conforms to 
requirements already in place for social workers and marital and family therapists.

Section 7: Provides for psychological associates and psychologists to hold case
conference with other mental health professionals outside the psychology and 
medical fields, e.g. psychiatrists, social workers, and marital and family therapists.

Section 8: Replaces the current reference to lewd or immoral conduct as a basis
for the board taking disciplinary action with specific language prohibiting sexual

State Capitol 
Hoom 123 

Juneau, Alaakn 99801-1182 
907-103-3702



contact between a mental health provider and a client during the course of therapy 
and within two years after therapy.

Section 9: Authorized the board to suspend the license of a licensee who refuses
to submit to a physical or mental examination under AS 08.86.075.

Section 10: Defines psychological associate
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CS FOR SENATE B ILL  NO. 165(HES)

IN THE LEGISLATURE OF THE STATE OF ALASKA

NINETEENTH LEGISLATURE - SECOND SESSION
BY  THE SENATE HEALTH, EDUCATION AND SOCIAL SERVICES COMMITTEE

Offered:
Referred:

Sponsnr(s): SENATE HEALTH, EDUCATION AND SOCIAL SERVICES COMMITTEE BY 
REQUEST A B ILL  

FOR AN ACT ENTITLED 

’An Act relating to psychologists and psychological associates."

BE IT  ENACTED BY THE LEGISLATURE OF TTTF STATE C ALASKA:

* Section 1. AS 08.86 is amended by adding a new section to read:
Sec. 08.86.075. POWER TO ORDER EXAMINATIONS. The board may 

order a licensed psychologist or licensed psychological associate to submit to a 
reasonable physical or mental examination if the board has credible evidence sufficient 
to conclude that the psychologist’s or psychological associate’ s physical or mental 
capacity to practice safely is at issue.

* Sec. 2. AS 08.86.130(a) is amended to read:
(a) The board shall issue a license to a peron who

( I )  holds an earned doctorate degree, from an academic institution 
whose program of graduate study for a doctorate degree in psychology meets the 
criteria established by the board by regulation, in

(A ) d in ka l psychology;
(B ) counseling [EDUCATIONAL] psychology; og

-1- USSR 165(IfES),y*v 7 * x r  V n d m rlln m t' [DELETED TEXT BRACKETED!
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(C ) education in a [WITH THE] field of specialization [IN
COUNSELING PSYCHOLOGY OR EDUCATIONAL PSYCHOLOGY; OR

(D ) A SUBJECT] considered equivalent by the board;
(2) has not engaged in dishonorable conduct related to the practice 

o f counseling or nsvchometrv;
(3 ) has one year o f post doctoral supervised experience approved by

the board; and
(4) [(3 )] takes and passes the objective examination developed or 

approved by the board.
* Sec. 3. AS 08.86.135 is amended to read:

Sec. 08.86.135. TEMPORARY LICENSE. The board may issue a temporary 
license to a person who meets requirements o f AS 08.86.130(a)(1) and (2). A 
temporary license issued under this section is valid onlv fo r the time period 
identified in the nerson’s plan for the purpose of obtaining supervised experience 
to meet the requirements o f AS 08.86.130fa)f3> [UNTIL THE RESULTS OF THE 
EXAMINATION FOLLOWING THE ISSUANCE OF THE TEMPORARY LICENSE 
ARE PUBLISHED].

* Sec. 4. AS 08.86.160 is repealed and reenacted to read:
Sec. 08.86.160. LICENSING REQUIREMENTS (a) The board shall issue 

a license to a person who
(1) holds an earned master’s degree from an academic institution whose 

program o f graduate study for a master's degree in psychology meets the criteria 
established by the board by regulation in

(A ) clinical psychology;
(B ) counseling psychology; or
(C) education in a field o f specialization considered equivalent

by the board;
(2) has not engaged in dishonorable conduct related to the practice o f 

counseling or psychometry;
(3) has two years of post master’ s supervised experience approved by

the board; and

CSSB 165(HES) -2-Ntv 7«xr tjndtrlintd (csurra rrxr SRACxrrzoj
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(4) takes and passes the objective examination developed or approved 
by the board for psychological associates.

(b) The board may not deny recognition as an accredited or approved academic 
institution to an educational institution solely because its program has not been 
accredited by a professional organization o f psychologists.

* Sec. 5. AS 08.86.164(a) is amended to read:
(a) A psychological associate shall be licensed for specific activities or areas 

o f comnetence as determined by the nature and extent o f the psychological associate’s 
trair ,  and experience [, AND THOSE AREAS SHALL BE SPECIFIED ON THE 
LICENSE].

* Sec. 6. AS 08.86 is amended by adding a new section to article 4 to read:
Sec. 08.S6.166. TEMPORARY LICENSE. The board may issue a temporary 

license to a person who meets the requirements o f AS 08.86.160(a)(1) and (2). A 
temporary license issued under this section is valid only for the time period identified 
in the person's plan for the purpose of obtaining supervised experience to meet the 
requirement o f AS 08.86.160(a)(3).

* Sec. 7. AS 08.86.200(a) is amended to read:
(a) A psychologist or psychological aw  •' - ,•> not reveal to another person

a communication made to the psychologist or psychological associate by a client about 
a matter concerning which the client has employed the psychologist or psychological 
associate in a professional capacity. This section does not apply to

(1) a case conference with other mental health professionals 
[PSYCHOLOGISTS, PSYCHOLOGICAL ASSOCIATES.) or with physicians and 
surgeons;

(2) a case in which the client in writing authorized the psychologist or 
psychological associate to reveal a communication;

(3 ) a case where an immediate threat o f serious physical harm to an 
identifiable victim is communicated to a psychologist or psychological associate by a 
client;

(4) disclosures of confidential communications required under Rule 504. 
Alaska Rules o f Evidence; or

WORK DRAFT WORK DRAFT WORK DRAFT
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(5) proceedings conducted by the board or the department where the 
disclosure o f confidential communications is necessary to defend against charges that 
the psychologist or psychological associate has violated provisions of this chapter; 
information obtained hv the hoard or department under this paragraph is 
confidential and is not a public record fo r purposes of AS 09.25.110 - 09.25.140.

* See. 8. AS 08.86.204 is amended to read:
See. 08.86.204. GROUNDS FOR IMPOSITION OF DISCIPLINARY 

SANCTIONS. After a hearing, the board may impose a disciplinary sanction on a 
person licensed under this chapter when the board Finds that the licensee

(1) secured a license through deceit, fraud, or intentional 
misrepresentation;

(2) engaged in deceit, fraud, or intentional misrepresentation in the 
course o f providing professional services or engaging in professional activities;

(3) advertised professional services in a false or misleading manner;
(4) has been convicted of a felony or other crime that [WHICH] affects 

the licensee's ability to continue to practice competently and safely;
(5) intentionally or negligently engaged in or permitted the performance 

o f patient carc by persons under the licensee’ '; »rcrvision that [WHICH] does not 
conform to minimum professional standards regardless o f whether actual injury to the 
patient occurred;

(6) failed to comply with this chapter, with a regulation adopted under 
this chapter, or with an order o f the board:

(7 ) continued to practice* after becoming unfit due to
(A ) professional incompetence;
(B ) failure to keep informed o f current professional practices;
(C ) addiction or severe dependency on alcohol or other drugs 

which impairs the ability to practice safely;
(D ) physical or mental disability or a combination o f physical 

and mental .disabilities:
(8) engaged in sexuajjntsennduct with a patient during Ihe course 

o f. therapy. either within or. QiUsideJhe treatment selling, or within two venrs

WORK DRAFT WORK DRAFT WORK DRAFT
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after therapy or counseling with Ihe naticnt lias terminated: in this paragraph.
"sexual misconduct" includes sexual contact, as defined in regulation?; adopted

%
tinder this chapter, or attempted sexual contact, regardless o f the patient’ s o r 
former patient's consent or lack of consent (LEWD OR IMMORAL CONDUCT IN 
CONNECTION WITH THE DELIVERY OF PROFESSIONAL SERVICE TO 
PATIENTS].

* Sec. 9. AS 08.86.204 is amended by adding a new subsection to read:
(b) The board may summarily suspend the license o f a licensee who refuses 

to submit to a physical or mental examination under AS 08.86.075. A person whose 
license is suspended under this subsection is entitled to a hearing by the board within 
seven days after the effective date o f the order. If, after a hearing, the board upholds 
the suspension, the licensee may appeal the suspension to a court o f competent 
jurisdiction.

* Sec. 10. AS 08.86.230(4) is amended to read:
(4) 'psychological associate" means a person licensed under this 

chapter who renders specific psychological services [LN ASSOCIATION WITH A 
LICENSED PSYCHOLOGIST] and complies with AS 08.86.164;

* Sec. 11. AS 08.86.162(3). 08.86.164(b), 08.86.164(c), 08.86.164(d), and 08.36.164(e) arc 
repealed.

WORK DRAFT WORK DRAFT WORK DRAFT
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CoMmilBtttvt Ml.vtal Health Suvtcts

2311E 1 ’.i u I son Aviv, Suite 68, Wasilla, Al.»sk.i 996S4-7(10I 
(‘>07) 376-2411 • 800-178.2410 . 1 AX (907) 376-1626 • 11)1) <*>07> 373 3197

December 12, 1995

S e n a t o r  L y d a  G r e e n  

4 0 0 0  P a lm d a lo  D r i v o  

W a s i l l a  A K  3 9 5 5 4

D e a r  S e n a t o r  G r e e n :

W o ,  t h o  u n d e r s i g n o d ,  a r e  M a s t e r ' s  l e v e l  c l i n i c i a n s  e m p lo y e d  w i t h  L i f e  O u o s t ,  a  n o n p r o f i t  c o m m u n i t y  

m e n t a l  h e a l t h  f a c i l i t y  in  W a s i l l a .  I t  h a s  b o o n  o u r  c o n t i n u i n g  c o n c e r n  t h a t  a c c e s s  t o  A l a s k a ' s  l i c e n s i n g  

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

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

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

P lo a s o  c o n s i d e r  S o n a t o  B i l l  # 1 6 5  a s  a  p o s i t i v e  c h a n g e  t o  m a k o  t h o  l i c o n s u r o  p r o c e s s  m o r e  r e a s o n a b l e  

a n d  u s e r - f r i e n d l y .

S i n c e r e l y .

L I F E  Q U E S T ' S  M A S T E R ' S  L E V E L  C L I N I C I A N S

X U
bad,

2a j  r

«* misJi ALd__________
(QiJ&iia 2 7 -  / 7 ? s .

■Sa -  •

Member A ^nny m k£lm  United Way



C oM m n r.N M vr M ental I I m i .t i i  S i .k v ic m

2.11* I Paulson Aviv. Suite <>8, Wasilla, Alaska 99ft5J*7(IOI 
(907) 376-2411 • 8IKI-178-24 III • PAX (9II7)376*IA26 • 11)0(907) 373*5197

D e c e m b e r  1 2 ,  1 9 9 5

S o n a t o r  L y d a  G r c o n  

4 0 0 0  P a l m d a l e  D r i v e  

Wasilla A K  9 9 6 5 4

D e a r  S e n a t o r  G r o o n :

A s  L i f o  Q u e s t ’ s  C h i e f  E x o c u t i v o  O f f i c e r ,  I a m  w r i t i n g  y o u  t o  o n c o u r a g o  y o u r  s u p p o r t  o f  S e n a t e  B i l l  

# 1 6 5 .  I t  i s  i n  t h o  b e s t  i n t e r e s t  o f  b o t h  o u r  c o n s u m e r s  a n d  o u r  e m p l o y o o s  t o  h a v o  l i c e n s u r e  s t a t u t e s  

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

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

S

R o b e r t  S .  I r v i n o ,  E d . D . ,  L . C . S . W . .  M  O A .  

C h i e f  E x o c u t i v o  O f f i c e r

Member Agrruy United Way



U n i v e r s i t y  o f  A l a s k a  A n c h o r a g e

3211 Prwtd<n« Drive 
AnchoMic, Al»»lci 995CS B2H

COLLEGE OF ARTS AND SCIENCES 
D«p»nmer,( of Piycholojy 

(907) ,7661711 
FAX (907) 786-4598

December 19, 1995 

TO: A l le n  Moma

From: Mark E. Johnson, A ssoc ia te  Professor
Department o f Psychology /

Re: SB 165: Changes to  P sycho log is t and P sycho log ica l
A ssoc ia te  Regu la tions

fou forOn b eha lf o f our graduate s tuden ts , I would l ik e  to  thank 
your e f fo r t s  in  proposing the changes to  the regu la tion s  
governing p sych o log is ts  and p sych o lo g ica l a s so c ia tio n  ao included 
in  Senate B i l l  165. 1 u n equ ivo ca lly  support these changes and
b e lie v e  th e y  are c ru c ia l to  the ongoing success o f graduates from 
our M.S. in  C l in ic a l  Psychology program. G iven  the changes in  
the h ea lth  care arena, i t  is  c r i t i c a l  chat our s tuden ts  become 
lic en sed . The changes th a t aro inc luded  in  SB 165 w i l l  improve 
and s tream line  the lic en s in g  procoso to  ouch a degree that^more 
o f our graduates w i l l  be lic en se  e l i g ib l e .  Th in  w i l l  not in l y  
improve the m a rk e ta b ility  and e m p lo ya b ility  o f  our s tuden ts , but 
i t  w i l l  servo  to  p ro te c t b e tte r  the  consumers o f mental h ed lth  
consumers. Further, 1 havo heard from se ve ra l agencieo. 
in c lu d in g  ru ra l ones, th a t they would l ik e  to  h ire  more o f our 
graduates but are unable to  do oo because o f tho licen su re  issue . 
Thus, 1 b e l ie v e  th a t the changes encompassed in  SB 165 w i l l  
b e n e f it  not on ly  our s tuden ts , but mental h ea lth  consumers 
throughout the  S ta te .

Thank you again  fo r  your e f fo r t s .  I w i l l  express my stronc 
support fo r  th is  b i l l  in  any s o t t in g  or arena,* p lease  l e t  ff>e knew 
i f  th is  io  needed.

A DIVISION OF TllE UNIVERSITY Of Al A5KA STATEWIDE SYSTEM OF HIGHER E1MXAT ON



U n i v e r s i t y  o f  A l a s k a  A n c h o r a g e

J i l l  Providtnr* [ > i v r  

Anther.)**, AImL* 99506-6221

Docomber 19, 1995

Re: SB 1 6 5

COLLEGE OF ARTS AND SCIENCES 
Dtpmrotnc of Piycholojy 

(90?) >961711 
FAX (907) 766-4693

Doar Leg isla to rs o f the State  of A la ska ,

W ith  this m emo I w ould  like to exp ress m y strong support tor S B  1G5 and the 
chang es it m akes in the regulations governing p sych o lo g ists and psycho log ical 
a sso c ia te s . It Is critica l that graduatos from m aste r's  Icvo l program s in psycho logy 
becom e licensed  to participate fu lly in meeting tho m ental health needs of A la ska . 
Tho proposed chang es encourages tho pursuit of liccnsuro  among theso 
p ro fessiona ls by 1 m aking tho liconsing p rocess more com parable to other rnostcrs 
level lice n se s , i .o .. M arriage and Fam ily Thoropist and So c ia l W orkor, and i by 
estab lish ing  tho opportunity to dufino an agrocm cnt botw eon tho opplicantjand tho 
licensing  board thot w ill identify w hat a sp ec ific  applicant noeds to com plete to be 
liconso elig ib le .

B ecause  th is bill oncouragos moro m aste r’ s level p ractitioners to seok licen su re , it 
w ill u ltim atoly bonofit tho consum ers of m ental health se rv ice s  in A la sk a . M ost 
im portantly , it w ill sorvo to improvo se rv ice  delivery in tho bush , w here licensed 
psycho log ica l asso c ia to s  aro the exception  not tho ru le . O vera ll, it w ill improvo 
tho quality  of montol hoalth coro delivery by ensuring tho quality contro l thpt 
liconsuro p rovides.

Thus. I beliovo thot S B  165  roprosonts a ve ry  proactivo  and positive  m ovo n 
meeting the monta! health  ncod3 of Aloskon3 and I strong ly supports its p assag e .

iro ly .

Tstianc B rcm s , P h .D . 
A sso c ia te  Profos3or

A DIVISION OF THE UNIVERSITY OF ALASKA STATEWIDE SYSTEM OF HIGHER EDUCh T ON



ALASKA PACIFIC UNIVERSITY

February 6, 1996 

Re: SB 165 and HB 420

Dear Legislators of the State of Alaska

On behalf of the graduate students and the faculty of the Master of Science in 
Counseling Psychology program at Alaska Pacific University I wish to 
express my support foi SB 165 artel I1B 420. h is critical that graduates t om 
master’s level programs at both the University of Alaska and Alaska Pacif c 
University be eligible for licensure to be able to fully participate in mcctin 
the mental health needs of Alaska's residents.

Given recent tTends and changes in mental health, such as the advent of 
managed carc and the consequent need for clinicians who arc trained to 
provide short-term treatment, it is urgent that master’s level practitioners aVe 
license eligible, and that there is a sensible process for such licensure. The 
proposed changes in the law will enable more of our graduates to become 
licensed, and therefore they will be better able to serve the needs of Alaskans, 
particularly in rural villages. Further, the proposed changes make the 
licensing process for master's level psychologists more comparable to the 
procedures that currently exist for Marriage and Family Therapists and Social 
Workers, as it ought to be And finally, the proposed changes will make i 
master's level psychologists more directly accountable to the licensing boĵ rd 
which will ensure grealci quality control and consumer protection.

Sincerely,

‘ft!SL(5k-
Ellen Cole, Ph.D.
Professor 
Acting Director,
Master of Science in Counseling Psychology Program

4101 Uni'tnit) Pm # • A»*cho***f • AU»Vj 9?508 
PHon* 90MI5M/66 • f*.



Anchorage 
Center for Families

3745 Commur ity Park Loop, Suito 102 »Anchorage, Alaska 99508 • (907) 275-4994 • TAX (907),27G-C930 
INTERMISSION Crisis Nursery • 24 Houro • (907) 276 0511

Rc HB420
Dear Legislators o f the State o f Alaska,
As a licensed psychological associate and clinical director o f a private, non-prolit family Service 
agency, I write you to express my wholehearted support for the changes proposed in HB420

In my agency, 1 have supervised licensed clinical social workcts, licensed marriage family 
therapists, masters level student interns and an unlicensed Psy.D. The proposed change; in 
IIB420 would make the licensing process for psychological associates much more comparable to 
other masters level licenses. I know first hand from supervising masters level students from the 
University o f Alaska - Anchorage, and Alaska Pacific University as interns at my agency the fine 
job our State’s Universities do in preparing these masters level practitioners to provide quality 
mental health services. I have listened to the discouragement o f these students when fac :d with 
state licensing requirements that are much more stringent than social workers and marriage and 
family therapists )
I believe HB420 can only benefit mental health consumer services in Alaska while continuing to 
uphold the integrity o f licensing requirements in their intent to ensure quality professional carc to
our Alaskan communities.

Dee Foster, M S. 
Clinical Director,

Strengthening Families Since 1972 &
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S p o n s o r  S t a t e m e n t  

S B  1 8 5
” A n  A c t  r e l a t i n g  to  im m u n i z a t i o n  r e c o r d s  f o r  c h i l d r e n  u n d e r  

th e  a g e  o f  s e v e n "

SB 185 was introduced in response to a growing concern over the safety o f childhood 
immunizations. For more than a century, childhood immunizations have been one o f the 
foremost public health concerns. Immunization o f our children has lead to the near 
elimination o f diseases which were once dcvastatingly fatal. However, some vaccines 
including the whooping cough vaccine and the German measles vaccine typically contain 
small quantities o f material derived front disease-causing organisms which could possibly 
be linked to childhood death or injur)'.
SB 185 requires He funeral director or the person acting as the funeral director to include a 
record o f the dates o f any immunizations a deceased child under the age o f seven has 
received when filing the death certificate. Further, the death certificate must include the 
name and type o f each vaccine administered, as well as the name o f the vaccine's 
manufacturer and the lot and batch number.
If the immunization record cannot be obtained within three days of death the funeral 
director shall file the death certificate in compliance with existing state law and shall 
continue to make efforts to obtain the records from the next o f kin or other source.
If the records are unavailable front these sources, the funeral director is required to request 
the immunization record from the Immortality Review Committee established by the 
commissioner o f the Department o f Health and Social Services. The committee must 
provide this information within 90 days.
There arc approximately 125 deaths every year o f children under the age o f seven. SB 185 
might help to establish a link between immunizations and childhood death.



• •

Revision Data: ________________________________________
Title: An act relating to Immunization records for

STATE OF ALASKA
1996 LEGISLATIVE SESSION

BILL NO. SB 185.

children under Ihe age of seven

Dept. Alfocted: 1 Icaltli and .Social Services 
_BRU: Stale Health Services
Component: Bureau of Vital Statistics

Sponsor:
Requestor:

Kcllv
Senate I1ES

COMPONENT SERIAL NO. 961
See also (SW):

Exponrilti1 os/Rovonuos: (Thousands ol Dollars)
OPERATI' .0 EXPENDITURES FY97 FY98 FY99 FYOO FY01 FY02
PERSONAL SERVICES
TRAVEL
CONTRACTUAL
SUPPLIES
EQUIPMENT
LAND & STRUCTURES
GRANTS, CLAIMS
MISCELLANEOUS

8.2 8 .4 8 .6 8 .8 9.1 9 .3

30 .0
1.0 0 .5 0 .5 0 .5 0 .5 0 .5
1.6 0.1 0.1 0.1 0.1 0.1

TOTAL OPERATINO 40 .8 9 .0 9 .2 9 .4 9 .7 9 .9

CAPITAL EXPENDITURES

CHANGES IN REVENUES ( )
FUND SOURCE (Thousands ol Dollars)
1002 Federal Receipts
1003 OF Match
1004 GF
1005 GF/Program Receipts 
1037 GF/Mental Health

40 .8 9 .0 9.2 9.4 9 .7 9 .9

Other (please soecilv)
TOTAL 40 .8 9 .0 9 .2 9.4 9 .7 9.9
Estimato ol any current year IFY9G) coat: $0 .0 
POSITIONS:
FULL-TIME 1
PART-TIME 0.25 0 .25 0 .25 0 .25 0 .25 0 .25
TEMPORARY

ANALYSIS: (Attach a separate page II necessary)
Of tho approximately 2 ,500  deaths per year in Alaska, 125 deaths are of children who are undor the age of 7 years. During tho 
iifetimo of a 7 year-old, s/he will receive 16 immunizations, most of these occurring before tho age of two. Using an avcrogo of 
3 immunizations per child, the cost associated with this legislation would:

Personal Services • $8.2
A quarter time administrative clerk II would be needed to key, verify, query and correct tho increased workload mandated by 
this legislation to include the immunization record of children under the age of seven years. Tho assumption would bo that the 
cost for tho position would increase by 2 .5%  for inflation.

Contractual • $30.0
Tho bill requires that there be six data lields for each immunization. This will moan a maximum increase of 96  fields to the

Prepared by: Peter M. Nakamura. MD. MPI!
Division: Public Health

Phono: (907) 465-3090 
Date: 01/09/96

Approved by Com: 
Agency:

Perdue, Comminloacr
Department of Health & Social Services

Date:

WSSiStrro utOO.CWH

PREPARER TO PROVIDE ALL D ISTRIBUTION  COPIES TO GOVERNOR'S LEGISLATIVE OFFICE
For fu rther d istribution in fo rm ation , ca ll the G ovenor's Legislative O ffice

Page 1 o f 2
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p ' .Rovlslon Dato: BILL NO. SB 185

ANALYSIS (cont.l:
existing 58 fields that arc now required for each death certificate. Modification would be required to all tho programs that 
constitute tho death record filo.

Supplies '1 .0

The current forms would havo to bo redesigned and roprintod. This will cost 81.0 for tho first year and 80.5 for each year 
thereafter.

Equipment - 51.6

Data storage requirements will double for tho entire doath file requiring a purchaso of 16 megabytes of storage for the WANG 
minicomputer tho first year at 5100/megabyte and 1 megabyte for each following year.

Page 2 of 2



Position Title

A d m i n i s t r a t i v e  C lo r k  II

No. o f Positions
1

Range/Step

8A

Bargaining Unit 

G G U

T im e  Status 

P P T

Staff Months Location

J u n e a u

Election District

TYPE of EXPENDITURE AM O UNT

Salary

Benefits

Premium Pay

Oilier
Total Personal Services

5 . 5

2 . 7

8.2
Travel

Contractual

Commodities

Equipment

Other
Total Cost 8.2

FUNDING SOURCE for TOTAL COST
1002 Federal Receipts

1003 GF Match

1004 General Fund 8.2
1005 GF/Program Receipts

1007 1/A Receipts

1037 GF/MH

1061 C1P Receipts

Other (

Justification

A  q u a r t e r  t im e  a d m i n i s t r a t i v e  c l e r k  it w o u l d  b e  n e e d e d  t o  a s s u m e  t h o  o x t r a  w o r k l o a d  

c r e a t e d  b y  t h o  a d d i t io n a l  f i e l d s  w h i c h  w o u l d  n e e d  t o  b o  k o y e d ,  v e r i f i o d  a n d  c o r r e c t e d  

o n  t h o  1 2 5  d e a t h  c e r t i f i c a t e s  f o r  c h i l d r e n  u n d o r  s e v e n  y e a r s  o f  a g o .

R E Q U E S T  f o r  
N E W  P O S I T IO N

A G E N C Y : H o a l t h  a n d  S o c i a l  S e r v i c o s

B R U : S t a t o  H e a l t h  S e r v i c e s Pago: 1 of 1

C O M P O N E N T : B u r e a u  o f  V i t a l  S t a t i s t i c s Rovisod Dato:

F Y 9 7

W a v  1 2 / 0 6 l 9 G f . i n o . » l i / D A S _ D H 5 S



SENT BY: 2-19-96 : 7:50P.M ; SANDY MIVTZ- : *  2 ( 6

I n s t i t u t e  o f  M edicine Testim ony, January 16, 1993 
C opyrigh t 1993, Sandy M in tz

Thank you fo r  a llow ing  mo to  cpoak.

My name is  Sandy M in tz  and I  l i v e  in  A la ska . 1 am a f u l l - t im e ,  parent
vo lu n te e r  fo r  thf> N a tion a l Vaccino In form ation  C o n to r/D lcn a tis f le d  
Parents Together, as w e l l  as founder o f  a lo c a l group c a lle d  "Paren ts 
Concerned About tho S a fo ty  o f  V a cc in e s ".

The p o in ts  I  would l i k e  to  ra iso  in  my tes tim ony today re vo lve  around 3 
main aroac o f  concern: 1) problems w ith  the  1991 roport I  hope tho 
cu rren t committee can a vo id , 2) c p o c if ic  concornn about va cc in es , using 
moaslos as a model, and 3) suggestions fo r  tho d ir e c t io n  and design  o f 
fu tu re  vacc in e  s a fe ty  and e f f ic a c y  research .

In  tho 1991 IOM rev iew , the Committee q u ite  f a i r l y  p o in ted  out th a t i t  
had been handicapped by the  lack  o f  adequate s tu d ie s , in c lu d in g  the 
poor design  o f many. The Committee a lso  p ro p er ly  concluded th a t  the  
absence o f appropria te  s tu d ie s  meant th a t  th ere  was in s u f f ic ie n t
evidence to  in d ic a te  whcthor or not thcro  wao a causal r e la t io n s h ip
between many o f tho adverse rea c tio n s  being s tu d ied  and v a c c in a tio n . 
Im pondcrably, however, s im i la r ly  flawed  in fo rm ation  was c i te d  as 
ev idence  AGAINST c a u s a li ty  in  t h e ir  repo rt in  a number o f  in s tances .

Tho Com m ittee 's  conclusions concerning SIDS and DPT vacc in e  are a case 
in  p o in t .  A lthough th ey  adm itted in  th e ir  re v iew , and I quote , "P r io r  
to  th e  1960's, l i t t l e  was known about the  ep idem io logy o f  sudden in fa n t 
death  syndrome (S ID S )", th e y  concluded, and again  I  quo te , "S tu d ie s  
showing a temporal r e la t io n  between these e ven ts  are c o n s is te n t w ith  
th e  expected  occurence o f  SIDS over the age range in  which DPT 
imm unization t y p ic a l l y  o ccu rs ". W ithou t in form ation  on the  background 
ra te  o f SIDS in  h is t o r i c a l l y ,  soc ioeconom ica lly , and o therw ise  
comparable never vacc ina ted  groups, data on the expected  frequency o f 
SIDS m erely r e f le c ts  i t s  inc idence  among vacc in a ted  p opu la tion s , ra ther 
than absent va c c in a tio n  and cannot be considered accurate or 
m ean ingfu l. G iven th a t such background in form ation  was no t presented 
by th e  Committoo, conclusions about the absence o f a r e la t io n s h ip  
between SIDS and va c c in a tio n  were not ju e t i f i e d .

Nor were any s tu d ie s  c i te d  -  in  fa c t ,  to  my knowledge none e x is t  -  in
which the on ly  proper co n tro l group, never vacc in a ted  c h ild r e n , was 
used. I f ,  as is  the case In  most s tu d ie s , " le s s  r e c e n t ly " ,  bu t none­
th e le s s  va cc in a ted , c h ild re n  were used an c o n tro ls , and an adverse 
va cc in e  o vcn t can be c i th e r  a do layed  or long -term  consequence o f
v a c c in a tio n , one would EXPECT to  f in d  no d if fe re n c e s  between the  study
groups, even i f  va c c in a tio n  HAD caused an adverse e ven t. Conclusions 
about c a u s a li ty  drawn from any s tudy w ith  such serious l im ita t io n s  are 
not ju s t i f i e d .

The fa c t  i s ,  a l l  c o n tro ls  are not equa l. More im p o rta n tly , many groups 
are im properly designa ted  as c o n tro ls . The 1991 IOM sta tem ent th a t a 
nontreatm cnt group, I . e . ,  c o n tro l, might be one using an e s ta b lish ed  
a lte rn a te  va cc in e , is  an oxamplo o f  an impropor d o f in i t lo n  o f a 
c o n tro l.  In  no way can any form o f  va c c in a tio n , vho ther "e s ta b lis h e d "  
or le s s  ro co n tly  adm in istered , be considered la ck  o f in te r v e n t io n , ’ihe
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e x te n t to  which var ious e s ta b lish e d  vacc ines  and tim es s in ce  admin­
is t r a t io n  o f  vacc ine  are s im ila r  to  n on -va cc in a tio n  should be s tud ied , 
not assumed. Only n p lacebo, which in  the  case o f va c c in a tio n  otudiea  
oqualc the  absence o f va c c in a tio n , is  app rop r ia te .

As to  the n o tion  th a t i t  is  u ne th ica l to  w ithh o ld  va c c in a tio n  due to  
"w idespread acceptance" o f v a c c in a tio n , I  would subm it th a t  to  the 
con tra ry , i f  anyth ing , i t  ic  u n o th ica l to  adm in is te r va c c in a tio n s  o f 
unknown s a fe ty  and e f f ic a c y .  I t  is  unsound to  argue we c a n 't  w ithho ld  
vacc ines  beausn o f "w idespread accep tance ", ar. th e  1991 TOM Committee 
d id ,  when th e  reason th ere  is  such widespread acceptance o f  va cc in a ­
t io n s  is  th a t  wo have been to ld  th e  vacc ines  are sa fe  and e f f e c t i v e .  
Th o ir  argument is  p a r t ic u la r ly  ir o n ic  g iven  th o ir  f in d in g  th a t  serious 
consequences can r e s u lt  from the  two vacc in es , and lament about the 
absence o f  adequate in fo rm a tion . To the con tra ry , th e  conclusion  th a t 
must bo drawn from th e ir  rev iew  is  th a t  randomized, long -term , p lacebo - 
c o n tro lle d , p ro sp ec tive  c l in i c a l  t r i a l s  are u rg o n tly  needed, in  s p ite  
o f  o th ic a l concerns about ADMINISTERING vacc ines  o f unknown s a fe ty .  
Indeed, no reassuring c la im s about the in frequency o f any lin k ed  
adverse e ven t should be made u n t i l  and un less th e  fa ls e  prem ises 
under ly in g  s tudy dosigns and the many study design  fla w s , in c lu d in g  the 
la ck  o f  reasonable and tim e appropria te  c o n tro ls , and rep o rtin g  systom 
inadequacies , arc co rrec ted .

P lease note th a t  in  any s tudy o f long -term  vacc in e  consequoncos, in 
which proper experim enta l and co n tro l groups are used, a comprehensive 
and lo n g itu d in a l m edical accocsmont ic  necessary in  order to  d iscern  
a l l  observab le  and measurable c ffo c tr . o f  va c c in a tio n , both good and 
bad, known and unknown.

An in s id io u s  way in  which the r is k s  o f  va c c in a tio n  can be in c o r r e c t ly  
estim ated  »3 by using th e  number o f  dose3 o f vacc ine  which appear to  
r e s u lt  in  in ju r y ,  ra ther than the number o f ch ild re n  th a t  are adm in ist­
ered how e ve r  many doucn i t  takes to  in ju re  them. S ince  n e a r ly  a l l  
vacc ines  are  c u rre n t ly  being recommended to  be adm in istered  in  m u ltip le  
doses, u sing  doses ra th e r  than c h ild re n  can r e s u lt  in  gross u n d eres ti­
mation o f  a c tu a l r is k .  We a lso  cannot ignore confounding which occurs 
when h iq h -r is k  ch ild ren  are e lim in a ted , e ith e r  by not re c e iv in g  the 
vacc in e  in  question  a t  a l l ,  or by re c e iv in g  o n ly  one dose.

Take as an example convu ls ions r e s u lt in g  from e ith e r  whooping cough 
vacc in e  or whooping cough. The CDC says th a t 1/1750 va c c in a tio n s  
r e s u lt  in convu ls ions  bu t th a t 2/100 ch ild ren  who g e t whooping cough 
have con vu ls ion s . I f  we d iv id e  th e  1750 va c c in a tio n s  by th e  between 4 
and 5 doses ch ild re n  are requ ired to  g e t , th e  r c n u lt  in  1/350 to  1/438 
ch ild re n  g u tt in g  convu ls ions a f t e r  whooping cough vacc in e , not n ea rly  
a3 dram atic a d if fe r e n c e .

I f  w« fu r th e r  t r y  to  fa c to r  in  the  impact o f underreporting  o f adverse 
reactions, th e  ac tua l incidonco o f  which is  unknown bu t presumed to  be 
s ig n i f ic a n t ,  i t  becomes c le a r  th a t  th ere  may be no d if fe r e n c e , and in  
fa c t ,  th a t i t  is  p o ss ib le  convu ls ions aro more l i k e l y  to  r e s u lt  a f te r  
v a c c in a tio n  than a f to r  d isease .

Tho fa c t  i s ,  however, th a t we do not know th e  tru e  inc idence  o f vaccino 
adverse! re a c tio n s , o f whooping cough i t s e l f ,  o f convu ls ions  a f t e r  
whooping cough or many o ther ro lc va n t and c r i t i c a l  fa c to r s , in c lu d in g
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th e  a c tu a l number o f ch ild ren  re c e iv in g  a vacc in e  once h ig h -r is k  
c h ild re n  have been removed. We should s im p ly admit i t  and s e t  about 
t r y in g  to  lea rn  what we con. We Hhould no t, however, be issu ing  
reassuring  assessments o f  vacc ine  r is k .

When e va lu a tin g  tho r is k s  o f vacc in es , i t  is  im pera tive  th a t we look a t 
the  b ig  p ic tu r e . We s im p ly cannot a ccu ra te ly  e va lu a te  vacc ina  ban a fitn  
o r r inks  in  a vacuum, nor consider the  e va lu a tio n  s t a t i c .  Among the 
many th ings  which need to  be considered are tho fo llo w in g :

1) The tru e  r is k  o f co n tra c tin g  a d isea se , in  ccmprable, never va c c in ­
a ted  popu la tion s , as w e ll  as the tru e  r is k  o f  s u ffe r in g  serious conse­
quences from a d isease , must bo detorm inod. Inc luded  in  any such 
a n a ly s is  should bo h is to r ic a l  m orb id ity  and m o r ta lit y  data from years 
p r io r  to  th e  in tro d u c tio n  o f vacc in es , p re fe ra b ly  sm allpox vacc ino . 
when cons idering  the  tru e  r is k  o f long -term  serious consequences o f 
d isea se , now treatm en t s tr a te g ic s ,  l i k e  erythrom ycin  fo r  whooping 
cough, and v itam in  A l'or rubeola , should be fac to red  in . The ro le  
b rea s tfe ed in g  p la ys  in  p reven ting  and/or m it ig a tin g  th e  e f fe c t s  o f 
d iseases  needs to  be b e t te r  understood and fac to red  in  an w e l l .

2) The background ra to  o f an ovont occurring in  comparable never 
vacc in a ted  popu la tion s , should be compared to  r e c e n t ly  and not no 
r e c e n t ly  va cc in a ted  ones. However, as u se fu l and im portant aa back­
ground ra tes  a re , when making comparisons between groups, such ra tes 
should never be used to  su b s ta n tia te  c la im s about whether or not a 
p a r t ic u la r  c h i ld  su ffe red  "re s id u a l e f f e c t s "  from some untoward event 
fo llo w in g  v a c c in a tio n , s ince  a p a r t ic u la r  c h i l d 's  p o te n t ia l can never 
bo p ro d ic ted . T h is  holds e s p e c ia l ly  tru e  when es tim a tin g  an in fa n t 's  
p o t e n t ia l .

3) GraphG should be presented f a i r l y ,  and i f  th ey  have not bucn, 
prim ary da ta , ra th e r  than graphs, should be used. Inc luded  in  my 
subm issions is  a graph found in  the MMWK which p ro vides  an e x c e lle n t  
example o f the  dangers o f  th e ir  unquestioned use and "how to  l i e  w ith  
s t a t i s t i c s " .  The Y a x is  uoco an in a p p ro p r ia te ly  a p p lied  lo ga r ithm ic  
s c a le , the  r e s u lt  being th a t drops in  both m orb id ity  and m o r ta lity  
p r io r  to  va c c in a tio n  ore made to  appear in s ig n i f ic a n t ,  w h ile  drops 
occurring  p o s t -v a c c in a t io n  arc made to  appear dram atic . In  fa c t ,  the 
oppos ite  i s  tru e .

Wo a lso  cannot ignore the impact o f vacc ines  on changing epidem iology 
when cons idering  th o ir  r iu ks  and b e n e f i ts .  For in s tance , measles may 
have been made a more serious d isease  because o f  measles va c c in a tio n . 
P r io r  to  w idespread va c c in a tio n , once a popu la tion  had been exposed to  
m easles, few a d u lts  or In fan ts  con tracted  i t ,  a d u lts  due to  l i f e lo n g  
immunity and in fa n ts  due to  maternal a n tib o d ie s . Now, a d u lts  AND 
in fa n ts  are g e t t in g  the measles, w ith  serious consequences. I  would 
l i k e  to  in c lu de  re ference  to  a recen t Washington Post a r t i c le  e n t i t le d :

"M easles S t i l l  Menace to  In fa n ts : Vacc ina ted  Moms Pass Less Immunity to  
B a b ie s " . In  t h is  a r t i c lo  i t  wac noted th a t a lthouqh in  1976 3% o f 
meaulcs cases occurred in ch ild ren  le s s  than one, today, more than 25% 
do. The author a ls o  in d ica ted  th a t p r io r  to va c c in a tio n , 3 to  4 
m il l io n  measles cases occurred w ith  around 500 deaths. Th ie  would make 
th e  c a s e - f a t a l i t y  r a t io  fo r  th a t  period  between 1 to  2 per 10,000. In  
the  years 1989, 1990 and 1991 combined, however, i t  was reported  th a t



around 55,000 people go t tho  measles and 16b d ie d , making tho  caso - 
f a t a l i t y  r a t io  d ra m a tic a lly  h igher a t 3 out o f 1,000. A t  th is  ra te , 
fe v e r  than 175,000 cases per year would be necessary to  r e s u lt  in  the 
same number o f deaths which used to  occur when th ere  were m il l io n s  o f 
cases.

The CDC sayn th a t ,  a lthough worrisome, the  problem would be so lved  
wore a l l  preschoo lers va cc in a ted  and measles v ir u s  e lim in a ted  from 
c ir c u la t io n .  Ve t 1 would submit th a t  w ith  waning measles vacc in e  
immunity a fa c t  o f  l i f e ,  and s u b c lin ic a l cases o f  the  measles occurring 
r o u t in e ly  among the  va cc in a ted  and considered to  boost vacc in e -in du ced  
immunity, va c c in a tin g  p reschoo lers  w i l l  not p reven t measles from 
c ir c u la t in g .  Indeed, an obvioun major source o f in fe c t io n  fo r  in fa n ts  
and unimmunized to d d lo rs  has been p ro p er ly  vacc ina ted  schoo l-ago  
c h ild re n  who developed most o f the  c l in ic a l  measles cases, as w e l l  as 
many s u b c lin ic a l ones. I t  is ,  in  fa c t ,  p u z z lin g  that, th e  CDC would 
o f f e r  such reassurances g iven  th a t  they  havo adm itted  even 100% 
vacc in a ted  popu la tions  can have ou tbreaks.

The CDC a lso  says th a t about 40% o f  mothers c u r r e n t ly  do not havo 
p r o te c t iv e  a n tib o d ie s  and th a t  a t  th e  end o f  the  decade th a t  f ig u re  
w i l l  be 100%. Th i3 , o f course, means th a t  a3 th e  percentage o f  mothers 
w ith o u t a n tib o d ie s  r is e s ,  the death  ra te  should r is e  as w e l l ,  s in ce  an 
oven h igher percentage o f  casc3 w i l l  be in fa n ts .

M o rb id ity  and m o r ta lit y  s t a t i s t i c s  fo r  measlca should a lso  r is e  as 
fewer and fewar adu lto  havo n a tu ra l immunity and more and more adu lts  
have waning vacc ine  immunity. The scenario  is  q u ite  b o lie v e a b lc  in  
which mothers would g e t measles and pass them on to  th o ir  in fa n ts ,  
whereas b e fo re  they would never have g o tten  the m easles, and would 
instoad  o f passing th e  measles on to  t h e ir  in fa n ts , have paGoed on 
p r o te c t iv e  measloG a n tib o d ie s  to  them.

In  o th er words, measles may not be c o n tr o lla b le ,  and may have been made 
v a s t l y  more se r iou s , by the use o f  measles va c c in a tio n . A du lt3 , in  
fa c t ,  may now be faced w ith  the  unsavory prospect o f g e t t in g  measles or 
re c e iv in g  a va cc in e , n e ith e r  o f which has boon proven to  be sa fe  fo r  
them. Any r is k / b e n e f i t  a n a ly s is  should take  in to  co n s id e ra tion  tho 
impact o f  vaccine-program  induced changing ep idem io logy on tho ser iou s ­
ness o f  any disuaucs vacc in es  are designed to  p reven t, as w e ll  as the 
consequences, in c lu d in g  o f f ic a c y ,  o f  va c c in a tin g  a d u lts  a ga in s t what 
wero once ch ildhood  d iseases .

The problems which can be overlooked  i f  vacc ine  a n a ly s is  i6 taken  out 
o f  co n te x t arc w e ll e x em p lif ie d  in  tho case o f ru b e lla  va c c in e . A 
norm ally benign d iscaso in  ch ildhood , u su a lly  a ffo rd in q  l i f e lo n g  
immunity, i t  can ro c u lt in  d e va s ta tin g  e f fe c t s  i f  a non-immunc pregnant 
woman is  exposed during the  c r i t i c a l  t ia o  period . Am d e va s ta tin g  as 
tho  consequences can be fo r  an in fa n t ,  i t  in  im portant to  not on ly  
determ ine tho  ac tua l inc idence  in  epidem ic ycarc o f co n gen ita l ru b e lla  
syndrome, bu t whether or not an unvaccinatod c h i ld  a llow ed  oxposuto to  
ru b e lla  is  moro or lo ss  l i k e l y  to  be immune in  adulthood than a 
p re v io u s ly  vacc in a ted  c h i ld ,  g iven  th a t vacc ine  immunity is  now 
g e n e ra lly  thought to  be s h o r t - l i v e d .  Indeed, i t  is  e n t i r e ly  p o ss ib le  
th a t  the r is k  to  the fe tu s  in  g rea te r  from on ce -vacc in a ted  mothers, 
g iven  waning vacc in e  immunity, and tho o v e r a l l  r ic k  to  tho popu la tion  
g re a te r , once the  r is k s  o f  a d u lt  ru L o lla  va c c in a tio n  have been fac tored
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A s id e  from my e a r l ie r  recommendations concerning p ro p e r ly  designed 
s tu d ie s  (and by long -term , I  mean 20-30 years  a t l e a s t ) , T would a lso  
urge th a t you recommend some enforcement mechanism v i s  a v is  doctors 
rep o rtin g  adverse rea c tion s . A lthough I  r e a l iz e  th a t adverse reac tion  
rep o r tin g  is  an extrcmemly flawed method, as wc a l l  know, in  th eory  as 
w o ll as in  fa c t ,  and can n e ith e r  be viewed as proo f o f  causation  or an 
exh a u s tive , s t i l l  wc need to  g e t some idea  o f tho range o f  p o ss ib le  
vacc in e  consoquencoc, aa w e ll as to  fo llo w  up on thoso we do know 
about.

Among the many o ther questions which need to  be asked and answered, I 
would recommend tho fo llo w in g :

1. Is  cancer more or le s s  l i k e l y  to  occur among the vacc ina ted?  
In c luded  in  any s tu d ie s  should be re ference  to  SV40, o th er vaccino  
contam inants, the ro le  o f  chromosomal damage as a r e s u lt  o f  vacc ina ­
t io n ,  and immune system suppression. The no tion  th a t  a B u b c lin ica l 
case o f  a d isease i s  p re fe ra b le  to  a fu l l -b lo w n  case should be s tu d ied , 
not assumed. Subm itted is  a ta n ta l iz in g  s tudy by Ronne in  The la n ce t 
in  which he found th o t s u b c lin ic a l cases o f the measles re su lte d  in  
s ig n i f ic a n t ly  increased ra tes  o f oeriouo d isease  among a d u lts .

2. What, i f  an yth ing , is  the  ro le  o f vacc ine  contam inants in  causing 
adverse reac tion s  and new d iseases? Included  in  any such s tu d ie s  would 
bo th e  ro lo  p layed  by such contam inants in  the outbreak o f AIDS and 
o th er recent immune oyster d iso rders  l ik e  chron ic fa t ig u e  syndrome, 
Kaw asak i's  d isease  and o thers .

3. Why, during p o lio  epidem ics, do most pooplo g e t p o l io ,  ga in inq  
l i f e lo n g  immunity w h ile  apparen tly  s u ffe r in g  no i l l  o f f e c ts ,  w h ile  a 
sm all percentage o f  the popu la tion  gains th a t l i f e lo n g  immunity a t a 
g rea t p r ico?  Included in  any exam ination o f  th is  issue should be the 
ro le  p rovoca tion  p o lio  and to n s ille c to m y  p la y  in  p red isposing  a person 
to  p a r a ly t ic  or bu lbar p o lio ,  and the e x te n t to  which th ey  each e f f e c t  
the inc idence  o f serious  p o lio .

4. Can va cc in a tio n  r e s u lt  in  p o s t -p o l io  syndrome? I f  i t  can, then we 
need to  f in d  out I f  instead  o f th e  sm all percentage o f  th e  popu la tion  
who g o t p o lio  being su scep tib le  to  p o s t -p o lio  syndrome, whether now the 
e n t ir e  vacc ina ted  popu la tion  is  a t  r ic k .

3. What is  tho e f f e c t  o f combining vacc ines  in  v iv o  and in  v i t r o ?  
S tud ius  o f  t i l ls  should Inc lude c l in ic a l  t r i a l s  o f a l l  vacc ines  
In d iv id u a l ly ,  as w e ll  as the e f fo c ts  o f  th o ir  sim ultaneous adm in istra ­
t io n .  The p ra c tic e  o f adm in is tering  va c c in a tio n s  in  combination 
w ith o u t data to  support th e ir  s a fe ty  and e f fe c t iv e n e s s  should stop 
u n t i l  the s a fe ty  and e f lo c t iv o n o s s  o f th e  p ra c t ic e  can be f irm ly  
e s ta b lis h e d . Re levan t to  th is  d iscu ss ion , and inc luded  among my 
subm issions is  a paper hy J a v io r  o t  a l in  Scioncc magazine in  which i t  
was found th a t two harmless horpos v iru ses  recombined in  v iv o  and 
becamo extrem ely  le th a l  as a ro s u lt .

6. Hau a r e la t i v e l y  small r is k  o f lonq -torm  consequences from c h i ld ­
hood d iseases  been traded fo r  a vacc in e -in du ced , la rge r  r io k  o f chronic 
ch ildhood  diseano? T r e fe r  you to  a  New York Times a r t i c le  I  have

(5 )
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P O  B o x  2 2 2 0 5 !

A n c h o ra g e . A K  9 9 5 2 2

H o n o ra b le  L v d a  G re e n  

A l t s k a  S ta le  S c i l f l t c  

R o o m  4 2 3 . S u t c  C a p t io l

lu n c a u . A K  9 9 * 0 1  F e b ru a ry  2 0 . 19 96

D e a r  S e n a to r  G r e e n .

t M o u ld  l i k e  io  re sp o n d  to as  m a n y  o f  th e  p o in ts  m a d e  b y  th e  D e p a rtm e n t  o f  H e a lth  a n d  S o c ia l 

S e r v ic e s  a s  I c a n  o n  su c h  sh o rt n o tice

1 V A E R S  ( T h e  V a c d n e  A d v e rs e  E v e n t s  R e p o r t in g  S y s te m )  i s  a  p a s s iv e  re p o rt in g  sy s te m  It  re q u ire s  

th a t so m e o n e  m a k e  a  c o n n e c t io n  b e tw e e n  a  v a c c in a t io n  a n d  a  p o ss ib le  a d v e rs e  e v e n t , an d  t l ia l  so m e o n e  

re p o rt  it  C o m p a re d  lo  a n  a c t iv e  s u r v e i l la n c e  s y s te m , w h ic h  p o i t - n u r i c t i a g  s u r v e i l la n c e  is .  o c o u d c x a b lc  

u n d c t - r t p o n in c  c a n  be c x p e r t d  A s  D r  Ja m e s  F r o e s c h k  o f  C o n n a u g h t  L a b o ra to r ie s  ( a  v a c d n e  m a k e r )  

te s t if ie d  to  th e  In s t itu te  o f  M e d ic in e  ( IO M ) ,  a n d  a t  re p o rte d  o n  p a g e  3 2 *  o f  “ A d v e r s e  E v e n t s  A s s o c ia te d  

w ith  C h i ld h o o d  V a c c in e s  • E v id e n c e  B e a r in g  o n  C a u s a l i t y ' ' ,  " F r o m  a  c o m p a r iso n  o f  sp o n tan e o u s  r c p o t t s  

w it h  p o s u n a r k c u n g  s u rv e i l la n c e  d a ta , th e  c o m p a n y  e s t im a te s  ab o u t a  5 0 - fo ld  u n d e rre p o rt in g  e f  a d v e n e  

e v e n ts  in  th e  p a s s iv e  re p o tt in g  sy s te m  "  B E C A U S E  O F  T H I S  A N D  O T H E R  L IM T T A T 1 0 N S  O F  

V A E R S .  A D D I T I O N A L  M E T H O D S  O F  D A T A  C O L L E C T I O N  N E E D  T O  B E  d e v i s e d .

2 G iv e n  th a t n e ith e r  V A E R S  n o r  post • m a rk e t in g  s u r v e i l la n c e  i s  p ro o f  o f  c a u s a l t ty . u lt im a te ly  it  w o u ld  

b e h o p e d  th a t  e v id e n c e  o f  te m p o ra l a s * o c h t lo n  w o u ld  h e  fo llo w e d  u p  b y  w e ll- d e s ig n e d . c o n tro lle d  

s tu d ie s

)  D a t a  o n  Ih e  in c id e n c e  o f  S I D S  g o es h a c k  o n ly  ab o u t 2 5  y e a n  V a c c in a t io n s  h a v e  been  aro u n d  fo r  a  

lo t  lo n g e r  t h a n  th a t ( f o r  in s ta n c e , th e  f ir s t  p e r tu s s is  v a o a n a o o n  w a a . a c c o rd in g  to  " V a c c in e s "  b y  

P J o t iu n  a n d  M o r t im e r , d e v e lo p e d  in  1 9 2 6 \  N O  O N E  H A S  A N Y  I D E A  W H A T  T H E  I N C I D E N C E  O F  

S I D S  W O U L D  B E  I F  C H I L D R E N  W E R E  N O T  B E I N G  V A C C I N A T E D .  I T  I S  E N T I R E L Y  

P O S S I B L E  T H A T  C H E  R E  W A S  V E R Y  I J T T L E  S I D S  P R J O R  T O  V A C C I N A T I O N  G L I B  

R E J E C T I O N  O F  T H E  P O S S I B I L I T Y  O F  A  R E L A T I O N S H I P  I S  B A S E D  O N  O P IN IO N .  N O T  

F A C T

4  P le a s e  t o p ic s ;  f ro m  th e  D e p o rtm e n t  c o p ie s  o f  a l l  s tu d ie s  w h ic h  sh o w  th a t " c h i ld r e n  w b o  had  re c e n t ly  

g o tte n  a  D T P  sh o t w e re  l e u  l i k e ly  io  get S I D S "  In  th e  o n ly  o n e  w h ic h  I  a m  a w a r e  o f , " D ip t r .h c r ia -  

t e t a m it - p e r t u s i it  u n n w a i / j f  in n  an d  su d d e n  in fa n t  d e a th  re su lts  o f  th e  N a t io n a l In s t itu te  o f  C i i l d  

H e a lt h  D e v e lo p m e n t  C o o p e ra t iv e  E p td m io lo g u a !  S tu d y  o f  S u d d e n  In fa n t  D e a th  S y n d ro m e  n i k  

fa c t o r s " ,  b y  H o f fm a n  c l  a l  in  P a h a t n c s .  A p r i l  c f  1 9 8 7 . th e  a u th o rs  m a k e  it d e a r  th a t th e  k s i c r  ra te  

a m o n g  D P T  v a o c iru ie d  c h i ld r e n  h a d  n o th in g  to  d o  w it h  p ro te c t iv e  e f fe c ts  (h im  th e  v a c c in e , c o n t r a r y  

lo  w ls .it  w a s  im p  b o :  b y  th e  D c p a rtm e n i

5 r b c  f a d  th a t  " N o  d e a th s  c a u s e d  b y  a n a p h y la x is  fo l lo w in g  D T P  v a o c u u t io a  h a v e  b e e n  re p o rte d  to  th e  

C D C  s in c e  th e  In c e p t io n  o f  v x e in e - a d iT n c - e v e n u  re p o r t in g  b e g a n  in  1 9 7 1 “  m e re ly  p ro v e s  d ia l  th e  

C D C  is  u n m f e n r e d  an d  th a t  S 0 1 S 5  i s  s c  re ly  n e e d e d . W h y  a re  th e y  u n a w a re  t l u :  th e  IOM fo u n d  a  

c a u s a l l in k  b e tw e e n  the  w h o le  c e l l  p c r t u in s  v a c c in e  a n d  a n a p h y la x is ,  an d  th e  d ru g  co m p a n ie s  

ih c in s c lv r a  re p o rt  th a t s u c h  d e a th s  o c c u r  (o n e  c a n  c o n s u lt  th e  F D R  f a r  d ru g  c o m p a n y  w a r n in g s ) , a n d  

T H A T  S U C H  D E A T H S  H A V E  B E E N  R E P O R T E D  T O  V A E R S  A N D  C O M P E N S A T E D  B Y  T H E  

G O V E R N M E N T ?

6 I t  i s  n o t d e a r  ' J u t  the  r u k s  f ro m  th e  d ise a se s  a re  g re a te r  (hats th e  m k s  b o o  th e  v x c t a o  w h e n  it  

b e c o m e s  d e a r  l l u t  L u t e  a  k n o w n  ab o u t the  m a g n itu d e  o f  v a c c in a t io n  n t k s  T a k e  (h «  C D C ’ s o w n  

f ig u r e s  re g a rd in g  c c n v u ln o n s  a n d  D P T  v a c a n t  v »  w h o o p u ig  c o u g h  th e  d ise a se  A c c o r d in g  to  th e  

C D C ,  1 /1 7 5 0  v w c a n a t io f t s  re su lt  tn  c o n v u ls io n . w h e r e a s  2 /1 0 0  c h i ld r e n  w ith  w tio o p ta g  c o u g h  w i l l  

h a v e  a  c o n v u ls io n  B u t  c h i ld r e n  get b e tw e e n  4  a n d  5 d o se s  o f  v a c c in e  I f  w e  d iv id e  1 7 5 0  b y  the

R E C E I V E D

FEB 2 0 18p5



SCM UY • • * 2 211 I I “ 1'A.V SANDV MIMZ . * 2 / 2

between 4 and 5 doses most children gd, Ihe result is 1/350 ro I/43X children gellingconvulsions 
nOci vaccination Fuitlicimaic if we inultipy by 50 tlw number o f incidences one might expect in n 
post-markcUng survey, we arrive at 1/7 lo i/9 temporally associated convuluons. If only 10% o f 
these were deemed caused by the vaccine. 1/70 to 1/90 children could be having convulsions as a 
result o f DPT vaccine.
THE PACT IS. WE DO NOT KNOW HOW MANY TEMPORA1-LY ASSOCIATED EVENTS ARE 
ACTUALLY OCCURRING, NOR DO WE KNOW HOW MANY OF THEM ARE ACTUALLY
caused by  vaccination sm*5 woui.DRF.GrN to  RFCTm Tins situation by
COLLECTING DATA ON ONLY ONE EVENT - TEMPORALLY ASSOCIATED VACCINE 
DEATHS.

7 It  to in te re s t in g  th a t th e  D e p a rtm e n t  fa ile d  to n o te  th a t th e  d e a th  ra te  in  E n g la n d  in  1 9 7 8  w a s  

c o n s id e ra b ly  b e lo w  p r io r  w h o o p in g  c o u g h  d e a th  ra te s  A c c o r d in g  to  f ig u re s  I  re c e iv e d  fro m  th e  

C D C .  in  1 9 2 0  th e re  w e re  3 .1 2 2  d e a th s  an d  1 0 7 ,4 7 3  c a s e s  in  th e  U  S  In  1 9 7 8  tn  E n g la n d , th e re  

w e re  o n ly  3 6  d e a th s  fo r  1 0 0 ,0 0 0  c a s e s . It  ts  a ls o  in te re s t  ’  to  n o te  th a t n o  m e n t io n  w a s  m ad e  o f  

p o ss ib le  d e a th s  d u e  to  the  v a c c in e  w h ic h  m ig h t  h a v e  h c e n  c o m p a re d  to  the  n u m b e r  o f  d e a th s  f ro m  

w h o o p in g  c o u g h

Thank you for your fair-minded consideration o f the points made here



To Senator Kelly 
Reference HES, STA 
12th Feb. 1996

too®

From Arctuvides Kalokerinos 
RMB 218 ZA Bourne* Lane 
Tamwortb, NSW. 2340 
Australia
Phone (067)608166 
Fax (067) 608344

Born 28th Sept. 1927. Glen Innea, Australia 
Graduated M.b 3.S. Jan. 1951, Unlvenity Sydney 
Fellow Royal Soc'ety of Tropical Medicine, London

Retired from full-time practice.
Consultant to various organisations in Australia and ovcneas and Australian Aboriginal 
communities.
Special interests • Aboriginal infant and adult health, Viumin and mineral supplements, 
nutrition, and problems associated with routine va:dne administrations.

Page one of three

sosioioivg v m trciif :»oo u so t»
U 1- — — — — — — ■— — — — :o ct



Io 1957 I commenced work as the sole medical practitioner in the remote township of 
Collarenebri, 500 miles north-west of Sydney. There were about 500 Caucasians in the 
town, 200 Aborigines on the nearby reserve and about 500 Caucasians in the surrounding 
district

Before my time io Collarenebri and for the first ten yean of my period there an 
extraordinarily high infant mortality rate, amongst Caucasians and Aborigines, was 
apparent During one 24 hour period three Caucasian babies died.

The infant deaths were strange. Some infants who were apparently well or suffering from 
a trivial illnest, were found dead in their cots -  typical sudden, unexpected, infant deaths. 
Other tafanls who were apparently well, or suffering from trivial complaints, went into 
unexplained shock from which they could not be resuscitated. Others became excessively 
Irritable, then unconscious and died. In all cases autopsies failed to offer satisfactory 
explanations for death. In some cases autopsies revealed yeUow patches in the liver and It 
was observed, before death, that these cases displayed varying degrees of liver pain and 
tenderness.

All other doctors in Australia, including academic staff and State and Commonwealth 
Departments of Health, denied that infant death rates were high in other areas and denied 
the existence of the clinical patterns observed by myself. Yean later I learned that the 
problems were widespread across Australia and, indeed, worse in many areas.

In other words, I was deliberately misinformed by some aDd others appeared incapable of 
recognising what was going un before their eyes. Sometimes, for reasons not fully 
understood, epidemics of one of the disease patterns occurs -  for example, The Dark 
Disease Of Naples, (Italy) during the late 1970's where infants and children became 
suddenly unconscious, for no known reason, and died. Two thirds of these rases had upper 
respiratory infections, the other third had recently received routine vaccinations.

Eventually I found that intramuscular or intravenous Vitamin C, if administered early, 
reversed the shock state and the unoonscious state. I was fortunate because I was alwaj i 
able to commence treatment early.

The first injection t f  Vitamin C was given in December 1967. From that time on, until I 
left the area in November 1975, there were no more infant deatht under my care. I was 
also able drop the infant mortality rates in neighbouring districts. Other doctors who 
followed my methods achieved similar results.

However, I did observe that routine immunisations had a dreadful effect on some infants 
for a period of some weeks following the administration. A  few suffered from an apparent 
immune paralysis and contracted serious bacterial infections. Others went into tbe strange 
state of shock or became exieisively irritable , then unconscious. Both states could be 
reversed by intravenous Vitamin C  Bacterial infections were difficult to control.

Because of this routine immunisation were sometimes delayed. The pcrruttes component 
was sometimes omitted and sick infa nt received injections of vitamin C.

2 of tb n c



It is important to note that most standard methods of medical treatment were always 
employed, before and after the realisation of the importance of Vitamin C and the barm 
sometime* done by routine vaccinations. What made the difference to mortality rates ( and 
the figures could hardly be more dramatic) was the uses of Vitamin C and care with 
routine vaccinations.

I should also inform you that in the state of NSW records of vaccinations, including batch 
numbers, are kept and copies given to all parents.

i
I
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IN THIS ISSUE:
• Women who gave birth to 

an infant who died during 
1992-94 had less prenatal 
care than the overall 
population of women 
giving birth in Alaska 
during 1992.

• Among women who gave 
binh to an infant who 
died, the highest rates of 
inadequate prenatal carc 
were identified in young 
mothers and those with 
chart documentation of 
prcprcgnancy alcohol 
drinking.

• Die infant mortality rate 
due to extreme prematurity 
or low birthweight 
declined 5 2 *  from 1979. 
80 to 1991-92.

• All of toe decrease in 
mortality due to extreme 
prematurity or low 
hirthw eight occurred 
because of increased 
survival of premature or 
low i oitweight infants 
rathe.- a decrease in 
the premature or low 
birthweight binh rjte.

• Alaska Natives, blacks, 
and teenage mothers luve 
significantly higher 
moitalily rales due lo 
extreme prematurity or 
low birthweight because of 
higher premature or low 
birthweight birth rates.

F a m i l y

P m  O A .

In this issue wc present u description of the Alaska Maternal-Infant Mortality Review 
(MIMK) Process and an evaluation of data from this project regarding pregnancy 
related risk factors and prematurity.

The MIMR Process
The MIMR review team
The MIMR review team consists of representatives from the Section of Maternal.
Child, and family Health (MCI H). the Bureau of Vital Statistics, and the Division of
family and Youth Services; private physicians, nurses, and other medical providers;
and medical and programmatic staff from the Alaska Area Native Health Service
(Indian Health Service) and the Regional Native Health Corporations.

Identification o f  an in fant death
The MIMR review team attempts to identify infant deaths through several sources.

• Deaths occurring outside the hospital and of questionable etiology arc referred to 
one of the state coroners. The state coroners in turn call an Infant Death Hotline 
located at M CfH .

• The Bureau of Vital Statistics matches the death and birth certificates for any 
infant under one year of age and sends this information to the MIMR program

• MIMR staff read the newspaper obituaries section to identify infant deaths.

Col lee tint; data fo r  each in fant death
Multiple data sources arc used to create a complete picture of the circumstances
leading to an infant's death.

• Birth and death certificates. Wc collect information from matched birth and 
death certificates including date and lime of death, number of prenatal visits, 
trimester prr atal carc began, birthweight. and A K iA R  scores.

■ Infant medical records. A standard abstraction tool is used lo collect informa­
tion from hospital and clinic records on the immediate neonatal circumstances as 
well as subsequent illnesses, clinic or emergency room visits, hospitalizations, 
treatments and immunizations, and a clinical summary of events immediately 
preceding death.

• Maternal tnrdical records. A standard abstraction tool is used to collect 
information on the mother's medical history, previous pregnancy history, and 
prenatal course. If  the number of prenatal care visits or the trimester prenatal 
care visits were initiated is noi available from the binh certificate, this informa­
tion is collected from the maternal medical record.

• Autopsies. Infants who die outside of the hospital usually have an autopsy. 
Autopsies are performed on infants who die in the hospital less frequently A 
standard abstraction tool is used to collect information on (he gross anatomic, 
organ specific, and microscopic findings



• Family interviews. MIMR staff 
offer a home interview, adminis­
tered hy a public health nurse, to 
the fnmilcs of infants who died 
outside of the hospital. Informa­
tion collected through the home 
interview includes family 
demographic data, maternal 
reproductive history and preg­
nancy planning, prenatal care and 
delivery history (including 
payment methods for these 
services), family life circum­
stances, infant health carc. and 
the immediate circumstances of 
the infant's death.

The review process
Three steps constitute the review
process.

• Monthly mortality reviews.
Koch month, a representative 
sample of committee members 
from various disciplines, includ­
ing physic' ms, nurses, adminis­
trative staff, and public health 
program managers meet to 
review the information collected 
for each infant. The committee 
determines a consensus cause of 
death and identifies potentially 
modifiable contributing factors to 
the infant’s death.

• Data entry and analysis. 
Information from the various 
sources, including the monthly 
mortality reviews, is entered into 
a computerized database and 
analyzed by the MIMR chairman 
and a pediatric epidemiologist.

• Yearly M iM R committee 
meetings. Once each year, 
committee members meet to 
discuss findings, identify 
problems with the review process 
and develop consensus recom­
mendations.

Findings and 
R i 'c o n in u 'n d i i t io n s

(it rural
Thr MIMR committer has reviewed
121 deaths: wc reviewed 43 of *>2
deaths which occurred during 1992.

45 of 90 deaths which occurred during 1993, and 33 of an unknown number of 
deaths which occurred during 1994. During 1992, wc included only deaths 
which occurred from June forward. Failure to review ti death wns most 
commonly due to lacking complete records for a particular infant. This in turn 
usually resulted front a failure to obtain maternal prenatal records from the 
Alaska Native Health Service: 96%, 97%, and 66% of incomplete charts during 
1992. 1993, and 1994, respectively, were for Alaska Native children. Home 
interviews were offered only for children who died outside of the hospital 
setting. To date, 24 interviews have been completed, 8 women declined an 
interview, 8 women have moved and could not be located, and 44 interviews 
arc pending.

Pregnancy related risk factors Findings
Among the cohort of mothers who gave birth to the 121 infants who died. 20% 
had chart documented evidence of alcohol consumption during the three 
months before pregnancy, 4% were younger than 18 years and 9% were older 
than 35 years, 16% had at least one previous preterm birth. 28% had at least 
one previous miscarriage, and 55% bad at least one of these risk factors.

Wc used the Kcssncr Index to define adequacy of prenatal carc. Women who 
gave birth to an infant who died during 1992-94 had less prenatal carc than the 
overall population of women giving birth in Alaska during 1992 (Figure I ), 
particularly in the inadequate prenatal carc category. Women in our study with 
risk factors identifiable before pregnancy - such as maternal age, substance use 
history, and previous adverse pregnancy outcomes - received no greater 
prenatal care than the general cohort of women. The highest rates of inadequate 
prenatal care were identified among young mothers and those with chart 
documentation ol prcprcgnnncy alcohol drinking.

Figure 1. Adequacy ol prenatal care lor 121 Infanta who died during
1992-94 by varloua risk groups; for comparlaon adequacy ol prenatal 

care for all 1992 births la alto Included.

s 00

Group

Recommendations
Identification of women with a high risk of adverse pregnancy outcomes and 
enrollment of these women into prenatal care programs theoretically contrib­
utes to lower rates of premature delivery and hence lower infant mortality 
rates'. Unfortunately, research has failed to document the effectiveness ol this 
approach-' V Researchers may have tailed lo document the efficacy of prenatal 
care because they measured the quantity rather than the quality of prenatal 
services. For example, prenatal carc programs connected with substance use. 
nutrition, domestic violence, and financial assistance services may more 
effectively decrease adverse pregnancy outcomes than prcn.it.il cate programs 
which focus only on the physical aspect of pregnancy Additionally, teceni 
research indicates that identification and treatment of bacterial vaginosis during 
pregnancy may reduce the incidence of preterm delivery* Finally, recent



research suggests that premature birth clusters in fam ilies', a finding supported 
hy our data. This emphasizes the importance o f early identification and 
m onitoring o f women who have had previous preterm births or who were horn 
preterm themselves.

Hosed on our findings, the MIMR committee recommends:

• Encouraging innovative approaches designed to incrcusc prenatal cure 
and to link prenatal carc with other services. Health cait providers 
should identify pregnant women at high risk for domestic violence, 
substance abuse, poverty, and pregnancy related Infections AND refer 
them for appropriate servlets.

• Identifying and closely monitoring women who have had a previous 
preterm birth or who xvcrc Imm prematurely themselves.

• Using the Pregnancy Risk Assessment Monitoring System (PRAMS)* 
to determine harriers to prenatal care.

Prematurity mid Low Hirthxuight 
I'm dings
From 1979*80 to 1991 -92. the infant m ortality rate due to extreme prematurity 
or low birthweight (defined as an infant born at less than 1000 g o r less than 28 
w eeks gestation, who dies before 28 days o f  life , and who did not die o f SIDS, 
trauma, congenital anomalies (except pulmonary hypoplasia), or cancer) 
declined from 2.9 to 1.7 per 1000 live births per year (chi-square for trend = 
9.6. p=0.(X)2) a decline o f 52% (Figure 2).

A  decline in m ortality rate due to low birthweight or prematurity can occur for 
tw o reasons: a decline in the proportion o f infants bom w ith extreme prernatu-

Figure 2. Mortality rate due lo extreme prematurity or 
low birthweight: Alaaka, 1929-92

Figure 3. Using 1979-60 data at baseline, the rets live risk by year lor 
the percentage of Infanta bom with eitreme prematurity or low birth 
weight, and ihe proportion ol Infanta bom with eitreme prematurity 

or low birthweight who die: Alaaka, 1979 92

M W a V I

rity /lo w  birthweight or a decrease in 
the proportion o f  infants horn w ith 
extreme prematurity/low birthweight 
who die. The proportion o f  infants 
born w ith extreme prematurity/low 
birthweight who died decreased from 
44%  during 1979-80 to 26%  during 
1991-92 (chi-sq "arc for trend, 9.1; 
peO.003) (Figure 3). D uring the same 
tim e period, the rate o f  extremely 
premature/low birthweight births did 
not change.

Compared to whites, the risk ratio for 
m ortality due to extreme prematurity/ 
low  birthweight among Alaska 
Natives was 1.23 (95%  confidence 
interval [C l|, 0.95 to 1.58) and among 
blacks was 2.96 (95%  C l. 2.09 to 
4.21). A ll o f  the increase in mortality 
for Alaska Natives and blacks 
resulted from higher extreme prema­
turity /low  birthweight b irth  rates. 
Compared to whites, Alaska Natives 
had a risk ratio o f  1.62 (95%  C l. 1.42.
1.86) and blacks had a risk ratio o f 
3.31 (95%  C l. 2.72 to 4 .04) for 
delivering an extremely premature or 
low  birthweight infant.

Compared to mothers 20-29 years o f 
age, the risk ratio for m ortality due to 
extreme prematurity/low birthweight 
among mothers less than 20 years o f 
age was 1.84 (95% C l. 1.37 to 2.47) 
and among mothers 30 years or older 
was 1.09(95%  CT. 0.86 to  1.39). A ll 
o f  the increased risk for younger 
mothers occurred because o f  an 
increase in the extreme prematurity/ 
low  birthweight birth rate: compared 
to mothers 20-29 years o f  age. 
mothers l e s s  than 20 years had a risk 
ratio  o f 1.84 (95%  C l. I . j7  to 2 47).

Recommendations 
I h e  cause o f prematurity and low 
birthweight remains one o l the most 
perplexing problems o f medical 
research. As indicated by our data, 
advances have occurred in the 
surv ival o f  babies horn w ith extreme 
prematurity or low birthweight, 
prim arily  ihiough technology 
advances such as mechanical ventila­
tion, surfactant therapy, nutritional 
and flu id  support, and infection 
control. Unfortunately, no im prove­
ment has occurred in decreasing the 
number o f children born w ith



Based on our findings, the MIMR
Committee recommends:

• Directing efforts primarily 
toward decreasing the rate of 
preterm/low birthweight liirlli, 
rather than emphasizing postna­
tal care.

• Focusing efforts to decrease the 
rutc of preterm/low birthweight 
birth on specific high risk groups 
such as blacks, Alaska Natives, 
and tcenngc mothers.

prematurity o r low  birthweight, a 
trend found throughout the country7. 
Thus prematurity and low  birthweight 
continue to cuusc a disproportionate 
amount o f  neonatal m ortulity in the 
U.S.*.

In Alaska distinct racial differences 
exist among m orta lity rates due to 
extreme prem aturity/low  birthweight. 
These differences reflect differences 
in the rutc o f  premature delivery 
rather than differences in survival. 
Sim ilar to findings in the rest o f  the 
United States, blacks had increased 
rates o f  extreme premature/low 
birthweight delivery. A dditionally, 
younger mothers had increased rates 
o f extreme premature/low birthw eight 
births, a result recently documented in 
Utah’ .
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Ilxcculivc Summary

"(Jiu siim, d iciclnic. nitisl l»c In  study these |«.oni|ilii<iii<mx| as Inlly ax 
possible in ilic rtm liilrn l expectation that, as in nllict Inniitlics nl science, 
knowledge w ill In ill}! cn lig ltlc iiiiicn r (Wilson. I% 7).

( lii l il l io iit l  im m u iii/n lin n  Inis liccn one n l tin- In ic iiins l pub lic  lie illli 
mcnsuies n l the Iw cu lie lli cc ttltiry  ll Inis n lliiw c il cnn lin l m ill p icvcn lio n  nl 
ninny discuses lim n  which m n ih id ily  mid n un la lily  t:in  lie slaggciing. Medical 
lic isnm ie l in  die United Stales cm ie n tly  la te ly  see a ease n l die in lee lin iis 
diseases against w hich die vaccines ate d iicc lcd . Y e l. iccenl measles ep i­
demics on college campuses and in iniiei c ities suggest dial vaccinc-ptc- 
vcnlahlc disease is uni lo  he ignn icd. I lie l i is l  heallh in itia tive  o l die new 
p icx id cu lia l iid n iin is lia lio n  was lo inuease Innding lo i childhood inun iiu i- 
ra tion  |ung iam s to honsl vaccinalinn tales in die United Stales, |in tlic u la ily 
lo t ch ild ic n  im dci age 2 ycats.

HACKUKOUNU AND IIISTOUY

I lie |t iih lic  po licy  dehate tcgatd ing iin innn i/.a lio ii sltclehcs hcynnd Ihe 
■pieslinn id  how in  inccl die goals o f universal iiiiin u iii/.n lio ii. ( ’n ticc in  over 
die so le ly o l peilossis vaccine was long-standing in (he a l l l t i la io  hy die 
lim e  o l Ilic  I*JR2 a iling  in d ie United Stales o r a dncitm cn la iy  entitled 
"D P T : Vaccine U on lc lte " ( W I U M  V. IVK2) and Ihe I  VMS p iih lica lio tl o l 
IH'I ■ A Slim in llir Dink (C n ttllc i and Idshei. IVH5). Concern has sltc lchcd 
lo  o lltc i vaccines and has spawned lltc  In im a lio n  o l  gintips n l  in lc ics lcd 
citizens lli io iig h n iil d ir  United Stales, lot exam ple. National Vaccine In for- 
illa tion  C co lcr/U isM ilis lied  I ’a irn lx  Together. D c trim io e d  Patents to Slop 
H in tin g  Out In is , Concerned Health I ’ lo lessiooals and ( ll l ie is . and I'a icn ls
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Concerned Alioiil ilic Safely o f Vaccines, Mote unities and hooks have 
heen |tuhlislicd (e.g.. Ccailln. 199(1; M l l l f i .  1992) lo a im  Ihe public lo lliir 
pnlcnlinl lisks of vuccimiliun.

In 1986. (lie U.S. Congress passed I lie Nallonal Childhood Vaccine 
Injury Acl (NCVIA; IM.. 99-(ifill) in icsptmsc lo woiiics ahoul ilic safely of 
cnrrciilly licensed childhood vaccines and in icspnnsc lo ihe economic pics- 
sines that wcic lliiculcning the inicgiily of childhood iimmiitirnlinn pin 
grams. I he liligiuinn costs associnlcd with claims o f damage liom vaccines 
had Toiccd scvcinl companies lo end llirli vaccine icscaich and develop- 
ilienl programs ns well as lo slop pioducing alicady licensed vaccines. I lie 
NCVIA wns an nllrmpl lo ciinminvc and eiisine vaccine produclion hy 
dealing a no -fault conipensalion piogiam (the Nalimial Vaccine liijmy Coin- 
pcnsnlinn I'lngimn) as a icipiitcd liisl lesmi Ini those who hclicvcd dial 
they or I licit chihhcn had heen injmcd hy ccilain vaccines. Ilic need lot a 
conipensalion piugimn had long heen iccogni/cd, and scvcinl groups had 
pioposrd possible mechanisms (01 compensating people hclicvcd lo he in- 
imed hy vaccinalion llnsli liile ol Medicine. 1985: Oflicc ol Technology 
Assessment, IOROj I Ids piogiam was envisioned lo allevialc. (ml nol com­
pletely eliminate, mamifaclmci liability and cncomagc icscaich and dcvcl- 
opnicnt of iiio ic  anil safei vaccines 'the compensation piogiam is atlminis- 
Icictl hy Ihe fedeial government and is financed hy an excise lax nil the sale 
of vaccines covricd hy the piogiam (Iglehail. 1987; Maiinet. 1992).

In addition lo establishing ihe conipensalion piogiam. Ihe NCVIA set 
fiuIII other vaccine ielaled clfmix to he cntiicd mil hy ihe U.S. Dcpailinciil 
if Ifcallh and Human Sciviccs. including inaudaltuy icpoiliug of specific 
diverse events following thihllumd imimmirnlinns against diphlheiia, Ida- 
ms. pertussis, measles, mumps, inhella. and polio (see box entitled 'I hr 
Vaccine Injury I able in Chapin III): voliinlnry icpoiliug of any renclinn lo 
my imiinini/alion lo the Vaccine Atlveise livcul Uepoiling .System (sec 
haplcr 10 fm a discussion of this passive soivcillariec sysicm and l :igmc 
I-1 lor a ropy of the repotting hum): ihe crealiou of a National Vaccine 
'logram Office lo comdinalc fedeial vaccine iuilialivcs and lo help mccl 
mintmif.alion coverage goals; (he establishment o f  advisory pinups to Ihe 
Titinnal Vaccine I'logiam ami die National Vaccine lujmy Conipensalion 
I'liigrnin; and helin commiiiiicidhni of die polciilial lisks ol vaccines lliioiigh 
public iiifninialion pamphlcls dial ate disliihulcd at die lime of vaccinalion 
(uiidei die diieclimi of die Ccnlcis fin Disease Control and Prevention) and 
changes in vaccine package inscils (mulct die diieclimi o l die U.S. Pooil 
and Ding Admiiiisiialinii).

I lic NCVIA also mandated dial die Sccielary of dir U.S. Ucpaiimrut ol 
Ifcallh and Human Services culisl lire help ol die lnsliliilc of Medicine 
: IOM) of llii* N.ilinual Academy ol S» id lers lo slinly l l i r  advcise ellccls o f 
.hildlmoil van ine*. Ihe HI VIA «ailed loi Iwo specific similes. Ihe liisl.

i.x i:< im \ I. SlimiM!)

nuuidalrd millet Section 312 ol IM.. 99-fifiO, was lo addicss die srtinus 
advcise c l lcd s  ol pciiiissis mid mhelhi vaccines. I lic ('omioillcc lo llevicw 
die Advcise Conserpicuces of I'cilussis and Rubella Vaccines published ils 
findings in 19 9 1 (lnsliliilc of Medicine. 1991). Appendix A coiilalns die 
fixccnlivc Sunimaiy of dial rcpoil.

The second study, maudnlcd iiiulei Section 313 of IM.. 99-fifd). was lo 
icvicw advcise events associnlcd wilh oilier vaccines commonly nilminis- 
Icicd during childhood. The Vaccine Safely Committee, which was chaigcd 
wiili peifmming die second slmly, was convened cmly in 1992. The icsulls 
of dial impiiiy me piovidcd in lids icpml.

T i l l?  CIIAIM2I? TO T i l l ?  C O M M ITTKK
Ihe mcmlicis of die iiilcidisciplinnry. Id-iiiembcr Vaccine Safety Com- 

millcc have cxpeitisc in such ateas as immunology, pcdialiics, internal medicine, 
infectious diseases, urinology, virology, microbiology, epidemiology, and 
public licnllh. Ihe commiiice was clinrgrd with (I) icviewfng Hie iclcvmil 
.scientific anil medical lilcimine oil specific lisks lochildien associated with 
die vaccines or vaccine components directed against telnmis, diplilherin, 
measles, mumps, pulio, /hrrrrro/r/ri/rrt iiijliicn w c  lype I*. mid hepatitis I) 
cuiiciitly licensed fm use in die United Stales nud (2) levicwiog die avail­
able data mi specific lisk-mndifying fnclms. dial is. ciicilinsiattces under 
wlricli adioiiiislialimi nl dicsc vaccines increases die lisk of an adverse 
event, chiitnclctislics of pumps known lo lie nl incicascd lisk ol an advcise 
cvcnl. ami liming of vaccioalimi dial incienscs die lisk ol an advcise event.

Uisk-hcucfil conipaiisons in tecuiiimrndalious aliiiul iuunuuixalinn sched­
ules wcic nol wjdiin die chaige lo die Vaccine Solely ( ’onmiillcc. Despite 
die name of die cnmmillcr, many aspects ol vaccine salcly, such as pmily 
standards oi piodticliini Iccluiiipies, also weic beyond die coininillcc's charge.

flrilli IOM sliulics mandated in P.L. 99 ftfil) entailed die evaluation of 
die weight of scientific and medical evidence hem mg on the question of 
whether a causal iclalion exists between ccilain vaccines and specific seri­
ous adverse events. Like Ilic Commiiice lo Review die Advcise Consc- 
rgtciiccs o f I'cilussis mid Rubella Vaccines, die Vaccine Safely Commiiice 
itppionchcd ils task from a poxilion ol iirnlinli ly. prcsiiiiiing nrillici die 
picseiicc nor die nhscncc ol a causal iclalion between (lie vaccines tuiil Ilic 
advcise events under cniisideinlinu.

T i l l ?  STUDY  PHOCKSS
Ovci die com sc o f 18 niniilhs. die coutmillcc met six limes, ic viewed 

mote llum 7.l)llll uhslinrls nl sriritli lic mid t icdical slmlirs, trail more Ilian 
2.0111) published hooks and unities (including many m m iiio s  in die non-
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linglisli lilciiiimc). analysed inlmmnlimi hum U.S. Public I l«*:i It I ■ .Seivicc- 
ndmiuislcicd ic* |>01 ling *«yMcins Im mlvcisc icnclinux in vmciucs, mill cmi- 
vilified nuilriiiil stdunillcd tty ililricMcil panics. Ilic commiiice .solicited 
input Imiiii scientists wlui wetc invilrd In pmlicipalc in Iwn upon scientific 
meetings nn<I limn ntlici inleicslrd panics nl two npcn puldic meetings 
Details icgmding Imw ihe rummilk'C gnlhned iidiiMiinliuii me given in 
Appendix II. All snlicnl inluiiniilinn hum llmxc irvlcw.s is cmilnlncd in lids 
icpuil.

IM.. 99-Cd'dl Milled ihnl die icvicw was In include Ibuse vnteincs cov- 
cicd hy die Niiliiiiuil Viicciuc Injuiy C'nuipcusnlinii Piugimn. Ilnciiin iiliilns 
l i i f l i i r n i n e  type Ii ( I lilt) mid lirpiililir. II vmciucs weir milled Im coiisidci- 
nlinn because nl die increasing use nl ilie.se vaccines mid die supposition 
Ihnl in die uciii Inline lliey eniild he iiiiindiiluiy vaccines tovcicd hy die 
Niiliiiiiid Vneeine Injuiy ('ninpeusniiuu Piogiam Ilic lisl nl advcise events 
iiivcMignled fm diis tepuii dciived piimmily hniii negotiations with irpic- 
senlnlivcs nl die U.S. Public llciiltli Service. Ilnwevcr. pieIiinintny investi­
gations iniu itdiliiiiiniil ndveise evruls wcic piunipled hy ipiciics liuni inlci- 
csicil pmlics nr cntiiniiltcr nicnihcis. Allci considering Ihe infninialinii 
fimu these picliniiuiiiy iiivcMigulinus. the cinmiiillce lidded scvcinl vaccine* 
iidvci.se cvcnl ichilinns In die migiunl lisl. Table II I in Appendix II con- 
Inins n ciuiiplclc listing nl the specific vaccine-adverse event iclnliuus un­
der study.

The icpmi begins with hnckgtnmid inhumation Chnplcr 2 cunliiins tin 
in-dcplh discussion nl die nppiuitch used hy die ruiiuiiillcc In weight die 
evidence and nsscss cnusnliiy. lultiiiiciliitn nil die ucmologic disiudcis mid 
immunologic lencliuiis discussed in much nl die icpuil is cniilnincd in C luiplcis 
.1 mul *1, Chnplcrs through 9 include die vnccinc-spccilic evidence mid 
conclusions. All iiifnt•naliun (evidence, cnusnliiy mgumcul, and conclu­
sions) icgmding dcnlh us nil mlvcisc eveul nssnciulcd with vncciiuiliiui is 
cnnlnincd in Chnplcr Id.

/W in i f  P . f f e c l .t o f  I ’ c m is s i .x  m ill l l u l i c l l u  Pm < met (lnsliliilc nl Medi­
cine. 1991). die icpuil of die prcdcccssni IOM cniiunillcc. piuvidcs nil in- 
dcplh icvicw nf Ihe lilcinluic concerning die mlvcr.se events nssnciulcd with 
diphlhciin mul lelninis Inxnids mid pertussis vnccinc (01*1). us well us pertussis 
viicciuc, mid slinuld he referred In lur cnncliisinns icgmding DIM'. Appen­
dix A cuninins die I'.xcculivc Summary id ihnl icpuil. Ilic eluuge In die 
Vnccinc Snfcty Ciiuiinillee wns in cxiuiiuie mlvcisc cvculs nssnciulcd wiili 
Iclnnus Insnirl ns wrll us Irlmuis mid diphlheiin Inxnirl cninhiuuliiui piepniri- 
linns. Ilic crniiniiliec ic vie wed dnln concerning DPI' if die dnln nlsn con- 
cerncrl ilipluhciiu mid Iclnnus Inxnids Ini pediatric use (D l  l: however, il 
was hcynnd die cuinniillcc'x senpe In make cnnclusinir. nliuul peilussis 
vnccinc nr DP I'

Ilic (DM Cininiiilicc In Kcview Ihe Athcise I ’niiscipiemcs nl IVilussis

I M l  Hill I .MMMMWI

mul Itiihclli! Vncciues nuide deleiiiliiinliuus id cnusnliiy only Ini mhclhi 
vnccinc and Ihe itihelln vnccinc cnuipuncnt id nitdlivalcitl vncciues. hul uni 
Im mcnslcs-mtimps inlicllii vmcine (MMID 'IInis, Ilic VaccineSafely C'nimiiillec 
icvicwcd dnln regarding imnuuii/ulinii willi MMU as well as dnln nil ninnuviilcnl 
ineiislcs and iiinnips picpmnlinns. The cnmmiltrc Inis mndc sepmnle deter- 
miiinlinns nl cnusnliiy Ini die measles mid imiuips vaccine cniupniienls Ini 
ihe .idvei.se events Im which dnln wcic nvnilnltlc. pniliciihuly il measles nr 
turnups vncciue-Miniii vims was isnlnlcd hum the pnlicnl. hi ciicuuislmices 
in which a cnusnliiy nssessmeul spec ilic In mnnnvuleul measles in mumps 
vnccinc wns mil possible, diis is Milled in Ihe rnucltisiuii trgmding dial 
.specilic mlvcisc event

In circuniMimces in which die sunmiillcc rlelcmiiiicil ihnl n cumpniieul 
id a mullividcul picpmiilinn was causally icluled in u specilic mlvcisc event, 
hul ilicic is iiu  diiccl experience id such an udvcise cvein hciug caused hy 
die mullividcul picpiutilitm. Ihe cummiilee Mules lliis. hul judges dial Ihe 
cnmhiueil piepiunlinu nlsn is causally related In dial adverse eveul.

Many case icpmls described an mlvcisc cvenl(s) in a pnlicnl who ic- 
ceivcd mine llimi one vaccine. A common cumbinulinii. ns ii icsull nl the 
immuni/alimi schedules lecniimicmlcd in die United Slides, is DIM', nml 
polio vnccinc, nml I lilt vaccine. Assessment id causality in those icpmls 
wns oioic  ilillicull Ilian il die psilicul had icccivcd o n ly  one vaccine nr 
vnccinc coiliprnieul. hul the commiiice cniisidcicd Ihnl die icpmls cnuld he 
llienielicully suppnilivc id cnusnliiy Ini die cimihimilioii hul mil in them­
selves sulliciciil In nlluw a lit in judgilieui icgmding cnusnliiy.

CAIISA I.T I V AND W K K J I I I  U P  P .V IDKNCP
As discussed in delail in Chapter 2, die commiiice considered lour 

lypcs nl evidence: hinlngic plausihilily: case icpmls. case series, nml mi- 
vmiliollcd uhsrrvnlinunl studies: cuulinllcd nhscrvalionnl studies; mid cun- 
hulled eliuieal dials. Ihe cmmolllcc used ipialilalivc mid ipiaulilnlivc ap­
proaches In weigh each lypc id evidence. Talilc I -1 cnulaius a summary id 
the difleteiil lypcs id evidence Im every vaccine-adverse event iclalion 
studied. Ilic cmmiiillcc believes ihnl allhuugli il is plausihlc lhal (here is a 
causal iclalion hclwecn any id die vaccine advcise cvcnl associnlimis mulct 
icvicw, plausihilily has heen dciliousliuted only Im ccilain ones id llicse. 
Ihciclmc, inlmiiialimi un Ihe plausihilily u( a causal relaliuii was classified 
in Table I I ns cidicr lliemelicnl unly m as dcuiuiislinlcd. Ihe oilier types 
id evidence weic dnssilied in Table l -l ns unucxislcnl. itidcleiiiiinalc. or ns 
weighing, mi die whole. Im or ngniuM a dclcioiiiinlion nf a causal rclalimi. 
I lie coiisidcitilimi o l all fom lypcs nl evidence as a whole led In i i  cum in- 
sinn of the linal wciglu u( cvidcmc irgmding cmisalily Ta ld f 1-2 tiililniiis 
these cmiclusimis.
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N o  d a t a

N o  d a i a

N o  d a i a

M o n o n c u r o p a m v  T h e o r e t i c a l  o n l y  I n d e t e r m i n a t e  i T .  T d l  N o  d a i a

N o  d a i a  i D T )

B r a c h i a l  n e u r o n  T h e o r e t i c a l  o n l y  F o r  i T )  N o  d a t a

I n d e t e r m i n a t e  t T d l  

N o  d a t a  i D T )

Arthritis

E r y t h e m a  m u l i i i o r m e  

Anaphylaxis

T V e o r e t . c a l  o n  

T h e o r e t i c a l  o o i <

D e m o n s t r a t e d

D e a t h  t r o m  S I D S  ( D T  o n l y i '  T h e o r e t i c a l  o n l y

U r o t u s  V c e n n r

E n c e p h a l o p a t h y

S u o a e u i e  s c l e r o s i n g  

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

R e s i d u a l  s e i t u r e  d i s o r d e r

S e n s o r i n e u r a l  d e a t n c s s

O p t i c  n c u r m s

T r a n s v e r s e  m y e l i t i s

C u i l l a m - O a r r e  s v n d r o m e

T h r o m b o c y t o p e n i a

Insulin-dependent 
Jiaoeit* mtllnus

D e m o n s t r a t e d

D e m o n s t r a t e d

D e m o n s t r a t e d

T h e o r e t i c a l  o n l y

Demonstrated

D e m o n s t r a t e d

D e m o n s t r a t e d

O e m o n s i r a i e d

T h e o r e t i c a l  o n l y

I n d e t e r m i n a t e

I n d e t e r m i n a t e  ( D T .  T d l  

N o  d a t a  t T l

F o r  t T l

I n d e t e r m i n a t e  < D T .  T d )  

I n d e t e r m i n a t e

I n d e t e r m i n a t e

I n J e t e r m i n a t e

I n d e t e r m i n a t e

I n d e t e r m i n a t e  ( M . M R I

I n d e t e r m i n a t e

I n d e t e r m i n a t e

I n d e t e r m i n a t e

I n d e t e r m i n a t e  t m e a s l e s i  

F o r  t . M M R i

I n d e t e r m i n a t e  *

N o  d a t a  

N o  d a t a

N o  d a t a

A g a i n s t

I n d e t e r m i n a t e

I n d e t e r m i n a t e

V o  d a t a  

N o  d a t a  

N o  d a t a  

N o  d a t a  

N o  d a t a

I n d e t e r m i n a t e  t m c a s l e s i  

V o d a i j i M M R )

I n d e t e r m i n a t e



T A B L E  1-1 (continued)

V a c c i n e  a n d  A d v e n e  E v e n i  B i o l o g i c  P l a u s i b i l i t y *

C a s e  R e p o r t s .  C a s e  S e r i e s ,  a n d  

U n c o n t r o l l e d  O b s e r v a t i o n a l  S t u d i e s

C o n t r o l l e d  O b s e r v a t i o n a l  S t u d i e s  a n d  

C o n t r o l l e d  C l i n i c a l  T r i a l s

Anaphylaxis

D e a t h  f r o m  v a c c t n e - s t r a m  

v i r a l  i n t e c t i o n 7

Unuipi VuteintJ

E n c e p h a l o p a t h y

A s e p t i c  m e n i n g i t i s

R e s i d u a l  s e i z u r e  d i s o r d e r

Neuropathy

S e n s o r i n e u r a l  d e a t n e s s

I n s u l i n - d e p e n d e n t  

d i a o e i e s  m c l l i i u s

S t e r i l i t y

T h r o m o o c y t o p e n u

Anaphylaxis

T h e o r e t i c a l  o n l y  

O e m o n s i r a i e d

O e m o n s i r a i e d  

D e m o n s t r a t e d  

T h e o r e t i c a l  o n l y  

T h e o r e t i c a l  o n l y  

D e m o n s t r a t e d  

D e m o n s t r a t e d

D e m o n s t r a t e d  

D e m o n s t r a t e d  

T h e o r e t i c a l  o n l y

F o r

F o r

I n d e t e r m i n a t e  

I n d e t e r m i n a t e  

N o  d a t a  

N o  d a t a

I n d e t e r m i n a t e  i M M R t  

I n d e t e r m i n a t e

N o  d a t a  

I n d e t e r m i n a t e  

I n d e t e r m i n a t e  i M M R )

N o  d a t a  

N o  d a t a

N o  d a t a  

N o  d a t a  

N o  d a t a  

N o  d a t a  

N o  d a t a  

I n d e t e r m i n a t e

N o  d a t a  

N o  d a t a  

N u  d a t a

Pdio Vutcme tOPV jnJ IPV* 

Cuillain-BarTe syndrome

T r a n s v e r s e  m y e l i n s

P o l i o m y e l i t i s  ( O P V  o n l y i

T h r o m o o c y i o p e n i a  i l P V i

A n a p h y l a x i s  I I P V >

D e a t h  f r o m  S I D S '

D e a t h  t r a m  v a c e i n c - s i r a m  

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

t r o m  p a r a l y t i c  p o l i o ­
m y e l i t i s  t O P V  o n l y i '

D e m o n s t r a t e d  ( O P V I  

T h e o r e t i c a l  o n l y  ( I P V )

D e m o n s t r a t e d  l O P V t  

T h e o r e t i c a l  o n l y  « f P V )

D e m o n s t r a t e d

Theoretical only

Theoretical only

T h e u r e t i c a l  o n l y

O e m o n s i r a i e d

F o r  l O P V t  

I n d e t e r m i n a t e  ( I P V )

I n d e t e r m i n a t e  t O P V i  

N o  d a t a  i l P V S

F o r

N o  d a t a  

N o  d a t a  

I n d e t e r m i n a t e  

F o r

F o r  t O P V i  

No daia 1IPV1
N o  d a t a

N o  a a t a  

N o  d a t a  

N o  d a i a  

I n d e t e r m i n a t e  

N o  d a i a

Nrpviuu 8 Vuctmt

G u i l l a m - B a r r e  s y n d r o m e

D e m v e l i n a n n g  d i s e a s e s  o t  

m e  c e n t r a l  n e r v o u s  t y u e m

A r t h r i t i s

A n a p h y l a x i s

D c a i h  t r a m  S I D S '

O e m o n s i r a i e d

O e m o n s i r a i e d

O e m o n s i r a i e d  

T h e o r e t i c a l  o n l y  

T h e u r e t i c a l  o n l y

I n d e t e r m i n a t e

I n d e t e r m i n a t e

I n d e t e r m i n a t e

F o r

I n d e t e r m i n a t e

N o  d a t a  

N o  d a t a

N u  d a t a  

N o  d a t a  

N u  d a t a i in immnl



TABLE 1-1 Icontinued)

Vaccine and Adverse Event Biologic Plausibility1
C j s b  R e p o n s .  C a s e  S e r i e s ,  a n d  

U n c o n t r o l l e d  O b s e r v a t i o n a l  S t u d i e s

C o n t r o l l e d  O b s e r v a t i o n a l  S t u d i e s  j n d  

C o n t r o l l e d  C l i n i c a l  T r i a l s

H u tm n i ih i lu t  m i iu tn : u e  l y p e  b  V a c c i n e

O u i l l a i n - B a r r e  s y n d r o m e  T h e u r e t i c a l  o n l y

T r a n s v e r s e  m y e l i n s  T h e o r e t i c a l  o n l v

T h r o m b o c y t o p e n i a

S u s c e p t i b i l i t y  t o  e a r l y  

H i b  d i s e a s e ' 1

Anaphylaxis

D e a t h  t r o m  S I D S '

T h e o r e t i c a l  o n l y  

D e m o n s t r a t e d

T h e o r e t i c a l  o n l y  

T h e o r e t i c a l  o n l v

I n d e i e r m m a i e

I n d e t e r m m j i e

I n d e i e r m m a i e

I n d e t e r m i n a t e

I n d e t e r m i n a t e

I n d e t e r m i n a t e

N u  t l a i a  

N o  d a t a  

I n d e t e r m i n a t e  

F o r  i P R P )

A g a i n s t  u o n j u g a i e d )  

N o  d a t a  

N o  d a t a

J! i iu t i t rm in u i r  i n d i c a t e s  t h a t  t h e r e  i s  e v i d e n c e  i n  t h i s  c a t e g o r y ,  b u t  ( h e  c o m m i i i c e  d i d  n o t  c o n s i d e r  t h a t ,  o n  m e  w h o l e ,  i t  w e i g n c d  e i t n e r  t o r  o r  

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

a n d  t h e  a d v e r s e  e v e n t .
T h e  c o m m i t t e e  c o n s i d e r e d  a l l  a d v e n e  e v e n t s  10  b e  t h e o r e t i c a l l y  p l a u s i b l e  a n d .  i n e r e t o i e .  c l a s s i f i e d  p l j u s i b i l u y  m  s u p p o r t  a t  c a u s a l i t y  a s  e i t n e :  

t h e o r e t i c a l  o n l y  o r  d e m o n s t r a t e d .  D e m o n s t r a t e d  b i o l o g i c  p l a u s i b i l i t y  r e f e r s  t o  m r o r m a t i o n  o n  t h e  k n o w n  e t t e e i s  o l  t h e  n a t u r a l  d i s e a s e  a g a i n s t  » t l i ( . 1  

t h e  v a c c i n e  i s  g i v e n  a n d  m e  r e s u l t s  o t  a n i m a l  e x p e r i m e n t s  a n d  i n  v i t r o  s t u d i e s .
• U n l e s s  n o t e d  o t n e r w i s e .  t h e  c l a s s i f i c a t i o n  t o r  t e m n u s  t o x o i d  i T ) .  d i p n t h e n a - i c t a n u s  t o x o i d  t o r  p e d i a t r i c  u s e  i D T t .  a n d  l e t a n u s - d i p h t n e n a  t o s o i d  t o r  

a d u i t  u s e  i T d )  i s  i h e  s a m e ,  T h e  c o m m u t e s  w a s  n u t  c h a r g e d  w u h  a s s e s s i n g  m o n o v a l e n t  d i o n t h e r i a  t o x u i d  u r  t n e  c o m b i n e d  d i o h i n e r i s  a n d  t e i a n u s  

t o x o i d s  a n d  p e r t u s s i s  v a c c i n e  I D P T ) .  I n  A p p e n d i x  A .  s e e  i h e  E x e c u t i v e  5 u m m a r y  o t  A U v rr te  E t f r t t i  <>! P t r t u i t t t  u n it  R i i h f l l u  V u i t i n t t  t o r  c o n c l u s i o n ,  

a b o u t  D P T .

•‘ i n f a n t i l e  s p a s m s  o c c u r  o n l y  i n  t h e  a g e  g r o u p  t h a t  r e c e i v e s  D T  b u t  n o t  T d  o r  T .  A  p o s s i b l e  c a u s a l  r e l a t i o n  b e t w e e n  i n t a n i i l e  s p a s m s  a n d  T d  a n d  T  
w a s  n o t  e x a m i n e d .

' t n  t h i s  t a b l e ,  t h e  c o m m i t t e e  s u m m a r i z e s  i h e  d a t a  r e g a r d i n g  t h e  c a u s a l  r e l a t i o n  b e t w e e n  i h e  v a c c i n e  a n d  o n l y  t h o s e  d e a t h s  t h a t  a r t  c l a s s i f i e d  : >  

s u d d e n  m t a n t  d e a i h  s y n d r o m e  i S I D S )  o r  t h a t  a r e  a  c o n s e q u e n c e  o f  v a c c m e - s t r a i n  v i r a l  m i e c t i o n .  S I D S  o c c u r s  p r i m a r s l y  i n  i n f a n t s  t o o  y o u n g  t o  r e t e i v r  

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

a n u  S I D S  w a s  n o t  a s s e s s e d .  I f  t h e  e v i d e n c e  f a v o r s  t n e  a c c e p t a n c e  o f  t o r  e s u b l i s h e x i  a  c a u s a l  r e l a t i o n  b e t w e e n  a  v a c c i n e  a n d  a n  a d v e r s e  e v e n t ,  a n d  I 
m a t  a d v e r s e  e v e n t  c o n  b e  f a t a l ,  t h e n  m  t h e  c o m m i t t e e ' s  j u d g m e n t  t h e  e v i d e n c e  f a v o r s  m e  a c c e p t a n c e  o t  t o r  e s t a o i i s n e s i  a  c a u u l  r e l a t i o n  o e i w e e n  m e  

» a e c : n e  a n d  d e a t h  t r o m  t h e  a d v e r s e  e v e n t .  D i r e c t  e v i d e n c e  r e g a r d i n g  u e a t h  i n  a i s o c i a u o n  w i t h  a  p o t e n t i a l l y  f a t a l  a d v e r s e  e v e n t  t h a t  i t s e l f  i s  c a u s a l l »  

r e l a t e d  t o  t h e  v a c c i n e  i s  l i m i t e d  t o  t e t a n u s - d i p n m e r i a  t o x o i d  t o r  a d u l t  u s e  a n d  G u i l t a i . n - B a r t e  s y n d r o m e ,  t e t a n u s  t o x o i d  a n d  a n a p h y l a x i s ,  a n d  o r a l  p o u o  

v a c c i n e  i O P V )  a n d  p o l i o m y e l i t i s .  D i r e c t  e v i d e n c e  r e g a r d i n g  d e a t h  i n  a s s o c i a t i o n  w u h  a  p o t e n t i a l l y  f a t a l  a d v e r s e  e v e n t  t h a t  i t s e l f  i t  c a u s a l l y  r e l a t e d  : o  

t h e  v a c c i n e  i t  l a c k i n g  t o r  m e a s l e s  v a c c i n e  a n d  a n a p h y l a x i s  M M R  a n d  a n a p h y l a x i s .  O P V  a n d  G u i l l a i n - B a r r e  s v n d r o m * .  h e p a i m s  B  v a c c i n e  a n d  

a n o o n y l a x i s .  a n d  H u em n p h ilu i in ] i u r n : a r  t y p e  P  u n c o n j u g a t e d  P R P  v a c c i n e  a n d  e a r l v > o n s e t  H u rm o p n ilu i  m i l u t n i a t  t y p e  b  d i s e a s e  i n  c h i l d r e n  s g e  I S  

m o n m t  u r n iiU r  r e c e i v e  t h e i r  f i r s t  H i b  i m m u n i z a t i o n  w i t h  u n c o n j u g a t e d  P R P  v a c c i n e .  S e e  C h a p t e r  10 t p r  d e t a i l s .  T h e  d a t a  a r e  m d e t e m i i n a t t  

r e g a r d i n g  i h e  c a u s a l  r e ' s n o n  b e  w e e n  m e  v a c c i n e  a n d  c a u s e s  o t  d e a t h  o t n e r  t h a n  t h o s e  d i s c u s s e d  a b o v e .  D a i a  r e g a r d i n g  d e a m  a s  a n  a d v e r s e  

c o n s e q u e n c e  o f  M e  v a c c i n e s  u i . u t r  r e v i e w  a r e  d i s c u s s e d  i n  C h a p t e r  1 0  r a t h e r  t h a n  i n  t h e  v a c c i n e - s p e c i f i c  e n j p t e r s  

• T h e  c o m m u t e  w a s  c h a r g e d  w u h  a s s e s s i n g  m e  c a u s a l  r e l a t i o n  b e t w e e n  s e v e r a l  a d v e r s e  e v e n t s  a n d  m e a s l e s  v a c c i n e  o r  m u m p s  v a c c i n e .  T h e  

c o m m i t t e e  w a s  n o t  c h a r g e d  w i t h  a s s e s s i n g  m o n o v a l e n t  l u b t l U  v a c c i n e  I n  A p p e n d i x  A .  s e t  t h e  E x e c u t i v e  S u m m a r v  o f  A U r r n e  E f f m i  P r n u i n t  
tu rn  P r l lu  Vu - t in r t  t o r  c o n c l u s i o n s  r e g a r d i n g  r u b e l l a  v a c c i n e .  i . M M R t  i n d i c a t e s  t h a t  t n e  d a t a  d e n s e  e x c l u s i v e l y  t r o m  m e  m u l n v a i r n i  p r e p a r a t i o n

‘ O P V  i s  o r a l  g o l i o  v a c c i n e :  I P V  i s  i n a c t i v a t e d  p o l i o  v a c c i n e .

• " h e  c o m m u t e #  a s s e s s e d  d a t a  r e g a r d i n g  m e  i n c r e a s e d  » u » c e o t i b i l i i y  t o  H a rm np tu tu i  t y p e  0  d i s e a s e  w u h i n  7 d a y s  o l  i m m u n i z a t i o n  w u n

H t i t » » n h i lu i  i n / / u r » : u e  t y p e  b  v a c c i n e .  F o r  t n i s  a d v e r s e  e v e n t  o n l v .  m e  c o m m i t t e e  w a s  a o i e  t o  s e o s r a t e  m e  d a t a  r e g a r d i n g  i h e  u n c o n j u g a t e d  i P R P '
v a c c i n e  t r o m  m e  d a t a  r e g a r d i n g  t h e  c o n j u g a t e d  v a c c i n e s .



. TABLE 1*2 Conclusions Based on the Evidence Bcarintj on Causality

DT.Td/T M e a s l e s ' 1 Mumps'1 OPV/IPVn H e p a t i t i s  B

C tu e t i i r r  I  ■ .Vu Etuieme B e u n n x  on  j  CjuioI R e u n io n

Neuropathy

R e s i d u a l  s e i z u r e  

d i s o r d e r

T r a n s v e r s e  m y e l i n s  
l I P V i

T h r o i n r H K v i o p e n u
llPVt

Siupnvi.isis 1IPV1

H i n t l i n n : j c  i v p e  b

C j ie x o n  2. T he  E v id e n t e I t  Im i t le u in i i r  to  i t  v e in  o r  R e lc t r j  C u i ih i i  R . .» l in n  

E x e o r u l o p j i n y  E n c e p h a l o p a t h yR e s i d u a l  s e i z u r e  

d i s u f d e r  o t h e r  t h a n  

i n t a n i i l e  s p a s m s

D e m s e l m a t i n g  

d i s e a s e s  o f  ( h e  

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

Mononeurcpatns

A r t h r i t i s

S u o a c u t e  s c l e r o s i n g  

p j n e n c e o n a l n i s

R e s i d u j l  s e i z u r e  

d i s o r u e r

S e n s o r i n e u r a l  
d e a f n e s s  i M M R ;

O p t i c  n e u r i t i s

A s e p t i c  m e n i n g i t i s

S e n s o r i n e u r a l  

d e a r n e s s  i.MMR;

I n s u l i n - d e p e n d e n t  

d u o e t e s  m e l l i t u s

S t e r i l u v

Transserse mvcliiis 
tO PV i

O u i l l a i i i - O j r r e  
s s n d r o n i e  • IPV•

O e a t n  t r o m  S I D S '

Cuiilaiii-Bjrre 
•situ tome

Oemselinaiing 

Ji.«r;|i<s nl thr 

cent.at nervous

sy «iem 

Arthritis

D e a t h  t r o m  S I D S ’

CuiII.iim-Barro 
svndriiitic

T r a n s s e i s e  m y e t n i s  

T l i r o m h o o i o p e n i a  

A n j o n s  l a s t s  

D e a t h  f r o m  S I D S

E n t n e m a  m u i n f o r m e T h r o m b o c y t o p e n i a

Anaphvia*isJ

T r a n s v e r s e  m y e l i t i s

C u i l l a m - B a r r e  
• •ndrome

Thromoocytopema

I n t u l i n - d e o z n o e n i  

d u o e t e s  mellitus

C * / f ? i » r v  } .  T h t  £\ w e n t r  r  u n t i l  R t j r t t i n n  t d  u  C j u io I  R r lu iu w

L x e p h a l o o a i h s '

I n f a n t i l e  s p a s m s  

i O T  o n l y /

O e a t h  f r o m  •

S l D S  t D T  o n l y /  *

C u i r r m  J  T h r  £ n J r » i r  f u t t t t t  A t t t p w n t  >1 * C u u iu t  R r lu in m

G w i i U t n - B a ~ t  
i • ndrome*

Brachial neuritis'

A n a p n s t a i s t ^ G u i l l a i n - D a / r e  

s s n d i o m e  i O P V  i

E a r l y  o n s e i  r l  
i w l n t n : j r  b  d i s e a s e  

i c o n j u g a i e  v a c c i n e s i

E a r l v - n n s e t  H  
tn / lu r n :a r  b  d i s e a s e  

m  c h i l d r e n  a g e  I S  

m o n t h s  n r  O d e r  w h o  

r e c e i v e  m t i r  f i r s t  

H i b  i m m u n i z a t i o n  

• n h  u n c o n j u g a t e d  

P R P

i *miinuf tj
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D T . T J / T M e a i l e s * Mumps* opv/ipv '* H e p a t i t i s  D

Cdirtnry J Thr Endtntr Eiiahliihes J Ctiuial Rtiulinn

T h t o m b o c y t o p e n u

( M M R )

P o l i o m y e l i t i s  i n  A n a p h v l a a i s

r e c i p i e n t  o r  c o n t a c t
i O P V »

A n a p h y l a s i s  | M M R | J

D e a t h  f r o m  m e a s l e s  

v x c i n e u t m n  v i r a l  

i n f e c t i o n * J

O e a i n  f r o m  p o l i o  

v x c i n e - t t r a i n  v i r a l  

m t e c t i o n *J

' I f  m e  d a i a  d e r i v e  i r o m  a  m o r . o v a l e m  p r e p a r a t i o n ,  m e n  m  t h e  c o m m i t t e e  «  j u d y m e m  t h e  c a u s a l  r e l a t i o n  e t i r n d t  10  m u l i i v a i e n t  p r e p a r a t i o n s .  I I  

m e  d a t a  d e r i v e  e u i u i t v e l y  f r o m  M M R .  m a t  u  t o  i n d i c a t e d  b y  i M M R l .  I n  t h e  a b s e n c e  o t  a n v  d a t a  o n  m e  m o n o v a l e n t  p r e p a r a t i o n ,  i n  > h e  

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

'For some adverse events, me committee was cnaryed w n n  assessing me c a u s a l  relation between me adverse event and only oral polio vxeme 
OPVt iparatytic a n d  nonpa/alyttc poliomvtluisi or imlv inactivated polio vaccine ilPVi iinaonyiatis and tnromoncyiopeniai. If me cotsciuutxs* 
are different for OPV m a n  for IPV for ihe other adverse events, mat it so noted.

T h i s  t a b l e  l i s t s  v e t y n i - o f - f v i d c n c t  d e t e r m m a i t o n t  o n l v  f o e  d e a t h s  t h a t  a r e  c l a s s i f i e d  a s  S I D S  a n d  d e a t h s  m a t  a r e  a  c o n s e q u e n c e  o t  v x e m e  s t r a i n  

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

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

• a c > : n e  a n d  d e a t h  f r o m  t h e  a d v e r s e  e v e n t .  D i r e c t  e v i d e n c e  r t y a r d i n y  d r a i n  i n  a s s o c i a t i o n  w u n  a  v x c i n e a t i o t i a i r d  a d v e r s e  e v e n t  i s  l i m n e d  10 
t r t a n u s - J i p h i h e r t a  l o s o t d  f o r  a d u l t  u » c  i T d l  a n d  C u i l l a m - B a n c  s y n d r o m e ,  t e t a n u s  t o s o < d  a n d  a r u p n y i a t i s .  a n d  O P V  a n d  p o l i o m y e l i t i s  D i m :  

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

v x e m e  a n d  a n a p h v t a s n .  M M R  a n d  a n a p n y i a t t s .  O P V  a n d  G u i l U m - B a r r t  s y n d r o m e ,  h e p a t i t i s  9  v x c t n e  a n d  a n a p h v t a s i i .  a n d  H  i i q lm n t u t  t y p e  b  

u f h o n i u y a i r d  P R P  > x c m c  a n d  t a r t y - o n s e t  H  i n r f u e n c a e  t v p e  b  d i s e a s e  m  c h i l d r e n  a y e  I I  m o n t h s  o r  o r d e r  - h o  r e c e i v e  t h e i r  f i r s t  H i b  i m m v n u a i i o n  

• sir u n c o n j u y a t e d  P R P  v x c t n e .  S e e  C h a p t e r  10 t o r  d e t a . i i

" ' T h e  e v i d e n c e  m a t  u u p i u n e t  a  c a « u l  r e l a t i o n  f o r  j n a e h v i i i i s  d t n * e s  f r o m  M M R .  T h e  « « d e « s c e  r e i a r d u s y  m o n o v a l e n t  m e a s l e s  v x c t n e  f s v t s r s  

x c e p t a n c e  o f  a  c a u s a l  r e l a t i o n ,  b u t  a r t  t e a s  c o n  v  m e  m y .  m o u l y  b e c a u s e  o r  i n c o m p l e t e  d o c u m e n t a t i o n  o r  t v  a t  p r o m s  o r  t h e  p o s t . M e  a t s c n s s a a i o n  o f  
s v A p t o m s  » y  m e d i c a l  i n t e r v e n t i o n .

T h e  e v i d e n c e  d e r i v e s  f r o m  s t u d i e s  o f  d i p h t h e r i a - t m n u s  t o s o v d  f o r  p e d u t r s c  u s e  i D T >  I f  t h e  r  v i d e  n e t  f a v o n  r e j e c t i o n  o f  a  c a s u a l  r t t a u o n  

b e t w e e n  D T  a n d  e n c e p h a t o p a m v .  m e n  m  t h e  c o m m i t t e e  s  j u d y m e n t  m e  n i O c v r t  f a v o n  r e j e c t i o n  o f  a  c a u u i  r r t a t n n  b e t w e e n  T d  a n d  t e t a n u s  t s t o > d  
sad e n c t p f t a i O p a i A v

• I b f M U t e  s p a s m s  a n d  S I D S  o c c u r  o n l y  m a n  a f t  y r o v s  t h a t  r e c e i v e s  D T  b u t  n o r  T d  o r  t e t a n u s  t o s o v d

• "T h e  e v i d e n c e  C »  ^ t s  m o s t l y  f r o m  D P T  B e c a u s e  t h e r e  a r e  s u p p o r t i v e  d a t a  r a v o r w y  r e j e c t i o n  o f  a  c a u s a l  r e l a t i o n  b e t w e e n  O T  S I D S  a s  w e t )

I  me evvdence ' i » o n  rejection of a  causal rttauon beewees D P T  a n d  S I D S  then m  m e  c o m r o . i t et s  |u t|n tM  u s e  evidence favors r e j e c t i o n  o r  a  
causai relation between D T  a n d  S I D S

T h e  r v i d e n c t  d e n v r s  f r o m  t e t a n u s  s o s o v d  t f  t h e  e v v d e n c e  f a v o r s  x c e p u a c c  o f  i o r  e s u M u h r t i  a  c a u s a l  r e l a t i o n  b e t w e e n  s c t M u a  s o s o v d  s n j  a n  

a j v e n e  e v e n t  t h e n  n  m e  c o m m . n e t  s  j u d g m e n t  t h e  r * « o e v t  f a v o n  x c e p u n e e  o f  t e r  m a b t . s h t i i  a  c a u s a l  r e t a r s o n  b e t w e e n  D T  a n d  T d  a n d  t h e  
a d v e n e  e v e n t  i s  w e l l

The iaca const ptsminiy from mdjvtduau proven to be snunoeompromised
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Ilic rummillcr tupnui/cd Ihece cniidneiims jnlii live cnlrpuiir.*. lie- 
inner enmr riiufutiuu lint niiceu nvci (lie memiiuy nl ihe niii'piiiy dctuip- 
•iwn need hy Ihe I mumiitcc In Mcvictv ihe Advciac I'ltuccipirmTa nl I'ci 
mul Ituhdhi V indues. drcpilr extrusive cxplminliuns in hnlli Ilic fimluulcs 
nml ihe leal, the Vnirinc Siilely Cnininillec itilnplctl mmiic ininni mudificn* 
linns in Mnn|iii|i iinrinIni in hel|i in ihe inlei|nelnlinn nl ihe picscni rrpml 
I n (in iliinic lemlinji hy Hmsr liiniiliiii tvilli ihe lejiml nf ilic picvlmts cum- 
miller. Ihe picsrnl tnimiiillec ninlnlnineil hnlli ilic innnhei nf enlcfturie.a 
(five) nml I he nnlci nf ilmsr rnlcpmirs hul mmlilieil Ihe winding in nn
nllcmpl m rlmify in inrnnfii|i llnwcvei. the Vaccine Snlcly   niillcc
(w h ich  line M ime n v c ih ip  in in m n i i l l r e  iiiem lK*i^hi|i nml sisil I iv iih  I lie CM* 
lic i in m m i i l c c l  l* c lirv cs  ihnl ih e t n l c |t i i i i c i  ic p ic s cn l ih e Mime i im c c p lc  
iiilcm lr il hy ih e  p ir d r c r c c tn  c n m m il lc c  Ih e  en try  m ic e  m e :

1 Nn evidence hrmiuy nu ti cnusnl lehilinu
2 Ihe evidence ic iiinilei|iinle in nue|'l in lejeil n cmicnl lelnliuu
V Ih e  c v i i l e m r  l a w n  l e jc d i n u  n l n u iiim iI le h ilin u
•I Ihe evident c lavnn niee|ilnuie nl u kiiimiI lehilinu.
'  Ihe r v i i l r u i c  c c ln h lic h c c  n ciiiim iI le h ilin u

llinpici 2 cttulninc .1 ilhnininii nl ihe ciitciin used hy the innmiillee Im 
etch ilrleimlunliun nf Ilic finnl weiyhl nl rviilciKT

Ihe evidence fnvms iriecliuu nl. lavms niccpimitr nf. m establishes n 
muml irlnlinu IhIwccii n vimine nml mi mlvcicr event in it|i|imtimiilcly 
•me Ihuil nl llie iclnlinnc clndird I m Ihe iillici irlnliimv Ihe evidence wai 
•miilei|iinie lit mi rpi m irje»| a taiiMil id.ilinu ni Mine was tin cviitrme 
l<jiin|r nu Mir irlnlinu II ic ini|Hiilnul in mile Mini llie nee nl llie Icim 
in th fn /iiH tr ilnee uni nneccmily imply Mi.il Mir dnln wrir «anr In miiiic 
Ciicec llie i miiinillrr identified nil nhiiiMhime nl ihi.i Ihmrtn. nc a whole. 
•I Mnl uni hum eilliei mu'l'lnnu' in icjt'tlnin nl n ianvil ichtlinn In Ilic 
||\|C lielmv. Ihe Mi(ieiuii|H Itlleic lelei In ihe M|i|iin|iMnlc imicc m liddc I*
2 Ilic nnirc in Inhlec I I nml I 2 me imrpial In inlei|'ielnliim nl Ilic 
findinye ||ie cnmmiller ir.n linl llie lidhnviny i intdiivitiuc icymdinj; tail- 
ealily

I hr evidence linm icfctlnm nl a i .mul icI-Mium liriwcen
• ihphMieii.i mnl Iclniinv Incniilc nml rmrpli.tliip.iMi)7 inlnnlilc tjucniv/ 

ami ilenlli fnmi cmldrn InlanI tlraili vymlinme ( S l l n m l
• t Miijiiyair I |ih vmditrt nml rally nmct Ihh dicracr
I lie cviilemr l.tvinc at tr prune nl a caitval icl.iinm liriwccii
• ihpliMiciia nml Irlamic Invniilc nml ISiiillain ll.mr cyndiuiiir* ami 

hi»< hul irrmilie.*
• iirailr. i,m im iml mi <|>h)l ivivj
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• mnl |inlin vntcinc nml (inilliiin llnni* cynilinme. nml
• imennjlifinlcil (1*111*) lllh vtnelnc nml cnily-nnccl I III* disease in 

thilitieu n|tc IH numllic nr nldci wlin irecivc Ihcii llml Mill imimml/nMim 
with imumjiipiiled (1*1(1*) vnccinc.

Ilic evidence establishes n cniisnl iclnlinn liehvccn:
diphlhriin nml lelnnnx incoid. nml nmiphyhixis.*

• incudes vnccinc nml ilenlli '.uni mciiclec vitccinesliniii viml iulcctmn. ' 1
• mcnslcsnmmpc inhc’. i vim ine mnl Miiumhncylu|*ciiln nml imnpliy- 

hixis,
• mnl puliii vnccinc nml pullnmyelilis nml ilenlli finni polio vnccinc* 

cliniu viml inlcclinn.'  ̂nml
• hepniitic II vmline nml miaphyhuiv
I Hi ihe vnd imiiuiily nl vnicinc mlvcicc eveni ichiMunc ciuilicd, flic 

iliiin enmc pieilnmliinnMy limn imeniilinllcil Mmlicx mnl nice icpmls Mncl 
nl Ilic piiMinlnyie timtlilimic cluilird me imr ni llie gcncutl |«npulnliim. Ihe 
lick nl dcvrln|iinp Miecr cniiililinuc hccmice nl vmtimiliim vvimlil .ir r n i In 
lie low Williiuil npcspeeilic incidence mlc* mul iclnlivc lick cclimnlc.c, 
limvcvci. il ic mil (Niccililc In cntculnle live pinpiulinn nl imlividiinlc vvlmcc 
tniiililinn ic emicnlly ichilrtl m n vnccinc. When Ilic dnln |*cimillcil. Midi 
c'idinhiiimic (i c . ilic tick dilfcicmc ni excess tick) wcic innilc nml inn l*c 
Inimil in Ilic inm liicimic in ( liaplcic S lliinuyh *) IlcemiCC iiyc-cjiccilic 
nu idem i mlec wcic mil nvuiluhlr Im mmiy nl llie pnllinlnplc cniiililinuc 
ciudicd mnl Iterance cnulmllcd rpidcudnlnglc clmlic* nl ihecc iclnlinn* me 
Inckiug. lew Mull cclimnlrc nndd l»c ntntlr

NKKII M ilt ltlC.Sr.AHCII .\M» SIIICVKII.I.ANc K

Iliuii’p ilc nllrmpl in Imd evidence ii yiniliiip cmicalily. ilic cnmmillcc 
idculiliril ncrdc Im lecrnich and Miivclllaiuc id mlvcicc cvcnlc Wink in 
Miecr airac will lie Ip in cimnc Mial all vaccilict M*C*I me nc ficc finni the 
tick id i niicinp mlvcicc cvcnlc nc jtnctihlc. Smnc nl Ilic nccdc idcmilicd me 
Im nmraccd cuivcillmicc nl ic|mtlc nf druiydiualiiip dicencc nml mlhiilic 
fidluwiug hcpnlill* II vaccinalinn. Iicllri Inllnw iip nf icpmlc nf ilenlli nml 
nlliri teiiniic mlvcicc cvcnlc lulliiMinp vniduullim. indented ucc id Impc 
dalahaccc (tinicnlly lived nnly nu n email ccnlcl In eiipplcmenl pacdvc cm* 
vrilUm r irpmlinp cyclcmv. mul dicracr irpicinrc (m ilic ime pndmln|lc 
Cinidiliiiiic Muilird hy ilic UHUiuillCC

lll> rltKN (*KS
I  f « l k i  I I I  V « M V I n i i « r  m i l  | | «  l l n U e l  A t n r i h w
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N IA ID  (A us trian )— San Francisco (Kaiser) 
T ria l, 1975-77

Austrian, with the cooperation of Marvin A. 
Fried, conducted a targe clinical trial involving 
13,600 subjects 45 years ol age and older enrolled in 
the Kaiser Permanente Health Plan in San Francisco, 
California (Austrian, et al.. 1976). A total of 6.850 
subjects received a 12-valcnt vaccine (Types 1. 3. 4, 
6, 7. 8, 9, 12. 14. 18. 19. 23) produced by Eli Lilly, 
and 6,750 subjects received a saline placebo.

Data from this study have not been completely 
analyzed, so there is as yet no conclusive evidence 
from this study of this vaccine’s efficacy in prevent­
ing pneumococcal pneumonia. Nonetheless, two 
findings can be reported. First, no cases of pneumo­
coccal bacteremia caused by the serotypes repre­
sented in the vaccine were reported among vaccine 
recipients, whereas four such cases were reported 
among controls. Second, about 60 percent of those 
who received pneumococcal vaccine reported no 
adverse reactions, about 40 percent experienced 
discomfort or pain at the injection site. 35 percent 
developed redness at the injection site, and 3.4 per­
cent developed a mild fever (Austrian, et al., 1976).’

N IA ID  (Am m ann )-S a n Francisco (Un iv . o f 
C a lif.) T ria l, 1974-76

Arthur Ammann tested the safety and efficacy of a 
Lilly-produced 8-valent pneumococcal polysaccha­
ride vaccine (Types 1. 3. 6. 7. 14. 18. 19. and 23) 
among children believed to be at high risk of contrac­
ting pneumococcal disease (Ammann. 1977). These 
children, who had either sickle-cell anemia or inade­
quate spleen function, were vaccinated at the Univer­
sity of California. San Francisco Medical Center.

Ammann administered Lilly’s 8-valent pneumo­
coccal vaccine to 96 high risk children: 77 patients 
with sicklc-cell anemia and 19 with inadequate spleen

5*eublrt7*nd6tnch, i

function. He then measured and compared antibody 
responses to the vaccine among these unhealthy chil­
dren with antibody responses elicited by the vaccine 
among 44 healthy children.

Ammann also immunized another 38 healthy 
young people and observed them specifically for ad­
verse reactions. Further, during a 2-year postimmu­
nization period. Ammann compared the incidence of 
pneumococcal infection among the 77 vaccinated sic­
klc-cell patients with that among 106 unvaccinated 
sickle-cell patients.

Antibody titer responses to pneumococcal vaccine 
among the 96 high risk children were good and did 
not differ significantly from the responses among the 
44 healthy children. Among the 77 sicklc-cell pa­
tients, the mean fold increase in indirect hemaggluti­
nation titers (i.e., the postimmunization titer divided 
by preimmunization titer) ranged from 1.65 (Type 
19) to 12.55 (Type 3). Among the 19 asplenic chil­
dren, the corresponding mean fold increase in titers 
ranged from 1.46 (Type 19) to 18.36 (Type 3). 
Among both thesd groups of patients, a mean fold in­
crease of 2.00 or more was recorded 3 to 4 weeks 
after immunization for six of the eight types of pneu­
mococci represented in the vaccine. A mean fold in-, 
crease of 2.00 or more for six of the eight types also 
was recorded among both groups of patients 1 year 
after immunization.

The only adverse reactions Amrnann found were 
local pain at the injection site and^ne  case of brief 
fever (38* C). During a 2-year postimmunization 
period, he found no cases of pneumococcal infection 
among the 77 vaccinated sickle-ccll patients and eight 
cases among the 106 unvaccinated sickJe-cell patients 
who served as controls.

Based on his results. Ammann’s conclusions were 
that 1) the 8-valent pneumococcal polysaccharide 
vaccine stimulates type-specific antibody formation 
in patients with inadequate spleen function. 2) the 
vaccine may help reduce the incidence of pneumo­
coccal infection in sickle-ccll patients and 3) the vac­
cine produces very few adverse reactions.

Appendix 3.7 
CDC 'S PASSIVE, VO LUNTARY CASE REPORTING SYSTEM FOR M ON ITO R IN G  

ADVERSE REACTIONS TO  LICENSED VACCINES*

In tro d uc tu

Vaccinations are recommended and administered 
lo millions of cLIdrcn and other individuals each 
year on the presumption that the benefits far out­
weigh the risks. The benefit side of the equation is

straightforward: vaccinations can prevent serious 
disease. The risk side is not as straightforward, since 
it includes factors that are known and others that

• T h u  s p p e n d u  i j p s r i  t r o m  i h e  l i i W I  i t  <  v r r h * n m  r e p r o d u c t i o n
o l  C D C s  a l r l c U l  w r i t t e n  d e t e r  p n o n  e t  l i t  t y t t c m  t o t  m o n i t o r i n g  
j n d  t r p c r i m *  i c h r r w  m c n o n t  l o  l i c e n s e d  V K t i n n
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n ay  ex ist b u t h a v e  n o t yet been d is c o v e re d . Il is n e c ­
essary . th e re fo re , to  m a in ta in  su rv e illan ce  o f  p o t c n - 
ia l r isks o f  v a c c in a t ion  to  c o n tin u a lly  reev a lu a te  
v h e th e r  in d iv id u a l v a c c in a tion s  a re , on  b a la n c e , 
;o o d  f o r  p e o p le . S u c h  su rv e illan ce  is im p o r tan t , n o t 
in ly  to  p ro v id e  p o ten tia l v acr in ees w ith  a c cu ra te  in - 
o rm a t io n  a b o u t  the con sequ en ces  o f  v a c c in a t io n , 
>ut a ls o  t o  s t im u la te  im p rov em en ts  in the v a c c in a -  
io n  p ro ce ss  o r  re c om m en d a tion s  tha t w ill m in im ize  
•r e l im in a te  the r isk s .

T h e  su rv e illan ce  o f  these risks , o r  adve rse  r c a c -  
io n s  to  v a c c in a t io n , can  b e  c a rr ie d  o u t  a c t iv e ly  o r  
•a ss iv e ly . In the a c t iv e  a p p r o a c h , sy s tem a tic  an d  in - 
en sive  e ffo r ts  a re  m ad e  to  o b ta in  re p o r ts  o f  a ll 
d v e rs e  e ffe cts f o llow in g  v a c c in a t io n . A n  ex am p le  o f  
h is  is a c lin ica l fie ld  tr ia l, req u ired  f o r  licen su re  o f  a 
ew  v a c c in e . In the pass ive  a p p r o a c h , a  m e ch an ism  
i e s tab lish ed  b y  w h ich  in d iv id u a ls  m ay  v o lu n ta r ily  
e p o r t  v a c c in e  r e a c t io n s . T h e  a c t iv e  a p p r o a c h  is c o m -  
reh en s iv c , b u t c o s t ly  in  term s o f  personn e l tim e a n d  
th e r  re sou rce s . T h e  p ass ive  a p p r o a c h  is n o t c o m p r e -  
en s iv e . b u t it c an  b e rea son ab ly  effic ien t a t d e te c tin g  
ev e re  an d  u n c om m on  re a c tio n s  w ith o u t  su b s tan tia l 
xp en d itu re s  o f  tim e an d  re sou rce s  s in ce it m ak e s  
ta x im u m  use  o f  ex isting  rep o rtin g  m ech an ism s an d  
r o c e d u re s .
T h e  fo l low in g  d is cu ss ion  d escr ib e s a  p ass iv e  sy s - 

?m f o r  m on ito r in g  adv e rse  re a c t io n s  to  v a c c in a t io n  
i a t  sh o u ld  b e  used  b y  all im m un iz a t io n  p ro je c ts . In - 
lu d e d  w ill b e  a fo rm  f o r  rep o rtin g  a d v e rse  re a c t io n s  
a th e  C en te r  f o r  D isease C o n t r o l w he re  a  N a t io n a l  
.d v e rse  R ea c t ion s  M o n ito r in g  S y s tem  w ill b e  m a in ­
lin e d .

ystcm Description
T h e  sy s tem  d e s c r ip t ion  w ill c e n te r  a r o u n d  these  

tp ic s :
•  d e s ig n a tio n  o f  adve rse  re a c t io n  c o o r d in a to r s ,
•  e s tab lishm en t o f  a rep o r t in g  m e ch an ism s .
•  s t im u la t io n  o f  rep o rtin g .
•  c r ite r io n  f o r  rep o rtin g , an d
•  su bm iss io n  o f  re a c t io n  re p o r ts  t o  C D C .

)esignation o f Adverse Reaction 
Coordinators

T h e  re sp on s ib ility  f o r  e s tab lish in g  an  A d v e rse  R e - 
: t io n  M o n ito r in g  S y stem  is th a t o f  e a ch  Im m un tz a - 
on  P ro je c t  O f f i c e . T h e  first s tep  is t o  des ign ate  a n  
d iv id u a l o n  th e  im m u n iz a t io n  P ro je c t  sta ff t o  se rv e  
i S y s tem  C o o r d in a to r . T h is  in d iv id u a l w ill th en  b e  
s p o n s ib le  f o r  es tab lish in g  the sy s tem  in th e  P r o je c t  
r a  an d  f o r  c o o rd in a t in g  its o p e ra t io n .

In  r s t .b l ls h in g  the sy s tem , th e  firs t task  o f  th e  S y s - 
m  C o o r d in a t o r  s h o u ld  b e  t o  h a v e  A d v e rse  R e a c t io n

C o o r d in a to r s  d e s ig n a ted  in e a ch  lo c a l h ea lth  ju r is d ic ­
t io n  w ith in  th e  P r o je c t  a re a . T h e s e  c o u ld  be  in d iv id ­
u a ls  in  c o u n ty  h ea lth  d ep a r tm en ts  o r  la rge  p u b lic  
c lin ics . In a d d i t io n . A d v e rs e  R e a c t io n  C o o r d in a to r s  
s h o u ld  b e  d e s ig n a ted  in h o s p ita l em erg en cy  r o o m s  
w he rev e r  p o s s ib le  an d  rep re sen ta tiv e s  o f  the S ta te  
an d  lo c a l m e d ic a l so c ie t ie s  a n d  p ed ia tr ic  o rg a n iz a ­
tio n s  s h o u ld  b e  in v ite d  to  se rv e  as lia is on  p e o p le  t o  
th e  sy s tem  t o  p r o m o te  th e  r e p o r t in g  o f  re a c t io n s  
f r om  the p r iv a te  s e c to r . (T h e  e s tab lishm en t o f  these 
c o n ta c ts  c a n  b e  d e le g a te d  to  th e  lo c a l c o o r d in a to r s .)

T h e  d e s ig n a t io n  o f  A d v e rs e  R e a c t io n  C o o r d in a to r s  
w ill c re a te  a  su rv e il la n ce  n e tw o rk  w h ic h  can  b e  used  
t o  c o lle c t  in fo rm a t io n  a b o u t  v a c c in e  re a c t io n s  an d  
ch an n e l the r e p o r ts  t o  the p o in ts  a t w h ich  an a ly s is  
c a n  b e  c r r r ie d  o u t .  T h e se  lo c a l C o o r d in a to r s  w ill 
h a v e  the sp e c if ic  re sp on s ib ilit ie s  o f  im p lem en tin g  a  
re p o r t in g  m e ch an ism  in  th e ir  a re a s , o f  s t im u la tin g  
re p o r t in g  b y  th e  p u b l ic  an d  lo c a l im m u n iz a t io n  p r o ­
v id e rs , a n d  o f  m a k in g  su re  th a t re p o r ts  a re  su bm itte d  
p r o m p t ly  a n d  c o r r e c t ly  t o  th e  Im m u n iz a t io n  P ro je c t  
O f f i c e . T h e  S y s tem  C o o r d in a t o r  in  the C en tra l O f f i c e  
m ay  b e  th e  lo g ic a l p e rs on  l o  b e  r e sp on s ib le  f o r  m o n i­
to r in g  a ll p h a se s  o f  th e  o p e ia t io n  an d  f o r  su bm itt in g  
re a c t io n  re p o r ts  t o  th e  C e n te r  f o r  D ise a se  C o n t r o l . 
C o p ie s  o f  th e  r e p o r t s  s h o u ld  b e  fo rw a rd e d  to  the  
R eg io n a l O f f i c e s .

Establishment of a Reporting Mechanism

T h e  nex t ta sk  o f  th e  S y s tem  C o o r d in a t o r  is th e  es­
tab lishm en t o f  a  m e ch an ism  th r o u g h  w h ic h  th e  p u b ­
lic  a n d  im m u n iz a t io n  p r o v id e r s  c a n  ea s ily  r e p o r t  v a c ­
c in e  r e a c t io n s . O n e  p o s s ib ili ty  is  th e  in s ta lla t ion  o f  a  
t o l l- fr e e  te le p h o n e  w h ich  c a n  b e  c a lle d  w ith o u t  
c h a rg e  f r o m  a n y w h e re  w ith in  th e  P r o je c t  a re a . 
A n o th e r  p o s s ib il i ty  is th e  d e s ig n a t io n  o f  lo c a l tele­
p h on e s  in  e a c h  h e a lth  ju r is d ic t io n  f o r  re ce iv in g  r e a c ­
t io n  r e p o r ts . B o th  m e th o d s  m a y  b e  u sed  c o n jo in t ly .

T h e  te le p h on e s  s h o u ld  b e  a tte n d ed  d u r in g  re g u la r  
bu s in e ss h o u r s  b y  th e  d e s ig n a ted  C o o r d in a to r  o r  
o th e r  h e a lth  p ro fe s s io n n a l . A  s u p p ly  o f  the fo rm . 
"R eport o f  Illn ess F o llow in g  V acc in a tion '*  (E x h ib it  

O n e ) .*  s h o u ld  b e  k e p t  n e a r  th e  t e le p h o n e d ) s o  th a t 
re p o r ts  c a n  b e  d o c u m en te d  o n  it d ir e c t ly . C o n s id e ra ­
t io n  s h o u ld  b e  g iv e n  t o  th e  u se  o f  tap e  re c o rd in g  un its  
t o  h an d le  c a lls  m a d e  a fte r  h o u r s .

T e le p h o n e  c o m m u n ic a t io n  s h o u ld  b e  the p r im a ry  
m ech an ism  fo r  re c e iv in g  re a c t io n  re p o r ts  in  a P ro je c t  
A re a . It m a y  b e  su p p lem en te d , h ow e v e r , b y  a 
m ech an ism  f o r  re c e iv in g  r e p o r ts  th ro u g h  the m a il, 
p n m a n ly  f r om  im m u n iz a t io n  p r o v id e r s . T h is  c a n  be  
e ffe c ted  b y  s u p p ly in g  p ro v id e r s  w ith  th e  re p o r t  fo rm

'CD C * Report of lUneu Following Vaccination1 tom  lExhibti 
One I appear* in this appendu at figure J 7 A .
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Barbara Loc Fisher, Editor

To The R eader: Since the beginning of September, I havo been engaged iri a remarkable 
dialogue with a scientist at tho University of Southern California whose work I became aware of after 
reading an article published in the Riverside Press on August 28. Although the content for tho 
September-October issue of THE VACCINE REACTION had already been scheduled, I came to tho 
conclusion that this story was of such importance and potentially impacts upon so many individuals 
suffering from unexplained neurological, psychiatric and autoimmune disorder symptoms, that the 
entire issue should be devoted to covering it. I do not believe the significance of this research should 
be underestimated or minimized and, in tho interest of public health and safety, expect that the Food 
and Drug Administration and Centers for Disease Control officials responsible for insuring the public 
health and safety will take their responsibilities seriously and act quickly to support continuation of 
this research to confirm or disprove these scientific findings. Failure to act now could jeopardize the 
health and well being of every baby born and every child and adult who may already be infected with 
an atypical cytopathic virus they contracted through exposure to contaminated vaccines or exposure 
to infected blood or body fluids. - The Editor

D I S C O V E R Y  O F  A N  A T Y P I C A L  V I R U S  I N F E C T I N G  

H U M A N S  L I N K E D  T O  ' ' " ^ ^ L  V A C C I N E S  

P R O D U C E D  O N  M O N K E Y  T I S S U E S

In wha t could be one of the most important scientific discoveries o f this decade, an award- 
w inn ing pathologist and immunologist at the University o f Southern California, W. John 
M artin , M.D., Ph.D., has discovered an atypical virus infecting both children and adults who 
are exh ib iting neurological, psychiatric and auto immune disorder symptoms w ith diagnoses 
inc lud ing chronic fatigue syndrome, fibromyalgia, depression, schizophrenia, anxiety 
disorder, seizures, developmental delays, autism, lupus, multip le sclerosis, Alzheimer's, 
Parkinson's, unexplained encephalopathy and chronic vegetative states. M artin and his 
colleagues at USCs Infectious Diseases and Molecular Pathology Laboratories have been 
meticu lously cu ltu ring out stealth viruses from patients for the past e ight years and, in a 
stunn ing development earlier this year, successfully identified one o f the viruses as being o f 
African green monkey orig in by using DIMA sequence analysis. Kidney tissues from African 
green monkeys have been used to make the live oral polio vaccine (OPV) as well as other viral 
vaccines during the past three decades.

YOU CAN BE INFECTED AND NOT BE SICK - A distinctive feature o f the virus 
M artin and his colleagues has characterized is tha t it belongs to a novel class o f atypical 
cytopath ic viruses (capable o f causing pathologic changes in cells), which they refer to as



it in to cats. In an article to be published in the December issue o f Pathobiology, they report 
their remarkable findings o f what happens to the cats after they have been infected w ith the 
virus.

THE MONEY HAS RUN OUT - A casualty o f the budget cuts tha t are h itting 
California and other localities across the country, the minimal fund ing tha t has helped USCs 
Infectious Diseases and Molecular Pathology Lab conduct stealth virus research has now been 
exhausted. The Lab has been forced to drastically cut back on its research link ing the 
pro life ra tion o f atypical neurologic, psychiatric and immune system disorders in children and 
adults to the detection o f an atypical cytomegalovirus whose genetic code is almost identical 
to tha t o f a virus tha t is commonly present in the kidney tissues o f the African green monkey 
and could have, therefore, been inadvertently transm itted to humans during the production 
o f the oral po lio vaccine. Committed to continu ing the ir research because they know their 
discovery has the potentia l to save lives, Martin and his seven colleagues have continued to 
work w ith o u t pay for the past month in an e ffo rt to keep USCs lab open.

AN APPEAL TO THE FDA - Dr. Martin , who is professor o f patho logy and director o f 
USCs Infectious Diseases and Molecular Pathology Lab, has received numerous awards, 
scholarships and fellowships during his 30-year career as a distinguished scientist a t Harvard, 
University College in London, University o f Sydney in Australia, NIH, Food and Drug 
Adm in istra tion , and the National Cancer Institute. In June, Dr. M artin and Z. Zaki Salahuddin, 
Ph.D., Li Chang Zeng, M.D., Khalid Ahmed, M.T., Jing G. Seward, M.D., John-Carl Olsen, 
Inderjit Singh Seehrai, M.D., and Mark Nowicki, Ph.D., applied to the FDA fo r a 6-month grant 
to:

1) Determ ine the prevalence o f simian cytomegalovirus derived stealth viral 
in fec tion in humans;

They are proposing a simple, quick and cost-effective way to do tha t by perfo rm ing 
serological, polymerase chain reaction (PCR) and viral culture testing of b lood and lymphocyte 
samples already stored in the National Heart, Lung and Blood Institu te a t NIH which were 
obtained du ring the federally funded Transfusion Safety Study (TSS) conducted in the 1980's. 
The University o f Southern California acted as the prime contractor fo r the TSS, a study which 
was conducted because o f the fear tha t blood products were contam inated w ith viruses, 
including HIV. The goal o f the Transfusion Safety Study was to try to determ ine the 
prevalence o f viral infections, including HIV, in well defined popula tions in the U.S..

In add ition to the proposal to test the TSS samples fo r stealth virus in fection , Martin has 
already obta ined permission from the Los Angeles County - University o f Southern California 
Medical Centers Institu tiona l Review Board to test blood and flu id samples stored in their 
archives if fund ing can be obtained to do it. The scientists estimate tha t if they tested a tota l 
o f 250 b lood samples from  both o f these sources, it would be adequate to make an initia l 
scientific dete rm ina tion o f the scope o f stealth virus presence in the U.S. popula tion.

2) To screen monkey colonies used for the production o f viral vaccines fo r the 
presence o f stealth viruses.

THE VACCINE REACTION SEPT/OCT 1995
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S e r i o u s  R e p o r t s  b y  C r i t e r i a  I  
f o r  S e l e c t e d  V a c c i n e s

TQ iA iffrm a : Total SariQUfl" Ufa-thrMlanlna HoBDltali7ftd Disable Dlod'“

DTP 73?1 1269 133 075 72 246

OPV 5632 1015 144 759 49 229

HIB Vftcdno 6059 1027 121 761 36 225

Hipalitia B 4227 383 37 241 106 17

MMR 3502 434 30 372 43 26

Td 630 46 7 36 8 1

DT 266 27 6 21 2 3

Vacdnes on VIT 10,969 1.710 I S3 1.332 152 278

Vfrcdnti not on VIT 10.944 1.740 218 1.300 163 286

Total Database 17,221 2,525 301 1.935 316 3C0

A report may contain more than one vaccine. These columns should not 
be added.

M o re  th a n  o n e  se r io u s c r ite r io n  m a y o c c u r c o n c u r re n t ly  on one ro p o r t.

T h is  c o lu m n  re p re s e n ts  the re p o r ts w h e re  d e a th  w a s se le c te d  In Item  8 on 
th e  V A E R S  fo rm , and d o e s no t re p re s e n t a d e te rm in a tio n  th a t d e a th  w a s 
th e  d ire c t re s u lt o f v a c c in e  a dm in is tra t io n .

W h e n  re v ie w in g  a n d  e va lu a tin g  d a ta  fro m  V A E R S , it is im p o r ta n t to no to th a t 
fo r a n y re p o r te d  o vo n t, n o ca u se a n d  e ffe c t re la t io n s h ip  h a s b e e n 
e s ta b lis h e d . T h e  e v e n t m a y h a v e b e e n  re la te d  to an u n d e r ly in g  d is e a s e  
o r c o n d it io n , to  d ru g s b e in g ta k e n  c o n c u r re n t ly , c r m a y h a ve o c c u r re d  by 
c h a n c e  a t th e  s a m e  tim e the v a c c in e  w a s a dm in is te re d .

A c c u m u la te d  re p o r te d  e v e n ts sh o u ld  n o t b e u se d to c a lc u la te  in c id e n c e  o r 
e s t im a te s  o f r is k . T h e y m us t bo c a re fu l ly  in te rp re te d  a s re p o r t in g  ra te s 
a n d  n o t o c c u r re n c e  o r In c id e n c e ra te s .
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R e p o r t s  S t a t i n g  T h a t  O n l y  O n e  V a c c i n e  

W a s  A d m i n i s t e r e d  

N o v e m b e r  1 , 1 9 9 0  -  J u l y  3 1 , 1 9 9 2

DTP
OPV

HIB Vaccine 
Hepatitis B

Bfipsiifi ItiflljSgtiQUi: Ltt&rJiUSlt H m p Dlsablad Pled

853 72 11 59 15 3

15 0 2 6 3 1

404 71 0 56 6 8

3507 229 27 13Q 75 0

* M o re th a n o n e  c r ite r io n  fo r s e r io u s  m a y o c c u r c o n c u rre n t ly  on one re p o r t; 

th e re fo re , th e  c o lu m n s o t ty p e s o f s e r io u s s h o u ld  no t be a d d e d to ob ta in 

th e  to ta l n um b e r o f s e r io u s re p o r ts .

W h e n  re v ie w in g  a n d  e va lu a tin g  d a ta  fro m  V A E R S , it Is Im p o rta n t to  no te th a t 
fo r a n y re p o r te d  e v e n t, no c a u s e  a n d  e ffe c t relationship ha s bee n 
e s ta b lis h e d . T h e e v e n t m a y h a v e  b e e n  re la te d  to an u n d e r ly in g  d is e a se 

o r c o n d it io n , to d ru g s be in g ta k e n  c o n c u r re n t ly , o r m ay h a vo o c c u r re d  b y 

ch a n c e  a t th e  s am e tim e the v a c c in e  w a s a dm in is te re d .

A c c um u la te d  re p o r te d  e v e n ts s h o u ld  n o t be u s e d  to ca lc u la te  in c id e n ce or 

e s t im a te s o f r is k . T h e y m u s t be c a re fu l ly  in te rp re te d  a s re p o r t in g  ra te s 

a n d n o t o c c u r re n c e  o r in c id e n c e  ra te s .
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NEW FINDINGS SUGGEST POSSIBLE LINK BETWEEN DPT VACCINE AND 
CERTAIN FORMS OF BRAIN DYSFUNCTION IN RARE CASES

WASHINGTON - - A 10-year follow-up on cho children involved in a British 

study to investigate the relacionship between diphtheria-pertussis• tetanus (DPT) 

raccination and brain dysfunction led an Institute of Medicine (IOM) committee to 

■.onduct a new assessment. The committee concluded that the evidence is insufficient 

a indicate that DPT vaccination increases the number of children with chronic brain 

vrfumrrion because the dysfunction reported by the British researchers might be 

elated to underlying brain or metabolic abnormalities.

Nevertheless cho committee concluded chat the evidence suggests -- but 

oes not prove -- a possible link between DPT and chronic brain dysfunction, or 

iach, in some of the children who experience a serious, acute neurologic illness 

.thin seven days of vaccination. The committeo only can extend its conclusions to 

:ose acute and chronic brain dysfunctions as studied by the British researchers.

3och the IOM committee and 3ritish researchers emphasized char these data 

fer to rare occurrences and should noc alarm parents. The number of cases of acute 

ccphalopachy. or short-term brain damage, expected to result from DPT ranges from 0 

10.5 per million immunizations. The subsequent risk of chronic brain dysfunction, 

long-term brain damage, is smaller.

(MORE)

.aiced copies of cho report. DPT Vac cine and Chronic Nervous Syscera Dyszuncaon: A
v Analysis. are available from the Health Promotion and Disease Prevention 
/ision, Institute of Medicine, at the letterhead address: tel. (202) 334-3935. 
lortcrs may obtain copies from the Office of News and Public Information, also at 
i letterhead addrecs (.ontacts listed above).
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"As a pediatrician, I would noc advise parencs co forego DPT vaccinacions 

for their children," said committee chair Richard B. Johnston Jr., adjunct professor 

of pediacrics ac che Yale Universicy School of Medicine, Mew Haven, Conn., and 

aedical director ac March of Dimes, Vhice Plains, N.Y. "Diphtheria, pertussis, and 

tatanus are pocencially serious diseases chat pose real, proven threats to 

unvaceinaced infants and children."

In 1991 IOM issued a report chat found a causal link between DPT and 

acuta encephalopathy. The evidence was insufficient ac chac time co indicate a 

causal relationship between DPT and long-cera brain dysfunction. The appearance of a 

single, new report -- the 10-vear follow-up to Britain's National Childhood 

Encephalopathy Study (NCES) -- prompted IOM to re-evaluate che possibility that DPT 

sight cause long-term brain dysfunction.

The NCES, original results of which were published in 1981, is a case- 

control study of serious, acute neurologic illnesses in children in Great 3ricain and 

che only systematic study of long-term dysfunctions after vaccination with DPT.

Resulcs of follow-up assessments of tho NCES children were grouped into 

six areas of dysfunction -- neurological, behavioral, cducai .onal, motor, sensory, 

and che ability co care for one's self.

The IOM study was supported by funds coordinated by che National 

institute of Allergy and Infectious Diseases of tho Nacional Institutes of Health.

Bechesda. Md.

The Institute of Medicine is a privacs. non-profit organization that 

provides health policy advice under a congressional charter granted co the Nacional 

\cademy of Sciences. A committee roster is attached.
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in  a  r a n d o m iz e d , d o u b le -b l in d  f a s h io n , a n d  in  t h is  
s t u d y  t h e  d if f e r e n c e  b e tw e e n  t h e  r e a c t i o n  r u t c s  
f o l lo w in g  t h e  e x t r a c t e d  v a c c in e  v a r i e d  o n ly  
s l ig h t l y  f r o m  t h e  c o m p a r a t iv e  w h o le - c e l l  v a c c in e s . 
T h e  lo c a l r e a c t io n s  w e re  le s s  f r e q u e n t  w i th  e x ­
t r a c t e d  v a c c in e , a l t h o u g h  t h e  s y s t e m ic  r e a c t io n s  
w e re  n o t  s ig n i f i c a n t ly  d i f f e r e n t .J20

In  a d d i t i o n , t h e r e  a r e  n o  s p e c i f i c  d a t a  c o n c e r n ­
in g  e f f ic a c y  o r  f r e q u e n c y  o f  u n c o m m o n  t e m p o r a l ly  
r e la t e d  s e v e r e  n e u r o lo g ic  e v e n t s  w i t h  t h is  e x ­
t r a c te d  v a c c in e . In  t e rm s  o f  c u r r e n t ly  id e n t i f ie d  
p e r t u s s is  c o m p o n e n ts , t h e  e x t r a c t e d  v a c c in e  w a s  
n o t  c h a r a c t e r iz e d  o r  s t a n d a r d iz e d  a n d  e f f o r t s  to  
d u p l i c a t e  t h e  v a c c in e  s u g g e s t e d  s i g n i f i c a n t  p r o d ­
u c t  v a r i a b i l i t y .

Poaalbla C om ponenti of Acellular V accines

R e c e n t  s t u d ie s  h a v e  s ig n i f i c a n t ly  a d v a n c e d  o u r  
u n d e r  s a n d in g  o f  a n t ig e n ic  a n d  o t h e r  b io lo g ic a l l y  
a c t iv e  p e r t u s s is  c o m p o n e n ta . i a 3 3 ~34 '3 7 ,3 ,,4 0 4 4 “ *8 -
46.68.S6.SO.7S.7fl.123.US.138.146.20l.322.323 r e g a r d ­
in g  t h e s e  B  p e r tu s s is  c o m p o n e n ts  a n d  t h e i r  r o le  
in  t h e  p a th o g e n e s i s  o f  in f e c t i o n  a n d  d is e a s e  h a v e  
b e e n  e x te n s iv e ly  r e v ie w e d  e a r l i e r  in  t h i s  r e p o r t  
(s e e  " A n t ig e n ic  a n d  B i o l o g i c a l l y  A c t iv e  F a c t o r s ."  
p  9 3 9 ;  T a b le  1 ; a n d  " P a t h o g e n e s u  o f  B  p e r tu s s is  
In f e c t io n , p  9 4 7 ) .  T h i s  in f o rm a t io n  h a s  a f f o r d e d  t h e  
t h e o r e t i c a l  p o t e n t ia l  f o r  d e s ig n in g  v a c c in e s  t h a t  
c o n t a in  o n ly  r e le v a n t  p r o t e c t iv e  a n t ig e n s ,  f r e e  o f  
e x t r a n e o u s  m a t e r ia l s .

Developm ent of Acolluler V accines in J a p a n

In  J a p a n ,  p e r t u s s is  cc m p o n e n t  v a c c in e s  h a v e  
b e e n  d e v e lo p e d  t h a t  m a in ly  c o n t a in  L P F  a n d  
F H A . 128238 P r o d u c t s  o f  s ix  m a n u f a c t u r e r s ,  u s in g  
s l ig h t ly  v a r y in g  p r o c e s s e s , h a v e  b e e n  m a r k e t e d . 
C o m p o n e n t  v a c c in e s  p r o d u c e d  in  J a p a . i  a r e  o f  tw o  
ty p e s . B  ty p e  c o n t a in in g  a p p r o x im a t e ly  e q u a l  
a m o u n t s  o f  L P F  a n d  F H A  a n d  T  ty p o  c o n t a in in g  
a. p r e p o n d e r a n c e  o f  F H A ,  a  le s s e r  a m o u n t  o f  L P F ,  
a n d  s o m o  a g g lu t in o g e n s . M o r e  t h a n  3 0  m i l l io n  
d o s e s  h a v e  b e e n  a d m in is t e r e d  t o  c h i ld r e n ,  l a r g e ly  
T  ty p e . I t  is  t h e  T  ty p e  t h a t  h a s  h a d  p r e l im in a r y  
s t u d ie s  o f  t o x i c i t y  a n d  im m u n o g e n ic i t y  in  t h e  
U n i t e d  S t a t e s  a n d  t h e  B  ty p e  t h o t  w a s  u s e d  in  th e  
r e c e n t  S w e d is h  e f f ic a c y  t r i a l s .  A c e l l u l a r  v a c c in e s  
h a v e  b e e n  u s e d  fo r  r o u t in e  im m u n iz a t i o n  s t a r t in g  
a t  a g e  2 4  m o n th s  in  J a p a n  s in c e  O c t o b e r  1 9 8 1 .  
T h e  d a t a  c o n c e r n in g  p r o t e c t io n  a n d  s id o  e f f e c t s  
a r e  d e r iv e d  f r o m  im m u n iz a t io n  o f  2 -y e a r - o ld  c h i l ­
d r e n  a n d  m a y  o r  m a y  n o t  b e  a p p l i c a b l e  t o  im ­
m u n iz a t io n  o f  y o u n g  in f a n t s .
T ran s ien t L o c a l a n d  S y s tem ic  R e a c t io n s

In  g e n e r a l ,  t r a n s ie n t  lo c a l  a n d  s y s t e m ic  r e a c ­
t io n s  c a u s e d  b y  a c e l l u l a r  v a c c in e s  w o r e  le s s  f r e ­

q u e n t  a n d  m i ld e r  w h e n  c o m p a r e d  w i th  J a p a n e s e  
c o n v e n t io n a l  w h o le - c c l l  v a c c in e s . A  s m a l l  n u m b e r  
o f  c h i ld r e n  in  t h o  U n i t e d  S t a t e s  r e c e iv e d  a  J a p a ­
n e se  T - t y p e  c o m p o n e n t  v a c c in e  a n d  s im i l a r  m i ld  
r e a c t io n s  w e re  o b s e r v e d .247" 24® H o w e v e r , in  J a p a ­
n e se  c l in i c a l  s t u d ie s  s e v e r a l  f in d in g s  o f  s p e c i a l  i n ­
t e r e s t  w e r e  n o te d . I t  w a s  n o te d  t h a t  lo c a l  r e a c t io n s  
a p p e a r e d  a t  a  m u c h  l a t e r  t im e  a f t e r  t h e  f i r s t  d o s e  
t h a n  f o l lo w in g  s u b s e q u e n t  d o s e s . In  o n e  s t u d y , t h e  
m e a n  in t e r v a l  b e tw e e n  im m u n iz a t io n  a n d  lo c a l  
r e a c t io n  w a s  7 .9  d a y s  f o l lo w in g  t h e  f i r s t  d o s e  a n d  
d e c r e a s e d  to  2 .6 ,  2 . 2 ,  a n d  1 .9  d a y s  f o l lo w in g  t h e  
s e c o n d , t h i r d ,  a n d  f o u r t h  d o s e s .238 T h o  o b s e r v a ­
t io n  s u g g e s t e d  d e la y e d  h y p e r s e n s i t i v i t y  t o  t h e  in ­
i t i a l  d o s e  a n d  a n  a c c e l e r a t e d  r e s p o n s e  t o  r e p e a t  
d o s e s , a l t h o u g h  it s  s ig n i f i c a n c e  is  u n c le a r .  A ls o , 
in  o n e  s t u d y , t h e  f r e q u e n c y  o f  lo c a l  e r y t h e m a  a n d  
in d u r a t i o n  o n  t h e  f i r s t  d a y  a f t e r  v a c c in a t i o n  in ­
c r e a s e d  f r o m  6 %  a f t e r  t h o  in i t i a l  d o s e  to  2 5 % ,  3 0 % ,  
a n d  4 1 %  w i th  s u c c e s s iv e  d o s e s .* 38 In  a  few  c a s e s , 
f o l lo w in g  b o o s t e r  d o s e s  t h e r e  w a s  m a r k e d  e r y ­
t h e m a  a n d  sw e ll in g  o f  t h o  a r m  f r o m  t h e  s h o u ld e r  
d ow n  to  t h e  e lb o w , s o m e  w i th  a p p e a r a n c e  o f  b l i s ­
t e r s .243 I t  s h o u ld  b e  n o te d  t h a t  in  J a p a n  t h e s e  a d ­
ju v a n t - c o n t a in in g  v a c c in e s  a r c  g iv e n  b y  d e e p  s u b ­
c u t a n e o u s  in je c t io n  r a t h e r  t h a n  b y  i n t r a m u s c u l a r  
in je c t io n , w h ic h  is  t h e  u s u a l  m e t h o d  f o r  D T P  v a c ­
c in e s  t h a t  c o n t a in  a n  a d ju v a n t .

T em p o ra lly  R e la te d  S e v e re  E ven ts

F o l lo w in g  a  b r i e f  s u s p e n s io n  o f  im m u n iz a t io n  
in  1 9 7 5  in  J a p a n ,  im m u n iz a t io n  w a s  r c in s t i t u t e d  
u s in g  t h e  s a m e  w h o le - c e l l  D T P  v a c c in e s  s t a r t in g  
a t  2 4  m o n th s  r a t h e r  t h a n  a t  3  m o n th s  o f  a g e . 
C a s e s  o f  p r e s u m e d  v a c c in e - a s s o c ia t c d  r e a c t i o n s  
d e c r e a s e d  (T a b le s  7 a n d  8 ) .  S e v e r a l  y e a r s  l a t e r  in  
1 9 8 1 ,  t h e  n ew  a c e l l u l a r  p e r t u s s i s  v a c c in e s  w e re  
s u b s t i t u t e d ,  b u t  t h e  p r a c t i c e  o f  in i t i a t in g  im m u ­
n iz a t io n  a t  2 4  m o n th s  o f  a g e  w a s  c o n t in u e d  w i th  
t h e  a c e l l u l a r  v a c c in e s .

In  t h e  5  y e a r  p c n o d  f r o m  1 9 7 0  t h r o u g h  1 9 7 4 ,  a  
p c n o d  w h e n  s t a n d a r d  w h o lo - c e l l  D T P  im m u n i ­
z a t io n  w a s  s t a r t e d  r o u t in e l y  a t  3  t o  5  m o n th s , 
t h e r e  h a d  b e e n  a  t o t a l  o f  5 7  s e v en s  t e m p o r a l ly  
r e l a t e d  e v e n ts  a n d  3 7  d e a t h s  ( 9 . 5  s e v e r e  r e a c t io n s  
a n d  6 .1  d e n th s  p e r  y e a r s  in c lu d in g  p r e s u m e d  v a c -  
c :n c -u s s o c in t e d  e n c e p h a lo p a t h y  a n d  o » h e r  C N S  
d is e a s e s , a s  d e t e rm in e d  b y  c l a im s  p a id  b y  t h e  
J a p a n e s e  n a t io n a l  c o m p e n s a t i o n  s y s t e m . W h e n  
w h o le - c e l l  v a c c in e s  w e r e  in i t i u t e d  a t  2 4  m o n th s  
o f  o f  e , in  t h e  s ix  y e a r s  b e tw e e n  1 9 7 5  a n d  1 9 8 0 .  
t h e r e  w e re  e ig h t  s e v e r e  t e m p o r a l l y  r e l a t e d  e v e n t s  
( a v e r a g e  1 .6  y e a r s  n n u  t h r e e  d e a t h s .  T h e  w h o lo -  
c e l l  D T P  v a c c in e s  u s e d  in  t h e  l a t t e r  p e r io d  w e re  
e q u iv a l e n t  t o  t h o s e  in  p r i o r  u s e . T h u s ,  t h o  a g e  o f  
s t a r t in g  r o u t in e  im m u n iz a t io n  o p p o a r a  u> b o  a  f a r
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TABLE 7. Claim Paid by Vaccine Compensation System m Japan. 1970 through 1984*
Reactions 1970-Jsnusry

1976
February 1975- 

August 1961
September 1981—

1<»8I
No. of 
Cases

No. of 
Deaths

No. of 
Cases

No. of 
Deaths

No. of 
Cases

No. of 
Deaths

With sequelae 57 37 8 3 5 2
Encephalopathy 29 21 2 1 0 0
Encephalitis 2 1 0 0 2 0
Acute infectious hemiplegia 2 0 I 0 1 0
Convulsions 8 1 3 1 sA 1
Infantile spasm 2 0 0 0 0 0
Sudden death 11 11 0 • 0 a 0
Other 3 3 2 I i 1

Without sequelao 82 34 14
Mild encephalopathy 14 1 0
Acute cerebellar ataxia 0 I I
Convulsions 4 0 0
Febrile seizure 27 12 1
Mild shock 8 3 i
Fxanthem 7 3 0
Abscess 3 3 0
Local reactions 8 7 n
Others 9 4 0
From Noble et al."* Reproduced with permission.

m o r e  im p o r t a n t  d e t e r m in a n t  o f  t e m p o r a l l y  a s s o ­
c i a t e d  r e a c t io n s  t h a n  th e  sw i t c h  f r o m  c o n v e n ­
t i o n a l  w h o ln -c e l l  v a c c in e s  to  a c e l l u l a r  v a c c in e * .

T h e  c o n c lu s i o n  c a n  b e  d r a w n  t h a t  e i t h e r  i l l  
D T P  p r e p a r e d  w i t h  w h o le - c e l l  B  p e r tu s s is  ia  le s s  
l i k e l y  t o  c a u s e  n e u r o l o g i c  d is e a s e  w h e n  b e g u n  a t  
2 4  m o n t h s  o r  ( 2 )  t h e  p u r p o r t e d  r e a c t i o n s  in  in f a n t s  
w e r e  in  la r g e  p a r t  u n r e la t e d  d e v e lo p m e n t a l  
e v e n t s  e x p e c t e d  c o m m o n ly  in  t h a t  a g e  g r o u p  b u t  
a t t r i b u t e d  t o  v a c c in e  b e c a u s e  th e y  w e r e  t im e  r e ­
l a t e d .  I f  t h e  f o r m e r  is  t r u e , o n e  c a n n o t  a s s e s s  
w h e th e r  t h e  n ew  a c e l l u l a r  p e r t u s s is  v a c c in e s  u s e d  
tn  t h e  p e r io d  f r o m  1 9 8 1  to  1 9 8 4  o r e  in  f a c t  d i f f e r ­
e n t  f r o m  w h o le - c e l l  v a c c in e s  in  t h e i r  e n r e p h a lu -  
p a t h i c  p o t e n t ia l  b e c a u s e  th e y , t o o . w e r e  b e g u n  a t  
2 4  m o n t h s  o f  a g e . T h e  r a t e  o f  s e v e r e  r e a c t i o n s  d o e s  
n o t  d i f f o r  s i g n i f i c a n t ly  b e tw e e n  t h e  a c e l l u l a r  a n d

w h o le - c e l l  v a c c in e s  w h e n  u s e d  a t  2 4  m o n th s  o f  a g e  
( T a b l e  8 ) .  T h e  d e c r e a s e  in  s e v e r e  r e a c t io n s  is  
s l i g h t ,  i f  a n y . T h e  c a t e g o r y  " s u d d e n  d e a t h "  is  a l s o  
in s t r u c t i v e  in  t h a t  t h o  e t i t y  d i s a p p e a r e d  f o l lo w ­
in g  b o t h  w h o le - c e l l  a n d  a c e l l u l a r  v a c c in e s , w h e n  
im m u n iz a t io n  w r s  d e la y e d  u n t i l  a  c h i ld  w a s  24 
m o n t h s  o f  a g e .

I t  i s  c l e a r  t h a t  d o l a y m g  t h e  in i t i a l  v a c c in a t io n  
u n t i l  a  c h i l d  is  2 4  m o n th s , r e g a r d le s s  o f  t h e  ty p e  
o f  v a c c in e ,  r e d u c e s  m o s t  o f  t h e  t e m p o r a l ly  a s s o ­
c i a t e d  s e v e r e  a d v e r s e  e v e n t s . F u r t h e r m o r e ,  a n a l ­
y s i s  o f  c a s e s  w i t h  p a id  c l a im s  in  t h e  J a p a n e s e  n a ­
t i o n a l  c o m p e n s a t i o n  s y s te m  in d ic a t e s  m a n y  o f  t h e  
p u t a t i v e  c o s e s  t o  b e  r e l a t e d  t o  o t h e r  m e d ic a l  c o n ­
d i t i o n s .* 0  T h e r e  a r e  n o  d a t a  a t  t h i s  t im e  t h a t  
a l l o w  p r e d i c t io n  o f  t h e  r a t e  o f  t e m p o r a l l y  r e la t e d  
s e v e r e  e v e n t s  t h s t  c o u ld  b e  e x p e c t e d  i f  J a p a n e s e

TABLE 8. Adverse Reactions After Pertussis Immunization. Based on Claims Paid 
by Compensation System of Japan*

*

1970-1974 '.975-1960 1961-1964
Vaccine type Whole ceil Whole cell Acellular
Age at initiation rnioi 3-5 24 24
No. of doses of vaccine (millions) 25.1 198 20.4
No. of severe reactions idcstnsi with 57 (37) 8(3) 5(2)

sequelae 
Incidence •deathsi million doses 2 27 (1 47) 0.40 (0.15) 0 25(0.10)
No. of mild reactions without sequelae 82 34 14
Incidence of mild reacuons/million dose* 327 1.72 • 60
* From Nobis st al.4** Reproduced with permission. Whole-cell vaccinee were routinely 
administered to infants at 3 months of age until February 1975, when the recommended 
Age was increattd to 2 years. Use of whole-cell vaccine* in thte group crntinued until 
September 1931. whe • acellular vaccine* were introduced for routine use n  2-year-old 
children. Vaccine di -tnbuttor. is based on cslsndar year, but adverse reaction data 
correspond to the vaccine tvpe and strategy used.
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T O N Y  K N O W L E S ,  G O V E R N O R

DEFT. OF HEALTH AND SOCIAL SERVICES P.O. BOX 110601
JUNEAU, ALASKA 09011-0601 
PHONE (907)465-3030

O F F IC E  O F  THE C O M M IS S IO N E R  FAX. (907) 465-3063

February 19, 1996

Honorable Lyda Green 
Alaska Stale Senate 
Room 423 
Slate Capitol 
Juneau, AK 99801-1182

Dear Senator Green

Several questions arose during committee deliberation at the recent bearing on SB 185 Among 
these were:
I What arc the causes o f death for the children under age 7 who die each year in Alaska?
2. How many o f these deaths arc from unknown causes?
3 Do other states or jurisdictions operate a monitoring program similar to what is called for in 

SB 185?
4 Docs the State participate in the Vaccine Adverse Events Reporting System (VAERS )7
5 Are there currently protocols in place that deal w ith the issue o f defective scrums?
6 How many non-fatal adverse reactions to inoculations occur in Alaska each year?

The follow ing responds directly to the questions raised and provides additional background 
information that may be useful to the committee in considering the issues and questions raised 
during that hearing

• Over the ten year period 1985 - 1994 an average o f 15 1 children aged seven and under died in
Alaska each year (The number o f deaths in this age range has been declining steadily from 
186 in 1985 to 113 in 1994 ) During this period an average o f 29 deaths annually were listed 
as resulting from SIDS and 3 deaths annually were from unknown causes

• Our research could find no other state w ith a monitoring system similar to what is called for in 
SB 185


