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This rule identifies
, circumstances

Brief ‘Summary of Propcsed Rule:
under which pertussis vaccine should not be administered
under which administration should be delayed and categeries of individ-
uals significanily more wvulnerable tc major adverse reactions than the

The rule zalso describes a- system for collecting and

general puktlic, ,
reporting informaticn on the incidence of pertussis and of major adverse

reactions to the vaccine.
Write the Regulatory Services Division at the above
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[PROPOSED]
TITLE 64

WEST VIRGINIA DEPARTMENT OF HEALTH "
INTERPRETIVE RULES 14!

Series 52

Title: Pertussis Guidelines

Section 1. General

1.1. Scope - Thnis interpretive rule establishes quidelines relating to the
administration of pertussis vaccine, procedures for notification of health care
providers of the guidelines and procedures for data collection and reporting.

1.2, Authority - This rule is issued under the authority of and is
related to Chapter 16, Articte 38 of the West Virginia Code.

1.3, Filing Date -
1.4, Effective Date -

Section 2. Application and Adminisiration

2.1. Application - This rule appiies to any health care provider (see
§3.4), T o

7.2.  Administration - The administration of this rule is vested with the
director of the West Virginia department of health,

Section 3., Cefinitions

3.1. Any Other Adverse Reaction - Any reaction which the department,
after consultation with the medical and pharrnacy faculties of West Virginia's
teaching hospitals, determines by guidelines is a basis for not continuing with
pertussis vaccine administration (see 8%). '

3.2. Department - The West Virginia department of health,

3,3. Director - The director of the West Virginia department of health or
his or her lawful designee.

3.4, Heaith Care Provider - Any licensed health care professional,
organization or Institution, whether public or private, under whose authority
pertussis vaccine is administered. B

3.5. Major Adverse Reaction - Any serious illness, disability or impair-
ment of mental, emoiional, behavicral or physical functioning or development,
the first manifestation of which appears within four weeks after the date of
administration of pertussis vaccine and for which there is reasonable scientific

or medical evidence that pertussis vaccine causes, or significantly contributed
to, such effect,

3.6. Pertussis Vaccine - Any vaccine that contains materials intended to
prevent the occurrence o1 pertussis, whether or not the materials are
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administered separately or in conjunction with other materials intended to _.
prevent the occurrence of other diseases.

Section 4. Circumstances Under Which Pertussis Vaccine Should Not Be
Administered

4,1, Pertussis vaccine should not be administered to an individual who is
less than six weeks of age or who is _seven or more years oid, except that in
epidemic sifuations, immunization may be staried as early as.two weeks of age,
and the first three doses can be given as frequently as four weeks apart,

4.2. If pertussis vaccine is tc be administered to an individual who is
between the ages of six weeks and six years (through and including the sixth
year), general use guidelines (a recommended immunization schedule based on
data collected by the Advisory Committee on !mmunization Practices of the
United States Public Heaith Service and the Committee on [nfectious Diseases of
the American Academy of Pediatrics} provided by the department to local zand
county health departments should be consulted.

4.3, Pertussis vaccine should mnot be administered to an individual who
has an evolving neurolegic disorder.

4.4, When an infant or child returns for 2z second or later dose of
pertussis vaccine, the parent should be questioned about any adverse events
occurring after the previcus dose.

4.5, Pertussis Vaccine Contraindications - Major adverse reactions foi-
lowing pertussis immunization that constitute absolute contrzindications 1io
further administration of pertussis vaccine are as follows:

{a) colliapse or shock oceurring within ferty-eight hours;

{p) crying persisting for three or more hours or an unusual high-
pitched cry cccurring within forty-eight hours;

(c) temperature of 104.9° F or greater occurring within forty-eight
hours; — :

{(d) =2 convulsion with or without accompanying fever occurring up to
three days after receipt of pertussis vaccine; ~ B

(e) severe alteration of consciousness within seven days;

{f} generzlized and/or focal neurolcgic signs within seven days;
(g) systemic (severe) allergic reactions within seven days;

(h) excessive somnolence within seven days;

(i} an evolving neurclegic disorder within seven days; or

{(;) an episode of limpness and paleness within seven days.
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If additionzl circumstances under which pertussis vaccine should not be
administered become known by the scientific community, the department will
review the above list to determine whether amendment is warranted. Nothing
in this section relieves a health care provider from responsibility for reperting
all adverse reactions as required under section 8.1(c).

4.6, A family history of convulsion or other neurolegic disorders is not
considered to be a contrzindication to giving pertussis vaccine. ‘

4.7. Periussis vaccine should not be administered if the individual has
had confirmed Bordetella periussis infection.

4.8. Pertussis vaccine should not be administered if the individual is
hypersensitive to the vaccine components,

4.9, The administration of pertussis wvaccipe to_an individual is not
reguired if, in the written, signed cpinion of the health care provider, the
risk 1o the potential recipieni cuiweighs the benefits both tc the potential
recipient and tc the public, taking inte account: a} the infocrmation provided
in &84, 5 and 6 of this rule; b) incidence, complications and cost, both actual
and potential,” of pertussis disease; c¢) incidence, severity and cost, both
actual and potential, of adverse reactions to pertussis vaccine;

Section 5. Circumstances Under Which Administration of Pertussis Vaccine
Should Be Delayed - -

.1 Administration of the pertussis vaccine sheould be delayed under any
of the foilowing circumstances:

(a) an individual exhibits a severe febrile illness;

(b) an individual is receiving ‘Immunosuppressive therapy, including
irradiation, anfimeétabolites, corticosteroids, alkylating agents, or cytotoxic
drugs; . . o

{c) an individual has a histery of seizure and it has not been determined
that there is not_an _evolving neurologic disorder present; or

(d) it is suspected, although not confirmed, that an individual has
experienced a major adverse reaction. '

5.2, GCeneral or special use guidelines (a. recommended immunization
schedule based on data coliected by the Advisory Committee on [mmunization
Practices of the United States Public Health Service and the Committes on
Infectious Diseases of the.American Academy of Pediatrics) provided by the
depariment to local and county health depariments should be consulted when a
health care provider is considering the administration of pertussis vaccine to
individuals in the circumstances described in §85.1,

Section 6, Categories of Potential Recipients Significantly More Vuinerable to
Major Adverse Reactions

6.1. Individuals who have zan evolving neurolegic disorder are signi-
ficantly more vuilnerable to major adverse reactions than is the general
populaticn.
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6.2. Individuals who have or had a current or previous major or other
adverse reaction are significantly more vulnerzbie to major adverse reactions
than is the general public.

5.3, Infants and young chiidren whe have had previous convulsions
{whether febrile or nonfebrile) are more likely to have seizures following
pertussis vaccine than those without such histories, but there is nc evidence
that such seizures induce permanent brain damage in children,

6.4, General or special use guidelines, as referenced in §84.2 and 5.2,
should be consulted when a health care provider is considering the adminis-
tration of pertussis vaccine to individuals significantly more wvulnerable to
major adverse reactions than the general population.

Section 7. Reviews; Procedures to Notify Health Care Providers of the Guide-
lines and Updates

7.1. Within thirty days of the effective date of this rule, the director
shall notify by letter all health care providers, as defined in this rule, of
these guidelines and_of the provisicns of Chapter 16, Article 3B of the West
Virginiza Code and shall enclose a copy of this rule.

7.2. Thereafter, the director shall annually give notice to all health care
providers, as defined in this rule, by letier summarizing any revisions of this
rule or Chapter 16, Article 3, Section 1 et seg. of the West Virginia Code.

7.3. The director shall review this rule annually, or more frequently, if
indicated by new medical information. A report of the review shall be pre~
pared no lzter than the thirtieth day of November, beginning in nineteen -
hundred and eight-six, and annually thereafier. The gdirector shall undertake
any revisions of this rule indicated by the report according to the procedures
specified by Chapter 28A, Article 3 of the West Virginia Code.

7.4, In conducting annual reviews, the director will consuit, among
other things, the following: the medical and pharmacy depariments of West
Virginia's teaching hospitals; publications of the United States Centers for
Disease Control, the American Academy of Pediatrics, and other national
recommending bodies with access to reazsonable medical evidence concerning the
administration of the pertussis vaccine. '

Section 8. System to Collect and Report Data on the lIncidence of Pertussis
and Major Adverse Rsactions to Pertussis Vaccine

8§.1(a). Reporting of Adverse Reactions by Parents or Cuardians -
Chapter 16, Articie 3B, Secticn 2 of the West Virginia Code requires that
written information be provided by health care providers 1o parents or
guardians of an individual advising them when and to whom any adverse re—.
actions are to be reported. - '

8.1{b). Reporting the Incidence of Periussis - Public and private hezlth
care providers snhall report the incidence cof pertussis weekly 1o the county
hezlth officer in accordance with the West Virginia Board of Health's lLegis-
lative Rule on Reportable Diseases (Chapter 16-1, Series VII, 1985). In
accordance with the Reportable Diseases Legislative Rule, the county health
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officer shall report the incidence of pertussis to the West Virginia department
of health. Pursuant to Chapter 16, Article 3 , Section 1 el seg. of the West
Virginia Code, the department shall repori the incidence of pertussis to the
United States Centers for Disease Control. Pursuant to Chapter 16, Article 3,
Section 1 et seg. of the West Virginia Code, the department shall report to the
legislature annuaily, on the first of December, the incidence of pertussis, by
sending copies of the report to the President of the Senate and the Speaker of
the House of Delegates. A copy of this report will also be placed on file with
the West Virginia Secretary of State.

8.1(c). Reporting Major and Other Adverse Reacticns to the Pertussis
Vaccine - The parent or guardian of an individuzl to whom pertussis vaccine
Fas been administered should report any suspected mzjor or other adverse
reaction to the health care provider whe administered the wvaccine. Within
twenty-four hours after a major or other adverse reaction is recognized by any
health care provider who has administered pertussis vaccine to an individual
and has reason to belisve that the individual has had 2 major adverse reaction
to the wvaccine, such health care provider shall record 2ll relevant information
in the individual's permanent medical record.

Public and private heaith care providers shall report the incidence of
major adverse reaction(s) to the county health officer in accordance with the
West Virginia Board of Health's Legislative Rule on Reportabie Diseases (Chap-
ter 16-1, Series VII, 1985). This report shall include the manufacturer's name
and lot number. In accordance with the Reportable Diseases Rule, the county
health officer “shall immediately report ihe incidence of major adverse re-
action{(s) to the West Virginia department of health.

In accordance with Chapter 16, Article 3, Section 1 et seg. of the West
Virginia Codeé, the department shall immediately notify the vaccine manufac-
turer of the incidence of any major adverse reaction. In addition, the depart-
ment shall immediately notify the United States Centers for Disease Control of
the incidence of any mzjor adverse reaction. Annually, on the first day of
December, the department shall report the incidence of major adverse reactions
to the West Virginia legislature by sending copies of the report to the Presi-
dent of the Senate and the Speaker of the House of Delegates. A copy of this
report will also be placed on file with the West Virginia Secretary of State.

Section 9. Severablility = The provisions of this rule are declared to be sever-

able, If any provisions of this rule shall be held invalid, the remaining provi-
sions of this rule shall remain in effect. )
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