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David K. Heydinger, M.D.

Arch A. Mgore, Jr.
Director

Govarnor

State of West Virginia

DEPARTMENT OF HEALTH
CHARLESTON 25305

NOTICE OF PUBLIC HEARING OR COMMENT PERIOD
ON PROPOSED RULE

COMMENT PERICD

AGENCY: " Health Department
X AMENDMENT TO EXISTING RULE:

NEW RULE:
RULE TYPE: Interpretive

RULE TITLE: Pertussis Guidelines

A comment period on the above rule has been scheduled and will end on July
7, 1986 at 4:30 p.m. Written comments are to be mailed to the following
address: Regulatory Services Division, West Virginia Department of Health,
1800 Washington Street, East, Charleston, West Virginia 25305,

Room 7, Second Floor, P &

Written comments may be defivered in person to:
‘West Virginia not later

G Building, 2019 Washington Streset, East, Charleston,
than 4:30 p.m., July 7, 19886,

BRIEF SUMMARY OF PROPOSED RULE:. This rule Iidentifies circumstances
under which pertussis vaccine should not be administered, circumstances under
which administration should be delayed and categories of individuals
significantly more wvulnerable to major adverse reactions than the general
public, The rule also describes a system for collecting and reporting
information on the incidenge of pertussis and of major adverse reactlons to the

vaccine.

Write the Requlatory Services Division at the above |

348-3223 or centact the Administraiive Law Division,
Complex, Charleston, West Virginia,
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FISCAL NOTE FOR PROPOSED RULES

West Virginias Director of EHealth Interpretive Rules
Chapter 16-3B, Series 52, 1986, Pertussis Guidelines

X legislative Interpretive Procedural

aMdresg 1800 Washington St., E.

Chavleston, WV 25305

... ANNUAL FISCAL YEAR
1. Effect of Proposed Rulel] Increase Decrease| Current Next Thereafter
Estimated Total Cost $ $ $ o $o0 1% o
Personal Services
 Cuxrent Expense
Repairs and Alterations
Bguipment
Other
2. Explanation of above estimates:
The pertussis‘gﬁidelines will be integrated into the overall Tmmunization
Program with slight increase in the ¢ost of postage and printing. These
g minor additional costs will be paid out of federal funds. No increase in
& sgate funding will be needed.
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§§;T;::§¢ctives of these rules:
= This rule identifies circumstances under which pertusais vaccine should

not be administered, circumstances under which administration should be
delayed and categories of individuals gignificantly more vulnerable to major
adverse reactions than the general public. The rule also describes a

system for collecting and reporting information on the incidence of pertussis

and of major adverse reactions to the vaccine.




4.

Explanation of Overall Econamic Impact of Proposed Rule.,
A. Ecorcmic Impact on State Government, .

KONE

B. Econcmic Impact on > political Subdivisions; Specific I.ndustries;
Specific groups of citizens.

RONE

C. Econamic Impact on Citizens/Public at Large.

NONRE

_%/ 24 |
Signature Agency Bead or Authorized Representative
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Pertussis Guidelines
Chapter 16-3B, Series 52
Interpretive

E: 16-3B

16-3B

Applies to any licensed health care professional, organiza-
tion or institution, whather public or private, under whose
authority pertussis vaccine is administered.

This rule identifies circumstances under which pertussis
vaccine should not be administered, circumstances under
which administration should be delayed and categories of
individuals significantly more wvulnerable to major adverse
reactions than the general public. The rule also describes
a system for collecting and reporting information on the
incidence of pertussis and of major adverse reactions to
the vaccine.

Joan Rutledge, Research Analyst, Regulafory Services
Division, 348-3223

RESPONSIRLE DIVISION: Tames D. Farris, Director, Immunization Program,

348-2188
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Title:. Pertussis Guidelines -
Section 1. General
1.1, Scope = This interpretive rule establishes guidelines relating to

the administration of pertussis vaccine, procedures for notification of health
care providers of the guidelines and procedures for data ccllection and re-

porting.

1.2, Authority - This rule is issued under the authority of and is
related to Chapter 16, Article 3B of the West Virginia Code.

1.3. Filing Date -

1.4, Effective Date -

Section 2. Application and Administration.

2.1, Application - This rule applies to any health care provider (see
§3.4). T
2.2, Administration — The administration of this rule is vested with the

director of the West Virginia depariment of health.
Section 3. Definitions

3.1. Any Other Adverse Reaction - Any reaction which the departi-
ment, after consultation witnh ine medical and pharmacy facilities of West Vir-
ginia's teaching hospitals, determines by guidelines is 2 basis for not con-
tinuing with pertussis vaccine administration (see 84).

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, Health Care Provider - Any licensed health care professional,
organization or imstitution, whether public or private, under whose authority
partussis vaccine is administered.

3.5. . Major Adverse Reaction - Any serious illness, disability or im-
pairment of ~—mental, emotional, oehavioral or physical functioning or de-
velopment, 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.
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3.6.  Pertussis Vaccine - Any vaccine that contains materials intended
to prevent the occurrence of pertussis, whether or not the materials are
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 to eight weeks of age or who is seven or -more years old.

4.2, If pertussis vaccine is to be administered to an individual who is
between the ages of six to eight weeks and six years (through and including
the sixth year), general use guidelines {2 recommended immunization schedule
based on data collected by the Advisory Committee on Immunization Practices of
the United States Public Heaith Service and the Committee on Infectious
Diseases-of the American Academy of Pediatrics) provided by the department to
local and county health departments should be consulted.

k.3, Periussis vaccine should not be administered to an individual who
has an evolving neurologic disorder.

., If an individua!l has experienced any cof the following major
adverse reactions, additional doses of periussis vaccine should not be ad-

ministered:
(a) collapse or shock;

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

(c) temperature of 105° F ¢r greater;

(d) a convulsion or an episode of limpness and paleness with or with-_
out accompanying fever;

(&) severe alteration of consciousness:;

() generalized and/or local neurolegic signs;
(g) systemic (severe) allergic reactions;

{h) axcessive somnolence; or

(1 an_evolving neurologic disorder.

If additional specific major adverse reactions to the pertussis vaccine
become known by the scientific community, the department will review the
above list to determine whether amendment is warranted.

4.5, A family history of convulsion or cther neurologic disorders is not
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considered to be a contraindication to giving pertussis vaccine.

4.6, The administration of pertussis wvaccine fto an individual is not
required if, in the written, signed opinion of the health care provider, the
risk to the potential recipient outweighs the benefits both to the potentizl
recinient and to the public, taking into account: a) the information provided
in §5%, 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 peotential, of adverse reactions to pertussis vaccine; and d) national
and local ievels of immunization and vaccine efficacy rates.

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

5.1 Administration of the pertussis vaccine should be delayed under
any of the following circumstances:

(a) an individual exhibits a severe febrile iliness;

() an individual is receiving immunosuppressive therapy, including
irradiation, antimetabolites, corticosteroids, alkylating agenis, or cytotoxic
drugs; ' : : :

(c) ~an individual has a history of seizure and it has not been de-
termined that there is not an evolving neurclogic disorder present; or

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

5.2, Ceneral or special use guidelines {a recommended immunization
schedule based on data collected by the Advisory Committee on Immunization
Practices of the United States Public Health Service and the Committee on
Infectious Diseases of the American Academy of Pediatrics) provided by the
department to local and county health departments should be consulted when a
health care provider is considering the administration of pertussis vaccine to
individuals in the circumstances described in 85.7.

Section 6. Categories of Potential Recipients Significantly More Vuinerable to
Major Adverse_ Reactions

6.1. Individuals who have an evolving neurologic disorder are signi-
ficantly more vulnerable to major adverse reactions than is the general popula-
tion.

6.2, Individuals who have or had a current or previous major or other
adversa—reaction are significantly more vulnerable to major adverse reactions
than is the general public.

6.3. Genera! 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 vulnerable to
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major adverse reactions than the general population.

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

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 provisions of Chapier 16, Article 38 of the West
Virginia Code and shall enclose a copy of this rule.

7.2. Thereafter, the director shall annuzlly give notice te all health
care providers, as defined in this rule, by letter 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 repert of the review shall be
prepared nc later than the thirtieth day of November, beginning in nineteen
hundred and eight-six, and annually thereafter. The director shall undertake
any revisions of this rule indicated by the report accerding to the procedures
specified by Chapter 29A, Article 3 of the West Virginia Code.

7.4, in conducting annual reviews, the director will consult, among
other things, the following: the medical and pharmacy depariments of West
Virginia's teaching. hospitals; publications of the United States Center for
Disease Control, the American Academy of Pediatrics, and cther national re-
commending bodies with access tc reasonable medical evidence concerning the
administration of the pertussis vaccine.

Section 8. System to Collect and Report Data on the Incidence of Pertussis
and Major Adverse Reacticns fo Pertussis Vaccine

8.1(a). Reporting of Adverse Reactions by Parents or Guardians -
Chapter 16, Ariicie 38, Section 2 of the West Virginia Code requires that
written information be provided by health care providers to parents or

guardians of an individual advising them when and tc whom any adverse re-._

actions are to be reported.

8.7(b). Reporting the Incidence of Pertussis ([Whooping Cough) - Public
and private health care providers shall repori the incidence of periussis
weekly to the county health officer in accordance with the West Virginia Board
of Health's Legislative Rule on Reportable Diseases (Chapter 16-1, Series VII,
1985). In accordance with the Reportable Diseases Legislative Rule, the
county health officer shall report the incidence of pertussis to the West Vir-
ginia department of health., Pursuant to Chapter 16, Article 3 , Section 1 et
seg. of the West Virginia Code, the department shall report the incidence of
pertussis_ to the United States Center for Disease Control. Pursuant to
Chapter 16, Article 23, Section 1 et seg. of the West Virginia Code, the de-
partment shall repcrt to the legisiafure annually, on the first of December, the
incidence of pertussis, by sending copies of the repcrt to the President of the
Senate and the Speaker of the House of. Delegates. A copy of this report
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will also be placed on file with the West Virginia Secretary of State.

8.1(c}. Reporting Major and Other Adverse Reactions to the Pertussis
Vaccine - The parent or guardian of an individual to whom pertussis vaccine
has been administered should report any suspected major or other adverse
reaction tec the health care provider who administered the vaccine. 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 a major adverse reaction
to the vaccine, such hezlth care provider shall record zll relevant information
in the individual's permanent medical record.

Public and private health 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 Reportable Diseases
( Chapter 16-1, Series VII, 1985). This report shall include the manufacturer's
name zand lot number. In accordance with the Reportable Diseases Rule, the
county health officer shall immediately report the incidence of major adverse
reaction(s) to the West Virginia depariment of health.

In accordance with Chapter 16, Article 3, Section 1 et seqg. of the ‘West
Virginiz Code, the department shall immediately notify the vaccine manu-
facturer of the incidence of any major adverse reaction. In addition, the
department shall immediately notify the United States Center for Disease
Control of the incidence of any major 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 President of the Senate and the Spezker of the House of Delegates. A
copy of this report will also be placed on file with the West Virginia Secretary

of State,

Section ¢. Severability — The provisions of this rule are desclared to be
severable, |f any provisions of this rule shall be held invalid, the remaining
provisions of this rule shall remain in effect.
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