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(B) the occurrence of any contraindicating
reaction to a vaccine which is specified in the
manufacturer’s package insert, and

(C) such other matters as the Secretary may
by regulation require.

Reports of the matters referred to in subpara-
graphs (A) and (B) shall be made beginning 90
days after December 22, 1987. The Secretary
shall publish in the Federal Register as soon as
practicable after such date a notice of the re-
porting requirement.

(2) A report under paragraph (1) respecting a
vaccine shall include the time periods after the
administration of such vaccine within which
vaccine-related illnesses, disabilities, injuries,
or conditions, the symptoms and manifestations
of such illnesses, disabilities, injuries, or condi-
tions, or deaths occur, and the manufacturer
and lot number of the vaccine.

(3) The Secretary shall issue the regulations
referred to in paragraph (1)(C) within 180 days of
December 22, 1987.

(e) Release of information

(1) Information which is in the possession of
the Federal Government and State and local
governments under this section and which may
identify an individual shall not be made avail-
able under section 552 of title 5, or otherwise, to
any person except—

(A) the person who received the vaccine, or
(B) the legal representative of such person.

(2) For purposes of paragraph (1), the term ‘‘in-
formation which may identify an individual”’
shall be limited to the name, street address, and
telephone number of the person who received
the vaccine and of that person’s legal represent-
ative and the medical records of such person re-
lating to the administration of the vaccine, and
shall not include the locality and State of vac-
cine administration, the name of the health care
provider who administered the vaccine, the date
of the vaccination, or information concerning
any reported illness, disability, injury, or condi-
tion resulting from the administration of the
vaccine, any symptom or manifestation of such
illness, disability, injury, or condition, or death
resulting from the administration of the vac-
cine.

(3) Except as provided in paragraph (1), all in-
formation reported under this section shall be
available to the public.

(July 1, 1944, ch. 373, title XXI, §2125, as added
Pub. L. 99-660, title III, §311(a), Nov. 14, 1986, 100
Stat. 3774; amended Pub. L. 100-203, title IV,
§4302(b)(1), Dec. 22, 1987, 101 Stat. 1330-221.)

Editorial Notes

CODIFICATION

In subsec. (b)(1), (3), ‘“‘December 22, 1987’ was sub-
stituted for ‘‘the effective date of this subpart’ on au-
thority of section 323 of Pub. L. 99-660, as amended, set
out as an Effective Date note under section 300aa-1 of
this title.

AMENDMENTS

1987—Subsec. (b)(1), (3). Pub. L. 100-203 substituted
“‘effective date of this subpart’ for ‘‘effective date of
this part’’.
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EFFECTIVE DATE

Subpart effective Dec. 22, 1987, see section 323 of Pub.
L. 99-660, set out as a note under section 300aa-1 of this
title.

§ 300aa-26. Vaccine information

(a) General rule

Not later than 1 year after December 22, 1987,
the Secretary shall develop and disseminate vac-
cine information materials for distribution by
health care providers to the legal representa-
tives of any child or to any other individual re-
ceiving a vaccine set forth in the Vaccine Injury
Table. Such materials shall be published in the
Federal Register and may be revised.

(b) Development and revision of materials

Such materials shall be developed or revised—

(1) after notice to the public and 60 days of
comment thereon, and

(2) in consultation with the Advisory Com-
mission on Childhood Vaccines, appropriate
health care providers and parent organiza-
tions, the Centers for Disease Control and Pre-
vention, and the Food and Drug Administra-
tion.

(c) Information requirements

The information in such materials shall be
based on available data and information, shall
be presented in understandable terms and shall
include—

(1) a concise description of the benefits of
the vaccine,

(2) a concise description of the risks associ-
ated with the vaccine,

(3) a statement of the availability of the Na-
tional Vaccine Injury Compensation Program,
and

(4) such other relevant information as may
be determined by the Secretary.

(d) Health care provider duties

On and after a date determined by the Sec-
retary which is—
(1) after the Secretary develops the informa-
tion materials required by subsection (a), and
(2) not later than 6 months after the date
such materials are published in the Federal
Register,

each health care provider who administers a
vaccine set forth in the Vaccine Injury Table
shall provide to the legal representatives of any
child or to any other individual to whom such
provider intends to administer such vaccine a
copy of the information materials developed
pursuant to subsection (a), supplemented with
visual presentations or oral explanations, in ap-
propriate cases. Such materials shall be pro-
vided prior to the administration of such vac-
cine.

(July 1, 1944, ch. 373, title XXI, §2126, as added
Pub. L. 99-660, title III, §311(a), Nov. 14, 1986, 100
Stat. 3775; amended Pub. L. 100-203, title IV,
§4302(b)(1), Dec. 22, 1987, 101 Stat. 1330-221; Pub.
L. 101-239, title VI, §6601(p), Dec. 19, 1989, 103
Stat. 2292; Pub. L. 102-531, title III, §312(d)(15),
Oct. 27, 1992, 106 Stat. 3505; Pub. L. 103-183, title
VII, §708, Dec. 14, 1993, 107 Stat. 2242.)
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Editorial Notes
CODIFICATION

In subsec. (a), ‘“December 22, 1987 substituted for
‘“‘the effective date of this subpart’ on authority of sec-
tion 323 of Pub. L. 99-660, as amended, set out as an Ef-
fective Date note under section 300aa-1 of this title.

AMENDMENTS

1993—Subsec. (a). Pub. L. 103-183, §708(c), inserted ‘‘or
to any other individual’’ after ‘‘to the legal representa-
tives of any child”’.

Subsec. (b). Pub. L. 103-183, §708(a), struck out ‘‘by
rule” after ‘‘revised” in introductory provisions and
substituted ‘‘and 60 for ¢, opportunity for a public
hearing, and 90" in par. (1).

Subsec. (¢). Pub. L. 103-183, §708(b), inserted in intro-
ductory provisions ‘‘shall be based on available data
and information,” after ‘‘such materials’, added pars.
(1) to (4), and struck out former pars. (1) to (10) which
read as follows:

‘(1) the frequency, severity, and potential long-term
effects of the disease to be prevented by the vaccine,

‘“(2) the symptoms or reactions to the vaccine which,
if they occur, should be brought to the immediate at-
tention of the health care provider,

“(3) precautionary measures legal representatives
should take to reduce the risk of any major adverse re-
actions to the vaccine that may occur,

‘“(4) early warning signs or symptoms to which legal
representatives should be alert as possible precursors
to such major adverse reactions,

‘() a description of the manner in which legal rep-
resentatives should monitor such major adverse reac-
tions, including a form on which reactions can be re-
corded to assist legal representatives in reporting in-
formation to appropriate authorities,

‘“(6) a specification of when, how, and to whom legal
representatives should report any major adverse reac-
tion,

‘(') the contraindications to (and bases for delay of)
the administration of the vaccine,

‘“(8) an identification of the groups, categories, or
characteristics of potential recipients of the vaccine
who may be at significantly higher risk of major ad-
verse reaction to the vaccine than the general popu-
lation,

“(9) a summary of—

‘“(A) relevant Federal recommendations concerning
a complete schedule of childhood immunizations, and

‘“(B) the availability of the Program, and
‘(10) such other relevant information as may be de-

termined by the Secretary.”

Subsec. (d). Pub. L. 103-183, §708(c), (d), in concluding
provisions, inserted ‘‘or to any other individual’ after
“‘to the legal representatives of any child”’, substituted
‘“‘supplemented with visual presentations or oral expla-
nations, in appropriate cases’’ for ‘‘or other written in-
formation which meets the requirements of this sec-
tion”’, and struck out ‘‘or other information’ after
‘“Such materials”.

1992—Subsec. (b)(2). Pub. L. 102-531 substituted ‘‘Cen-
ters for Disease Control and Prevention’ for ‘‘Centers
for Disease Control”’.

1989—Subsec. (¢)(9). Pub. L. 101-239 amended par. (9)
generally. Prior to amendment, par. (9) read as follows:
“‘a summary of relevant State and Federal laws con-
cerning the vaccine, including information on—

““(A) the number of vaccinations required for school
attendance and the schedule recommended for such
vaccinations, and

‘“(B) the availability of the Program, and’’.
1987—Subsec. (a). Pub. L. 100-203 substituted ‘‘effec-

tive date of this subpart’ for ‘‘effective date of this
part”.

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 1989 AMENDMENT

For applicability of amendments by Pub. L. 101-239 to
petitions filed after Dec. 19, 1989, petitions currently
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pending in which the evidentiary record is closed, and
petitions currently pending in which the evidentiary
record is not closed, with provision for an immediate
suspension for 30 days of all pending cases, see section
6601(s)(1) of Pub. L. 101-239, set out as a note under sec-
tion 300aa-10 of this title.

§ 300aa-27. Mandate for safer childhood vaccines
(a) General rule

In the administration of this part and other
pertinent laws under the jurisdiction of the Sec-
retary, the Secretary shall—

(1) promote the development of childhood
vaccines that result in fewer and less serious
adverse reactions than those vaccines on the
market on December 22, 1987, and promote the
refinement of such vaccines, and

(2) make or assure improvements in, and
otherwise use the authorities of the Secretary
with respect to, the licensing, manufacturing,
processing, testing, labeling, warning, use in-
structions, distribution, storage, administra-
tion, field surveillance, adverse reaction re-
porting, and recall of reactogenic lots or
batches, of vaccines, and research on vaccines,
in order to reduce the risks of adverse reac-
tions to vaccines.

(b) Task force

(1) The Secretary shall establish a task force
on safer childhood vaccines which shall consist
of the Director of the National Institutes of
Health, the Commissioner of the Food and Drug
Administration, and the Director of the Centers
for Disease Control.

(2) The Director of the National Institutes of
Health shall serve as chairman of the task force.

(3) In consultation with the Advisory Commis-
sion on Childhood Vaccines, the task force shall
prepare recommendations to the Secretary con-
cerning implementation of the requirements of
subsection (a).

(c) Report

Within 2 years after December 22, 1987, and pe-
riodically thereafter, the Secretary shall pre-
pare and transmit to the Committee on Energy
and Commerce of the House of Representatives
and the Committee on Labor and Human Re-
sources of the Senate a report describing the ac-
tions taken pursuant to subsection (a) during
the preceding 2-year period.

(July 1, 1944, ch. 373, title XXI, §2127, as added
Pub. L. 99-660, title III, §311(a), Nov. 14, 1986, 100
Stat. 3777; amended Pub. L. 100-203, title IV,
§4302(b)(1), Dec. 22, 1987, 101 Stat. 1330-221; Pub.
L. 101-239, title VI, §6601(q), Dec. 19, 1989, 103
Stat. 2292.)

Editorial Notes
CODIFICATION

In subsecs. (a)(1), (c), ‘“‘December 22, 1987’ substituted
for ‘‘the effective date of this subpart’ on authority of
section 323 of Pub. L. 99-660, as amended, set out as an
Effective Date note under section 300aa-1 of this title.

AMENDMENTS

1989—Subsecs. (b), (¢). Pub. L. 101-239 added subsec.
(b) and redesignated former subsec. (b) as (c).

1987—Subsecs. (a)(1), (b). Pub. L. 100-203 substituted
‘‘effective date of this subpart’” for ‘‘effective date of
this part’’.



		Superintendent of Documents
	2026-03-11T21:03:57-0400
	Government Publishing Office, Washington, DC 20401
	U.S. Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




