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Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 1992 AMENDMENT

Amendment by Pub. L. 102-572 effective Oct. 29, 1992,
see section 911 of Pub. L. 102-572, set out as a note
under section 171 of Title 28, Judiciary and Judicial
Procedure.

EFFECTIVE DATE OF 1991 AMENDMENT

Amendment by Pub. L. 102-168 effective as in effect
on and after Oct. 1, 1988, see section 201(i)(2) of Pub. L.
102-168, set out as a note under section 300aa-11 of this
title.

EFFECTIVE DATE OF 1990 AMENDMENT

Amendment by section 5(f)(1) of Pub. L. 101-502 effec-
tive Nov. 14, 1986, and amendment by section 5(f)(2) of
Pub. L. 101-502 effective Sept. 30, 1990, see section 5(h)
of Pub. L. 101-502, set out as a note under section
300aa-11 of this title.

EFFECTIVE DATE OF 1989 AMENDMENT

For applicability of amendments by Pub. L. 101-239 to
petitions filed after Dec. 19, 1989, petitions currently
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, except that
such suspension be excluded in determining the 420-day
period prescribed in subsec. (b) of this section, see sec-
tion 6601(s)(1) of Pub. L. 101-239, set out as a note under
section 300aa-10 of this title.

EFFECTIVE DATE OF 1988 AMENDMENT

Except as specifically provided in section 411 of Pub.
L. 100-360, amendment by Pub. L. 100-360, as it relates
to a provision in the Omnibus Budget Reconciliation
Act of 1987, Pub. L. 100-203, effective as if included in
the enactment of that provision in Pub. L. 100-203, see
section 411(a) of Pub. L. 100-360, set out as a Reference
to OBRA; Effective Date note under section 106 of Title
1, General Provisions.

EFFECTIVE DATE

Subpart effective Oct. 1, 1988, see section 323 of Pub.
L. 99-660, set out as a note under section 300aa—1 of this
title.

§ 300aa-22. Standards of responsibility
(a) General rule

Except as provided in subsections (b), (¢), and
(e) State law shall apply to a civil action
brought for damages for a vaccine-related injury
or death.

(b) Unavoidable adverse side effects; warnings

(1) No vaccine manufacturer shall be liable in
a civil action for damages arising from a vac-
cine-related injury or death associated with the
administration of a vaccine after October 1, 1988,
if the injury or death resulted from side effects
that were unavoidable even though the vaccine
was properly prepared and was accompanied by
proper directions and warnings.

(2) For purposes of paragraph (1), a vaccine
shall be presumed to be accompanied by proper
directions and warnings if the vaccine manufac-
turer shows that it complied in all material re-
spects with all requirements under the Federal
Food, Drug, and Cosmetic Act [21 U.S.C. 301 et
seq.] and section 262 of this title (including regu-
lations issued under such provisions) applicable
to the vaccine and related to vaccine-related in-
jury or death for which the civil action was
brought unless the plaintiff shows—
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(A) that the manufacturer engaged in the
conduct set forth in subparagraph (A) or (B) of
section 300aa-23(d)(2) of this title, or

(B) by clear and convincing evidence that
the manufacturer failed to exercise due care
notwithstanding its compliance with such Act
and section (and regulations issued under such
provisions).

(c) Direct warnings

No vaccine manufacturer shall be liable in a
civil action for damages arising from a vaccine-
related injury or death associated with the ad-
ministration of a vaccine after October 1, 1988,
solely due to the manufacturer’s failure to pro-
vide direct warnings to the injured party (or the
injured party’s legal representative) of the po-
tential dangers resulting from the administra-
tion of the vaccine manufactured by the manu-
facturer.

(d) Construction

The standards of responsibility prescribed by
this section are not to be construed as author-
izing a person who brought a civil action for
damages against a vaccine manufacturer for a
vaccine-related injury or death in which dam-
ages were denied or which was dismissed with
prejudice to bring a new civil action against
such manufacturer for such injury or death.

(e) Preemption

No State may establish or enforce a law which
prohibits an individual from bringing a civil ac-
tion against a vaccine manufacturer for dam-
ages for a vaccine-related injury or death if such
civil action is not barred by this part.

(July 1, 1944, ch. 373, title XXI, §2122, as added
Pub. L. 99-660, title III, §311(a), Nov. 14, 1986, 100
Stat. 3773; amended Pub. L. 100-203, title IV,
§4302(b)(1), Dec. 22, 1987, 101 Stat. 1330-221.)

Editorial Notes

REFERENCES IN TEXT

The Federal Food, Drug, and Cosmetic Act, referred
to in subsec. (b)(2), is act June 25, 1938, ch. 675, 52 Stat.
1040, which is classified generally to chapter 9 (§301 et
seq.) of Title 21, Food and Drugs. For complete classi-
fication of this Act to the Code, see Tables.

CODIFICATION

In subsecs. (b)(1), (c), ‘“‘October 1, 1988 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—Subsecs. (b)(1), (¢). Pub. L. 100-203 substituted
“‘effective date of this subpart’” for ‘‘effective date of
this part”.

§ 300aa-23. Trial

(a) General rule

A civil action against a vaccine manufacturer
for damages for a vaccine-related injury or
death associated with the administration of a
vaccine after October 1, 1988, which is not barred
by section 300aa-11(a)(2) of this title shall be
tried in three stages.
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