AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Public Health Service, HHS

(b) Survivors who may be eligible to re-
ceive benefits and order of priority for
benefits. (1) The Act uses the same cat-
egories of survivors and order of pri-
ority for benefits as established and de-
fined by the PSOB Program, except as
provided in paragraphs (b)(3), (b)(4),
and (b)(5) of this section.

(2) The PSOB Program’s categories of
survivors (known in the PSOB Program
as beneficiaries) and order of priority
for receipt of death benefits are de-
tailed under subpart 1 of part L of title
I of the Omnibus Crime Control and
Safe Streets Act of 1968 (42 U.S.C. 3796
et seq.), as amended, as implemented in
28 CFR part 32, as amended.

(3) In the PSOB Program, the person
who is survived must satisfy the eligi-
bility requirements for a deceased pub-
lic safety officer, whereas the person
who is survived under this Program
must be a deceased smallpox vaccine
recipient or vaccinia contact who
would otherwise have been eligible
under this part.

(4) Unlike the PSOB Program, if
there are no survivors eligible to re-
ceive death benefits under the PSOB
Program (as set forth in paragraph
(b)(2) of this section), the legal guard-
ian of a deceased minor who was a
smallpox vaccine recipient or vaccinia
contact may be eligible as a survivor
under this Program. Such legal guard-
ianship must be determined by a court
of competent jurisdiction under appli-
cable State law.

(6) A surviving dependent younger
than the age of 18 whose legal guardian
opts to receive a death benefit under
the alternative calculation on the de-
pendent’s behalf will have the same
priority as surviving eligible children
under the PSOB Program (consistent
with paragraph (b)(2) of this section)
even if the dependent is not the sur-
viving eligible child of the deceased
person for purposes of the PSOB Pro-
gram. However, such a dependent may
only be eligible to receive benefits
under the alternative death benefits
calculation, described in §102.82(d), and
is not eligible to receive death benefits
under the standard -calculation de-
scribed in §102.82(c). Because death
benefits paid under the alternative cal-
culation will be paid to the dependents’
legal guardian(s) on behalf of all such
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dependents, the Secretary will not di-
vide or apportion such benefits among
the dependents.

(6) Any change in the order of pri-
ority of survivors or of the eligible cat-
egory of survivors under the PSOB Pro-
gram shall apply to requesters seeking
death benefits under this Program on
the effective date of the change, even
prior to any corresponding amendment
to this part. Such changes will apply to
Request Packages pending with the
Program on the effective date of the
change, as well as to requests filed
after that date.

Subpart C—Covered Injuries

§ 102.20 How to establish a covered in-
jury.

(a) General. In order to receive bene-
fits under the Program, a requester
must submit documentation showing
that a covered injury, as described in
§102.3(g), was sustained. A requester
can establish that a covered injury was
sustained by demonstrating to the Sec-
retary that a Table injury occurred, as
described in paragraph (c) of this sec-
tion. In the alternative, a requester
can establish that an injury was actu-
ally caused by a covered counter-
measure or accidental vaccinia inocu-
lation, as described in paragraph (d) of
this section. The Secretary will con-
sider all relevant medical and sci-
entific evidence, such as medical
records and documentation submitted
by the requester, when determining
whether a covered injury was estab-
lished. In addition, the Secretary may
obtain the views of qualified medical
experts in making determinations con-
cerning covered injuries. As set forth
in the definition of covered counter-
measures, if a covered injury is related
to the administration of a covered
countermeasure, the countermeasure
must have been administered to pre-
vent or treat the smallpox disease or to
control or treat the adverse effects of
vaccinia vaccination or inoculation or
of the administration of another coun-
termeasure. The time periods described
in this part for receiving a covered
countermeasure (during the effective
period of the Declaration) or for
vaccinia contracted from accidental
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vaccinia inoculation (during the effec-
tive period of the Declaration or within
30 days after the end of such period) in
relation to a covered injury must also
be met.

(b) Minor injuries. Any injuries that
the Secretary deems minor will not be
considered covered injuries. Minor in-
juries include expected and routine re-
sponses to the smallpox vaccine, other
covered countermeasures, or accidental
vaccinia inoculation that are not se-
vere (e.g., minor scarring or minor
local reactions, for instance a mild sys-

temic illness with a generalized
maculopapular rash that resolves
quickly).

(c) Table injuries. A requester may es-
tablish that a covered injury occurred
by demonstrating that a smallpox vac-
cine recipient or vaccinia contact sus-
tained an injury listed on the Smallpox
(Vaccinia) Vaccine Injury Table, set
forth in §120.21, within the time inter-
val listed on the Table and as defined
by the Table’s Definitions and Require-
ments, set forth in §120.21(b). In such
circumstances, the requester need not
demonstrate the cause of the injury be-
cause the Secretary will presume, only
for purposes of making determinations
under this subpart, that the injury was
the direct result of the administration
of a smallpox vaccine or exposure to
vaccinia. Even if the Table require-
ments are satisfied, however, an injury
will not be considered a covered injury
if the Secretary determines, based
upon his review of the evidence, that a
source other than the smallpox vaccine
or exposure to vaccinia more likely
than not caused the injury. In such cir-
cumstances, the Table presumption
will be rebutted.

(d) Injuries for which causation must be
proven. If an injury is not included on
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the Table or if a requester is unable to
meet all of the Table requirements
with respect to an injury included on
the Table (e.g., the first symptom or
manifestation of onset of the injury
within the time interval included on
the Table), a requester may establish a
covered injury by proving causation.
To establish that a covered counter-
measure or accidental vaccinia inocu-
lation caused an injury, the requester
must demonstrate, by a preponderance
of the evidence (more likely than not),
that:

(1) In the case of a smallpox vaccine
recipient, he or she sustained an injury
as the direct result of the administra-
tion of a covered countermeasure (in-
cluding the smallpox vaccine) during
the effective period of the Declaration;
or

(2) In the case of a vaccinia contact,
he or she sustained an injury as the di-
rect result of vaccinia contracted
through accidental vaccinia inocula-
tion from a person described in
§102.3(bb)(2) (a person meeting the defi-
nition of a smallpox vaccine recipient,
except that the person need not sustain
a covered injury, or the contact of such
a person), and not as the result of re-
ceiving a smallpox vaccine. Such
vaccinia must have been contracted
during the effective period of the Dec-
laration (or within 30 days after the
end of such period). The Secretary will
consider an injury that resulted from
the administration of a covered coun-
termeasure (other than the smallpox
vaccine) to be the direct result of
vaccinia contracted through accidental
vaccinia inoculation if the covered
countermeasure was administered as a
result of such vaccinia.

[68 FR 70093, Dec. 16, 2003, as amended at 71
FR 29810, May 26, 2006]

§102.21 Smallpox (Vaccinia) Vaccine Injury Table.

(a) SMALLPOX (VACCINIA) VACCINE INJURY TABLE

Injury (illness, disability, injury, or condition)

Time interval for first symptom or manifestation of onset of injury after:
(1) administration of smallpox (vaccinia) vaccine in recipients (R); or (2)
exposure to vaccinia in contacts (C). Please note that these time inter-
vals do not refer to time periods for the date of diagnosis of the injury.

1. Significant Local Skin Reaction .
2. Stevens-Johnson Syndrome ..
3. Inadvertent Inoculation .......
4. Generalized Vaccinia

R or C: 1-21 days.
R or C: 1-21 days.
R or C: 1-21 days.
R or C: 1-21 days.
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