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(5) Hepatitis A vaccines (Item XIII of
the Table) are included on the Table as
of December 1, 2004.

(6) Trivalent influenza vaccines (In-
cluded in item XIV of the Table) are in-
cluded on the Table as of July 1, 2005.
All other seasonal influenza vaccines
(Item XIV of the Table) are included on
the Table as of November 12, 2013.

(7) Meningococcal vaccines and
human papillomavirus vaccines (Items
XV and XVI of the Table) are included
on the Table as of February 1, 2007.

(8) Other new vaccines (Item XVII of
the Table) will be included in the Table
as of the effective date of a tax enacted
to provide funds for compensation paid
with respect to such vaccines. An
amendment to this section will be pub-
lished in the FEDERAL REGISTER to an-
nounce the effective date of such a tax.

[82 FR 6299, Jan. 19, 2017, as amended at 86
FR 68427, Dec. 2, 2021]
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Subpart A—General Provisions

§110.1 Purpose.

This part implements the Public
Readiness and Emergency Prepared-
ness Act (PREP Act), which amended
the Public Health Service Act (herein
after “PHS Act” or ‘‘the Act’) by in-
cluding section 319F-3, and section
319F-4 entitled ‘‘Covered Counter-
measure Process.” Section 319F-4 of
the PHS Act directs the Secretary of
Health and Human Services, following
issuance of a declaration under section
319F-3(b), to establish procedures for
the Countermeasures Injury Compensa-
tion Program (herein after ‘‘CICP” or
““the Program’’) to provide medical and
lost employment income benefits to
certain individuals who sustained a
covered injury as the direct result of
the administration or use of a covered
countermeasure consistent with a dec-
laration issued pursuant to section
319F-3(b), or in the good faith belief
that administration or use of the cov-
ered countermeasure was consistent
with a declaration. Also, if the Sec-
retary determines that an individual
died as a direct result of a covered in-
jury, the Act provides for certain sur-
vivors of that individual to receive
death benefits.

§110.2 Summary of available benefits.

(a) The Act authorizes three forms of
benefits to, or on behalf of, requesters
determined to be eligible by the Sec-
retary:

(1) Payment or reimbursement for
reasonable and necessary medical serv-
ices and items to diagnose or treat a

§110.3

covered injury, or to diagnose, treat, or
prevent its health complications, as de-
scribed in §110.31.

(2) Lost employment income incurred
as a result of a covered injury, as de-
scribed in §110.32.

(3) Death benefits to certain sur-
vivors if the Secretary determines that
the death of the injured counter-
measure recipient was the direct result
of a covered injury, as described in
§110.33.

(b) In general, the benefits paid under
the Program, are secondary to any ob-
ligation of any third-party payer to
provide or pay for such benefits. The
benefits available under the CICP usu-
ally will be paid only after the re-
quester has in good faith attempted to
obtain all other available coverage
from all third-party payers with an ob-
ligation to pay for or provide such ben-
efits (e.g., medical insurance for med-
ical services or items, workers’ com-
pensation program(s) for lost employ-
ment income). However, as provided in
§110.84, the Secretary has the discre-
tion to pay benefits under this Pro-
gram before a potential third-party
payer makes a determination on the
availability of similar benefits and has
the right to later pursue a claim
against any third-party payer with a
legal or contractual obligation to pay
for, or provide, such benefits.

§110.3 Definitions.

This section defines certain words
and phrases found throughout this
part.

(a) Act or PHS Act means the Public
Health Service Act, as amended.

(b) Alternative calculation means the
calculation used in §110.82(c) of this
part for the death benefit available to
dependents younger than 18 years old
at the time of payment.

(c) Approval means a decision by the
Secretary or her designee that the re-
quester is eligible for benefits under
the Program.

(d) Benefits means payments and/or
compensation for reasonable and nec-
essary medical expenses or provision of
services described in §110.31, lost em-
ployment income described in §110.32,
and/or payment to certain survivors of
death benefits described in §110.33.
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(e)(1) Child means any natural, ille-
gitimate, adopted, posthumous child,
or stepchild of a deceased injured coun-
termeasure recipient who, at the time
of the countermeasure recipient’s
death is:

(i) 18 years of age or younger; or

(ii) Between 19 and 22 years of age
and a full-time student; or

(iii) Incapable of self-support due to a
physical or mental disability.

(2) Posthumous child means a child
born after the death of the parent.

(3) Stepchild means a child of an in-
jured countermeasure recipient’s
spouse but who is not the child of the
injured countermeasure recipient. For
a stepchild to be eligible for survivor
death benefits under the Program, the
stepchild’s parent must have been mar-
ried to the injured countermeasure re-
cipient at the time of that injured
countermeasure recipient’s death, and
the stepchild must have been supported
by the injured countermeasure recipi-
ent.

(f) Covered Countermeasure means the
term that is defined in section 319F-
3(i)(1) of the PHS Act and described in
a declaration issued under section
319F-3(b) of the PHS Act (42 U.S.C.
247d-6d@1)(1), (b)). To be a covered coun-
termeasure for purposes of this part,
the countermeasure must have been
administered or used pursuant to the
terms of a declaration, or in a good
faith belief of such; and

(1) Administered or used within a
State (as defined in §110.3(bb)), or oth-
erwise in the territory of the United
States; or

(2) Administered to, or used by, oth-
erwise eligible individuals—

(i) At American embassies or mili-
tary installations abroad (such as mili-
tary bases, ships, and camps); or

(ii) At North Atlantic Treaty Organi-
zation (NATO) installations (subject to
the NATO Status Agreement) where
American servicemen and service-
women are stationed.

(g) Covered Injury means death, or a
serious injury as described in §110.3(z),
and determined by the Secretary in ac-
cordance with §110.20 of this part to be:

(1) An injury meeting the require-
ments of a Covered Countermeasures
Injury Table, which is presumed to be
the direct result of the administration
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or use of a covered countermeasure un-
less the Secretary determines there is
another more likely cause; or

(2) An injury (or its health complica-
tions) that is the direct result of the
administration or use of a covered
countermeasure. This includes serious
aggravation caused by a covered coun-
termeasure of a pre-existing condition.

(h) Declaration means a recommenda-
tion issued by the Secretary under sec-
tion 319F-3(b) of the PHS Act (42 U.S.C.
247d-6d(b)), for the manufacture, test-
ing, development, distribution, admin-
istration, or use of one or more covered
countermeasures, following her deter-
mination that a specific disease, condi-
tion, or threat represents a public
health emergency or a credible risk of
a future public health emergency.

(i) Dependent means, for purposes of
lost employment income benefits, a
person whom the Internal Revenue
Service would consider to be the in-
jured countermeasure recipient’s de-
pendent at the time the covered injury
was sustained. For purposes of survivor
death benefits, dependent means a per-
son whom the Internal Revenue Serv-
ice would consider to be the deceased
injured countermeasure recipient’s de-
pendent at the time the covered injury
was sustained, and who is younger than
the age of 18 at the time of filing the
Request Form.

(j) Disapproval means a decision by
the Secretary that the individual re-
questing benefits is not eligible to re-
ceive benefits under the Program for
the specified injury that is the basis of
the Request for Benefits.

(k) Effective period of the declaration
means the time span specified in a dec-
laration, or as amended by the Sec-
retary.

(1) Federal Employees’ Compensation
Act (FECA) Program means the workers’
compensation benefits program for ci-
vilian officers and employees of the
Federal Government established under
5 U.S.C. 8101 et seq. as amended, and im-
plemented by the United States De-
partment of Labor in regulations codi-
fied at 20 CFR part 10, as amended.

(m) Healthcare provider means an in-
dividual licensed, certified, or reg-
istered by an appropriate authority
and who is qualified and authorized to
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provide health care services, such as di-
agnosing and treating physical or men-
tal health conditions, prescribing
medications, and providing primary
and/or specialty care.

(n) Injured countermeasure recipient
means an individual:

(1) Who, with respect to administra-
tion or use of a covered counter-
measure pursuant to a Secretarial dec-
laration:

(i) Meets the specifications of the
pertinent declaration; or

(i1) Is administered or uses a covered
countermeasure in a good faith belief
that he or she is in a category de-
scribed by paragraph (1)(i) of this defi-
nition; and

(2) Sustained a covered injury as de-
fined in §110.3(g).

(3) If a covered countermeasure is ad-
ministered to, or used by, a pregnant
woman in accordance with paragraphs
(1)) or (1)@di) of this definition, any
child from that pregnancy who sur-
vives birth is an injured counter-
measure recipient if the child is born
with, or later sustains, a covered in-
jury (as defined in section 110.3(g)) as
the direct result of the covered coun-
termeasure’s administration to, or use
by, the mother during her pregnancy.

(o) Lacks legal capacity means legally
incompetent to receive payment(s) of
benefits, as determined under applica-
ble law.

(p) Medical records means documenta-
tion associated with primary care, hos-
pital in-patient and out-patient care,
specialty consultations, and diagnostic
testing and results.

(q) Payer of last resort means that the
Program pays benefits secondary to all
other public and private third-party
payers who have an obligation to pay
for such benefits.

(r) Program means the Counter-
measures Injury Compensation Pro-
gram (CICP).

(s) PREP Act means the Public Readi-
ness and Emergency Preparedness Act,
codified as sections 319F-3 and 319F-4
of the PHS Act (42 U.S.C. 247d-6d, 42
U.S.C. 247d-6e).

(t) Public Safety Officers’ Benefits
(PSOB) Program means the Program es-
tablished under Subpart 1 of part L of
title I of the Omnibus Crime Control
and Safe Streets Act of 1968 (42 U.S.C.

§110.3

3796 et seq.), as amended, and imple-
mented by the United States Depart-
ment of Justice in regulations codified
at 28 CFR part 32, as amended.

(u) Representative (legal or personal)
means someone other than the person
for whom Program benefits are sought,
and who is authorized to file the Re-
quest Package on the requester’s be-
half pursuant to §110.44.

(v) Requester means an injured coun-
termeasure recipient, or survivor, or
the estate of a deceased injured coun-
termeasure recipient (through the ex-
ecutor or administrator of the estate)
who files a Request Package for Pro-
gram benefits, or on whose behalf a Re-
quest Package is filed, under this part.

(w) Request Form or Request for Bene-
fits Form means the document des-
ignated by the Secretary for applying
for Program benefits under this part.

(x) Request Package means the Re-
quest Form, all documentation sub-
mitted by, or on behalf of, the re-
quester, and all documentation ob-
tained by the Secretary as authorized
by, or on behalf of, the requester for
determinations of Program eligibility
and benefits under this part.

(y) Secretary means the Secretary of
Health and Human Services and any
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority conferred
on the Secretary under the PREP Act
has been delegated.

(z) Serious injury means serious phys-
ical injury. Physical biochemical alter-
ations leading to physical changes and
serious functional abnormalities at the
cellular or tissue level in any bodily
function may, in certain cir-
cumstances, be considered serious inju-
ries. As a general matter, only injuries
that warranted hospitalization (wheth-
er or not the person was actually hos-
pitalized) or injuries that led to a sig-
nificant loss of function or disability
(whether or not hospitalization was
warranted) will be considered serious
injuries.

(aa) Standard calculation means the
calculation used in §110.82(b) of this
part for the death benefit available to
all eligible survivors (other than sur-
viving dependents younger than the
age of 18 who do not fit the definition
of “‘child”” under §110.3(e)).
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(bb) State means any State of the
United States of America, the District
of Columbia, United States territories,
commonwealths, and possessions, the
Republic of the Marshall Islands, the
Republic of Palau, and the Federated
States of Micronesia.

(cc) Survivor means a person meeting
the requirements of §110.11 with re-
spect to a deceased injured counter-
measure recipient who died as a direct
result of a covered injury.

(dd) Table or Table of Injuries means a
Table of Covered Countermeasure Inju-
ries to be included under Subpart K of
this part, including the definitions and
requirements set out therein.

(ee) Third-party payer means the
United States (other than for payments
of benefits under this Program) or any
other third party, including but not
limited to, any State or local govern-
mental entity, private insurance car-
rier, or employer, any public or private
entity with a legal or contractual obli-
gation to pay for or provide benefits.
The Program is the payer of last re-
sort.

[756 FR 63675, Oct. 15, 2010, as amended at 76
FR 62308, Oct. 7, 2011]

Subpart B—Persons Eligible To
Receive Benefits

§110.10 Eligible requesters.

(a) The following requesters may, as
determined by the Secretary, be eligi-
ble to receive benefits from this Pro-
gram:

(1) Injured countermeasure recipi-
ents, as described in §110.3(n);

(2) Survivors, as described in
§110.3(cc) and §110.11; or

(3) Estates of deceased injured coun-
termeasure recipients through individ-
uals authorized to act on behalf of the
deceased injured countermeasure re-
cipient’s estate under applicable State
law (i.e., executors or administrators).

(b) If a countermeasure recipient
dies, his or her survivor(s) and/or the
executor or administrator of his or her
estate may file a new Request Package
(or Request Package(s)) or amend a
previously filed Request Package. A
new Request Package may be filed
whether or not a Request Package was
previously submitted by, or on behalf
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of, the deceased injured counter-
measure recipient, but must be filed
within the filing deadlines described in
§110.42. Amendments to previously
filed Request Packages and the filing
deadlines for such amendments are de-
scribed in §110.46.

(c) The benefits available to different
categories of requesters are described
in §110.30.

§110.11 Survivors.

(a) Survivors of injured countermeasure
recipients who died as the direct result of
a covered injury. If the Secretary deter-
mines that an injured countermeasure
recipient died as the direct result of a
covered injury (or injuries), his or her
survivor(s) may be eligible for death
benefits.

(b) Survivors who may be eligible to re-
ceive benefits and the 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), (4), and
(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.

(3) In the PSOB Program, the person
who is survived must have satisfied the
eligibility requirements for a deceased
public safety officer, whereas the per-
son who is survived under this Program
must be a deceased injured counter-
measure recipient 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
countermeasure recipient may be eligi-
ble as a survivor under this Program.
Such legal guardianship must be deter-
mined by a court of competent juris-
diction under applicable State law.

(6) A surviving dependent younger
than the age of 18 whose legal guardian
opts to receive a death benefit under
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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
countermeasure recipient for purposes
of the PSOB Program. However, such a
dependent may only be eligible to re-
ceive benefits under the alternative
death benefits calculation, described in
§110.82(c), and is not eligible to receive
death benefits under the standard cal-
culation described in §110.82(b). Death
benefits paid under the alternative cal-
culation will be paid to the dependents’
legal guardian(s) on behalf of all such
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

§ 11(?.20 How to establish a covered in-
Jjury.

(a) General. Only serious injuries, as
described in §110.3(z), or deaths are cov-
ered under the Program. In order to be
eligible for benefits under the Pro-
gram, a requester must submit docu-
mentation showing that a covered in-
jury, as described in §110.3(g), was sus-
tained as the direct result of the ad-
ministration or use of a covered coun-
termeasure pursuant to the terms of a
declaration under section 319F-3(b) of
the PHS Act (including administration
or use during the effective period of the
declaration) or as the direct result of
the administration or use of a covered
countermeasure in a good faith belief
that it was administered or used pursu-
ant to the terms of a declaration (in-
cluding administration or use during
the effective period of the declaration).
A requester can establish that a cov-
ered injury was sustained by dem-
onstrating to the Secretary that a

§110.20

Table injury occurred, as described in
paragraph (c) of this section. In the al-
ternative, a requester can establish
that an injury was actually caused by a
covered countermeasure, as described
in paragraph (d) of this section. The
Secretary may obtain the opinions of
qualified medical experts in making de-
terminations concerning covered inju-
ries.

(b) Table injuries. A Table lists and
explains injuries that, based on com-
pelling, reliable, valid, medical and sci-
entific evidence, are presumed to be
caused by a covered countermeasure,
and the time periods in which the onset
(i.e., first sign or symptom) of these in-
juries must occur after administration
or use of the covered countermeasures.
If an injury occurred within the listed
time periods, and at the level of sever-
ity required, there is a rebuttable pre-
sumption that the covered counter-
measure was the cause of the injury. A
Table is accompanied by Qualifications
and Aids to Interpretation which pro-
vide an explanation of the injuries list-
ed on a Table. A requester may estab-
lish that a covered injury occurred by
demonstrating that the counter-
measure recipient sustained an injury
listed on a Table, within the time in-
terval defined by the Table’s Defini-
tions and Requirements. In such cir-
cumstances, 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
or use of a covered countermeasure.
Even if the Table requirements are sat-
isfied, however, an injury will not be
considered a covered injury if the Sec-
retary determines, based on her review
of the evidence, that a source other
than the countermeasure more likely
caused the injury. In such cir-
cumstances, the Table presumption of
causation will be rebutted.

(c) Injuries for which causation must be
shown (non-Table injuries). If an injury
is not included on a Table or if the in-
jury does not meet the requirements
set out for an injury that is listed on a
Table (e.g., the first sign or symptom of
the injury did not occur within the
time interval specified on the Table),
the requester must demonstrate that
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the injury occurred as the direct result
of the administration or use of a cov-
ered countermeasure. Such proof must
be based on compelling, reliable, valid,
medical and scientific evidence. Tem-
poral association between receipt of
the countermeasure and onset of the
injury is not sufficient by itself to
prove that the countermeasure caused
the injury.

(d) Injuries resulting from the under-
lying condition for which the counter-
measure was administered or used. An in-
jury sustained as the direct result of
the covered condition or disease for
which the countermeasure was admin-
istered or used, and not as the direct
result of the administration or use of
the covered countermeasure, is not a
covered injury (e.g., if the covered
countermeasure is ineffective in treat-
ing or preventing the underlying condi-
tion or disease).

Subpart D—Available Benefits

§110.30 Benefits available to different
categories of requesters under this
Program.

(a) Benefits available to injured coun-
termeasure recipients. A requester who is
an injured countermeasure recipient
may be eligible to receive either med-
ical benefits or benefits for lost em-
ployment income, or both.

(b) Benefits available to survivors. A re-
quester who is an eligible survivor of a
deceased injured countermeasure re-
cipient may be eligible to receive a
death benefit if the death was caused
by the covered injury or its health
complications.

(c) Benefits available to estates of de-
ceased injured countermeasure recipients.
The estate of an otherwise eligible de-
ceased injured countermeasure recipi-
ent may be eligible to receive medical
benefits or benefits for lost employ-
ment income, or both, if such benefits
were accrued during the deceased coun-
termeasure recipient’s lifetime, or at
the time of death, as a result of a cov-
ered injury or its health complications,
but have not yet been paid in full by
the Program. Such medical benefits
and benefits for lost employment in-
come may be available regardless of
the cause of death. The estate of the
deceased injured countermeasure re-
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cipient may not receive a death ben-
efit. Death benefits are only available
to certain survivors.

§110.31 Medical benefits.

(a) Injured countermeasure recipi-
ents may receive payments or reim-
bursements for medical services and
items that the Secretary determines to
be reasonable and necessary to diag-
nose or treat a covered injury, or to di-
agnose, treat, or prevent the health
complications of a covered injury. The
Secretary may pay for such medical
services and items in an effort to cure,
counteract, or minimize the effects of
any covered injury, or any health com-
plication of a covered injury, or to give
relief, reduce the degree or the period
of disability, or aid in lessening the
amount of benefits to a requester (e.g.,
a surgical procedure that lessens the
amount of time and expense for the
treatment of a covered injury). The
Secretary may make such payments or
reimbursements if reasonable and nec-
essary medical services and items have
already been provided or if they are
likely to be needed in the future. In
making determinations about which
medical services and items are reason-
able and necessary, the Secretary may
consider whether those medical serv-
ices and items were prescribed or rec-
ommended by a healthcare provider,
and may consider whether the applica-
ble service or item is within the stand-
ard of care for that condition.

(b) To receive medical benefits for
the health complications of a covered
injury, a requester must demonstrate
that the complications are the direct
result of the covered injury. Examples
of health complications include, but
are not limited to, ill-effects that stem
from the covered injury, an adverse re-
action to a prescribed medication or as
a result of a diagnostic test used in
connection with a covered injury, or a
complication of a surgical procedure
used to treat a covered injury.

(c) The calculation of medical bene-
fits available under this Program is de-
scribed in §110.80. Although there are
no caps on medical benefits, the Sec-
retary may limit payments to the
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amounts that she determines are rea-
sonable for services and items consid-
ered reasonable and necessary. All pay-
ment or reimbursement for medical
services and items is secondary to any
obligation of any third-party payer to
pay for or provide such services or
items to the requester. As provided in
§110.84, the Secretary retains the right
to recover medical benefits paid by the
Program to requesters if third-party
payers are obligated to provide those
benefits. Requesters are expected to
make good faith efforts to pursue med-
ical benefits and services from their
primary payers. The Secretary reserves
the right to disapprove medical bene-
fits if the requester fails to do so.

(d) The Secretary may make pay-
ments of medical benefits or reim-
bursements of medical expenses de-
scribed in this section to the estate of
a deceased injured countermeasure re-
cipient as long as such payments or ex-
penses were accrued during the de-
ceased injured countermeasure recipi-
ent’s lifetime, or at the time of death,
as the result of the covered injury or
its health complications, and were not
paid in full by the Program before the
deceased injured countermeasure re-
cipient died.

§110.32 Benefits for lost employment
income.

(a) Requesters who are determined to
be eligible for Program benefits as in-
jured countermeasure recipients may
be able to receive benefits for loss of
employment income incurred as a re-
sult of a covered injury (or its health
complications, as described in
§110.31(b)). Compensation for lost
wages is paid as a percentage of the
amount of employment income earned
at the time of injury and lost as the re-
sult of the covered injury or its health
complications. The period of time re-
quested for lost employment income
benefits must be supported by the se-
verity of the covered injury as dem-
onstrated by the medical and employ-
ment records.

(b) The method and amount of bene-
fits for lost employment income are de-
scribed in §110.81. Benefits for lost em-
ployment income will be adjusted if
there are fewer than ten days of lost
employment income. Pursuant to law,

§110.33

and as described in §110.81, benefits
provided for lost employment income
may also be adjusted for annual and
lifetime caps. Payment of benefits for
lost employment income is secondary
to any obligation of any third-party
payer to pay for lost employment in-
come or to provide disability or retire-
ment benefits to the requester. It is the
obligation of requesters to follow all
specified procedures to apply for and
acquire third-party benefits. The Sec-
retary has the discretion to disapprove
lost employment income benefits if the
requester fails to do so. As provided in
§110.84, the Secretary reserves the
right to recover lost employment in-
come benefits paid by the Program to
requesters if third-party payers are ob-
ligated to provide those benefits.

(c) The Secretary does not require an
individual to use paid leave (e.g., sick
leave or vacation leave) for lost work
days. However, if an individual uses
paid leave for lost work days, the Sec-
retary will not consider those days to
be days of lost employment income un-
less the individual reimburses the em-
ployer for the paid leave taken and the
employer restores the leave that was
used. This puts the individual back in
the same position as if he or she had
not used paid leave for the lost work
days.

(d) The Secretary may pay benefits
for lost employment income to the es-
tate of a deceased injured counter-
measure recipient as long as such bene-
fits were accrued during the deceased
injured countermeasure recipient’s
lifetime as the result of a covered in-
jury or its health complications, and
were not paid in full by the Program
before the deceased injured counter-
measure recipient died. However, no
such lost employment income may be
paid after the receipt, by the survivor
or survivors of a deceased injured coun-
termeasure recipient, of death benefits
under §110.82.

§110.33 Death benefits.

(a) Eligible survivors may be able to
receive a death benefit under this Pro-
gram if the Secretary determines that
an otherwise eligible countermeasure
recipient sustained a covered injury
and died as a direct result of the injury
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or its health complications. The meth-
od and amount of death benefits are de-
scribed in §110.82. As provided in
§110.84, the Secretary retains the right
to recover death benefits paid by the
Program if third-party payers are obli-
gated to provide those benefits. There
are two different calculations for death
benefits: the standard calculation and
the alternative calculation.

(b) The standard calculation, de-
scribed in §110.82(b), is based upon the
death benefit available under the PSOB
Program and is available to all eligible
survivors with one exception (surviving
dependents younger than the age of 18
who do not fit the definition of ‘‘child”
under §110.3(e)). In the event that
death benefits were paid under the
PSOB Program with respect to the de-
ceased injured countermeasure recipi-
ent, no death benefits may be paid
under the standard calculation. In ad-
dition, death benefits under this stand-
ard calculation are secondary to dis-
ability benefits under the PSOB Pro-
gram. If a disability benefit was paid
under the PSOB Program, the amount
of that disability benefit would be de-
ducted from benefits payable under the
standard calculation.

(c) The alternative calculation, de-
scribed in §110.82(c), is based on the in-
jured countermeasure recipient’s em-
ployment income at the time of the
covered injury. Payment under this
calculation is only available to sur-
viving dependents who are younger
than the age of 18 at the time of pay-
ment. The legal guardian(s) of such
surviving dependents must select the
death benefit as calculated under this
alternative calculation before it will be
paid. Annual and lifetime caps may
apply. The payment of a death benefit
as calculated under this alternative
calculation is secondary to other bene-
fits paid or payable with respect to the
deceased injured countermeasure re-
cipient, namely:

(1) Compensation for loss of employ-
ment income (except for lost employ-
ment income under this Program);

(2) Death or disability benefits (i.e.,
payments including, but not limited to,
those under the PSOB Program) on be-
half of the dependent(s) or their legal
guardian(s);
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(3) Retirement benefits on behalf of
the dependent(s) or their legal guard-
ians; or

(4) Life insurance benefits on behalf
of the dependent(s).

Subpart E—Procedures for Filing
Request Packages

§110.40 How to obtain forms and in-
structions.

(a) Copies of all necessary forms and
instructions will be available:

(1) By writing to the Counter-
measures Injury Compensation Pro-
gram, Healthcare Systems Bureau,

Health Resources and Services Admin-
istration, Parklawn Building, Room
11C-26, 5600 Fishers Lane, Rockville,
MD 20857.

(2) By calling 1-888-ASK-HRSA. This
is a toll-free number.

(3) By downloading them from the
Internet at hitp://www.hrsa.gov/
countermeasurescomp/. Click on the link
to “Forms and Instructions.”

(b) Before reviewing a Request for
Benefits, the Secretary will assign a
case number to the Request for Bene-
fits and so inform the requester (or his
or her representative) in writing. All
correspondence to the requester (or his
or her representative) about a specific
Request for Benefits will be referenced
by this case number.

§110.41 How to file a Request Pack-
age.

A Request Package comprises all the
forms and documentation that are sub-
mitted to enable the Secretary to de-
termine eligibility and calculate bene-
fits. Request Packages may be sub-
mitted through the U.S. Postal Serv-
ice, commercial carrier, or private cou-
rier service. The Countermeasures In-
jury Compensation Program will not
accept Request Packages that are
hand-delivered. Electronic submissions
are not currently accepted, but may be
in the future. The Program will publish
a notice if electronic filing becomes
available. Requesters (or their rep-
resentatives) should send all forms and
documentation to the Countermeasures
Injury Compensation Program,
Healthcare Systems Bureau, Health
Resources and Services Administra-
tion, Parklawn Building, Room 11C-26,
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5600 Fishers Liane, Rockville, MD 20857.
All documentation to the Program
must include the case number once one
has been assigned to the requester.

§110.42 Deadlines for filing Request
Forms.

(a) General. All Request Forms (or
Letters of Intent, described in para-
graph (b) of this section) must be filed
within one year of the date of the ad-
ministration or use of a covered coun-
termeasure that is alleged to have
caused the injury. If no previous Re-
quest Form (or Letter of Intent) has
been filed, this deadline also applies to
survivor(s) of an injured counter-
measure recipient who is deceased, and
to the executor or administrator of his
or her estate. If a Request Form (or
Letter of Intent) was previously filed,
§110.46 describes amendments to Re-
quest Packages.

(b) Letters of Intent. Until Request
Forms and Instructions are available,
requesters must file a Letter of Intent
to File, in order to establish that their
Requests for Benefits are timely filed
within the one-year deadline. Direc-
tions for submitting a Letter of Intent
(to file) are available on the Program’s
Web site at http://www.hrsa.gov/
countermeasurescomp/ or by calling 1-
888—-ASK-HRSA. Even once Request
Forms are available, the Secretary has
the discretion to accept Letters of In-
tent (to file) for purposes of meeting
the filing deadline. However, when Re-
quest Forms and Instructions are
available, all requesters who have sub-
mitted Letters of Intent must still file
Request Forms as soon as possible.

(c) Determination of proper filing. The
filing date is the date the Request
Form (or Letter of Intent) is post-
marked. A legibly dated receipt from a
commercial carrier, a private courier
service, or the U.S. Postal Service will
be considered equivalent to a post-
mark. If and when Request Forms are
accepted electronically, the filing date
is the date the Request Form is sub-
mitted electronically. A Request Form
will not be considered filed unless it
has been completed (to the fullest ex-
tent possible) and signed by the re-
quester or his or her personal or legal
representative. After filing a Request
Form within the governing filing dead-

§110.42

line, a requester must update the Re-
quest Package to reflect new informa-
tion as it becomes available (e.g., cop-
ies of medical records generated after
the initial submission of the Request
Package).

(d) Request Forms mot filed within the
one-year deadline. If the Secretary de-
termines that a Request Form or Let-
ter of Intent was not filed within the
governing filing deadline set out in this
section, the Request Form (or Letter of
Intent) will not be processed and the
requester will not be eligible for bene-
fits under this Program.

(e) Constructive receipt. The Secretary
reserves the right to consider a legal
claim filed with the Federal Govern-
ment (e.g., a Federal Tort Claims Act
claim or a petition with the National
Vaccine Injury Compensation Pro-
gram) concerning an alleged injury re-
sulting from the administration or use
of a covered countermeasure to be a fil-
ing of a Request Form or Letter of In-
tent for purposes of determining the
filing date under this Program. The
date of such constructive filing will be
the official filing date of the action,
i.e., when all applicable requirements
for proper filing in that forum have
been met.

(f) Request Forms (or amendments to
Request Forms) based on initial publica-
tion of a Table of Injuries or modifications
to an existing Table. The Secretary may
publish a new Table (or Tables) by
amendment(s) to subpart K of this
part. The effect of such a new Table or
amendment may enable a requester
who previously could not establish a
Table injury to do so. In such cir-
cumstances, within one year after the
effective date of the establishment of,
or amendment to, the Table, the re-
quester must file a new Request Form
if one was previously submitted and
eligibility was denied or if one was not
previously submitted. If the Secretary
has not made a determination, she will
automatically review any pending Re-
quest Forms in light of the new or
amended Table(s).

[75 FR 63675, Oct. 15, 2010, as amended at 76
FR 62309, Oct. 7, 2011]
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§110.43 Deadlines for submitting doc-
umentation.

(a) Documentation for eligibility deter-
minations. A requester will satisfy the
filing deadline as long as the signed
Request Form is completed (to the full-
est extent possible) and submitted
within the governing filing deadline de-
scribed in §110.42. The Secretary gen-
erally will not begin review of a re-
quester’s eligibility until all the docu-
mentation necessary to make this de-
termination has been submitted.

(b) Documentation for benefits deter-
minations. Although the Secretary will
accept documentation required to
make benefits determinations (i.e., cal-
culate benefits available, if any) at the
time the Request Form is filed or any
time thereafter, requesters need not
submit such documentation until they
have been notified that the Secretary
has determined eligibility. The Sec-
retary will not generally begin review
of the benefits available to a requester
until the documentation necessary to
make a benefits determination has
been submitted.

§110.44 Legal or personal representa-
tives of requesters.

(a) Generally. Persons other than a re-
quester (e.g., a lawyer, guardian, fam-
ily member, friend) may file a Request
Package on a requester’s behalf as his
or her legal or personal representative.
A requester need not use the services of
a lawyer to apply for benefits under
this Program. A legal representative,
or a personal representative (who does
not need to be a lawyer) is only re-
quired, as described in this section, for
requesters who are minors or adults
who lack legal capacity to receive pay-
ment of benefits. In the event that a
legal or personal representative files
on behalf of a requester, the represent-
ative will be bound by the obligations
and documentation requirements that
apply to the requester (e.g., if a re-
quester is required to submit employ-
ment records, the representative must
file the requester’s employment
records). The representative must also
satisfy the requirements specific to
representatives set out in this part. If
a requester has a representative, the
Program will generally direct all com-
munications to the representative.
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However, the Secretary reserves the
right of the Program to contact the re-
quester directly if necessary, and to
conduct a follow-up survey to deter-
mine the ability of the Program to
meet requesters’ needs.

(b) Legal or personal representatives of
legally competent adults. A requester
who is a legally competent adult may
use a legal or personal representative
to submit a Request Package on his or
her behalf. In such circumstances, the
requester must indicate on the Request
Form that he or she is authorizing the
representative to seek benefits under
this Program on his or her behalf.

(c) Legal or personal representatives of
minors and adults who lack legal capacity
to receive payment of benefits. A re-
quester who is a minor or an adult who
lacks legal capacity to receive pay-
ment of benefits must use a legal or
personal representative to apply for
benefits under this Program on his or
her behalf. In such circumstances, the
representative must indicate, in the
place provided on the Request Form,
that the requester is a minor or an
adult who lacks legal capacity to re-
ceive payment of benefits and that the
representative is filing on behalf of the
requester. In addition, before the re-
quester will be paid by the Program,
the representative must submit the
documentation described in §110.63. A
minor who is emancipated, as deter-
mined by a court of competent juris-
diction, does not need a legal or per-
sonal representative to file a Request
Form or Request Package on his or her
behalf.

(d) No payment or reimbursement for
legal or personal representatives’ fees or
costs. The Act does not authorize the
Secretary to pay for, or reimburse, any
fees or costs associated with the re-
quester’s use of the services of a legal
or personal representative under this
Program, including those of an attor-
ney.

§110.45 Multiple survivors.

Multiple survivors of the same de-
ceased injured countermeasure recipi-
ent may file Request Forms separately
or together. Multiple survivors may
also submit one set of any required
documentation on behalf of all of the
requesting survivors as long as such
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documentation is identical for each
survivor.

§110.46 Amending a Request Package.

(a) Generally. All requesters may
amend their documentation concerning
eligibility up to the time the Secretary
has made an eligibility determination.
Requesters are expected to submit ad-
ditional medical records as they be-
come available. Requesters also may
amend their information or docu-
mentation concerning the calculation
of benefits until the Secretary has
made a benefits determination. Once
an eligibility determination has been
made, the Secretary will not accept ad-
ditional documentation concerning eli-
gibility, except as described in para-
graphs (b) and (c) of this section. Once
a benefits determination has been made,
the Secretary will not accept addi-
tional documentation regarding the
type or amount of benefits for that
covered injury, except as described in
paragraphs (b) and (c¢) of this section.

(b) Requesters who are survivors. If an
injured countermeasure recipient sub-
mitted a Request Form within the fil-
ing deadline, but subsequently dies, or
the executor or administrator timely
filed on behalf of the estate, the sur-
vivor(s) may amend the previously
filed Request Package at any time by
filing a new Request Form in order to
be considered for death benefits. Such
an amendment can be filed regardless
of whether the Secretary made an eli-
gibility determination or paid benefits
with respect to the deceased injured
countermeasure recipient’s Request
Package. However, a survivor filing an
amendment to a previously filed Re-
quest Package may only be eligible for
benefits if the previously filed Request
Package was filed within the governing
filing deadline. All documentation that
has already been submitted with re-
spect to the deceased injured counter-
measure recipient will be considered
part of the survivor requester’s Re-
quest Package, and he or she is not re-
quired to resubmit such documenta-
tion. Survivor requesters must also file
an amendment to a Request Package if
there is a change in the order of pri-
ority of survivors, as described in
§110.11.

§110.50

(c) Requests in which the benefits are
sought for the estate of a deceased injured
countermeasure recipient. If an injured
countermeasure recipient submitted a
Request Form within the filing dead-
line, but subsequently dies before all
due benefits are paid by the Program,
the executor or administrator of his or
her estate may amend his or her Re-
quest Package at any time in order for
the estate to be considered for benefits.
This opportunity to amend applies also
if the Request Form was timely filed
by a survivor. Such an amendment can
be filed regardless of whether the Sec-
retary made an eligibility determina-
tion or paid benefits with respect to
the deceased injured countermeasure
recipient’s Request Package. However,
the executor or administrator of the
deceased injured countermeasure re-
cipient’s estate filing an amendment to
a previously filed Request Package
may only be eligible to receive benefits
on behalf of the estate if the previously
filed Request Package was filed within
the governing deadline. All documenta-
tion that has already been submitted
with respect to the deceased injured
countermeasure recipient will be con-
sidered part of that person’s Request
Package, and the executor or adminis-
trator of the estate is not required to
resubmit such documentation.

Subpart F—Documentation Re-
quired for the Secretary To
Determine Eligibility

§110.50 Medical records necessary for
the Secretary to determine whether
a covered injury was sustained.

(a) In order to determine whether an
injured countermeasure recipient sus-
tained a covered injury, a requester
must arrange for his or her medical
providers to submit to the Program the
following medical records, as defined in
§110.3(p):

(1) All medical records documenting
medical visits, procedures, consulta-
tions, and test results that occurred on
or after the date of administration or
use of the covered countermeasure; and

(2) All hospital records, including the
admission history and physical exam-
ination, the discharge summary, all
physician subspecialty consultation re-
ports, all physician and nursing
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progress notes, and all test results that
occurred on or after the date of admin-
istration or use of the covered counter-
measure; and

(3) All medical records for one year
prior to administration or use of the
covered countermeasure as necessary
to indicate an injured countermeasure
recipient’s pre-existing medical his-
tory.

(b) A requester may submit addi-
tional medical documentation that he
or she believes will support the Re-
quest Package. Although generally not
required if a Table injury was sus-
tained, a requester may introduce addi-
tional medical documentation or sci-
entific evidence in order to establish
that an injury was caused by a covered
countermeasure. Letters from treating
physicians may be submitted as addi-
tional evidence, but may not substitute
for the medical documentation re-
quired in paragraph (a) of this section.

(c) If certain medical records listed
in paragraph (a) of this section are un-
available to the Program after the re-
quester has made reasonable efforts to
facilitate the records being sent to the
Program, the requester must submit a
statement describing the reasons for
the records’ unavailability and the ef-
forts he or she has made to arrange for
the health care providers to submit
them. The Secretary has the discretion
to accept this statement in place of the
unavailable medical records. In this
circumstance, the Secretary may at-
tempt to obtain the records on the re-
quester’s behalf.

(d) In certain circumstances, the Sec-
retary may require additional records
to make a determination that a cov-
ered injury was sustained (e.g., medical
records more than one year prior to the
date of administration or use of the
covered countermeasure) or may deter-
mine that certain records described in
paragraph (a) of this section are not
necessary for an eligibility determina-
tion.

(e) Although the Secretary prefers to
receive medical records directly from
healthcare providers, she has the dis-
cretion to accept them from the re-
quester.
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§110.51 Documentation an injured
countermeasure recipient must sub-
mit for the Secretary to make a de-
termination of eligibility for Pro-
gram benefits.

(a) An injured countermeasure recipi-
ent (or his or her legal or personal rep-
resentative) must submit all of the fol-
lowing documentation in order for the
Secretary to make a determination of
eligibility:

(1) A completed and signed Request
Form submitted within the filing dead-
line described in §110.42; and

(2) Records sufficient to demonstrate
that the injured countermeasure re-
cipient used or was administered a cov-
ered countermeasure; and

(3) Records sufficient to demonstrate
that the injured countermeasure re-
cipient sustained a covered injury, as
defined in §110.3(g), in accordance with
the requirements set forth in §110.50;
and

(4) A copy of each signed Authoriza-
tion for Health Information Form au-
thorizing the release of records to the
Program that was sent by the re-
quester to each healthcare provider in-
structing that the records be submitted
directly to the Program.

(b) In certain circumstances, some of
the above documentation may not be
required, or additional documentation
may be required, in which case the Sec-
retary will so notify the requester. For
example, the Secretary may require
records sufficient to demonstrate that
the injured countermeasure recipient
was administered or used a covered
countermeasure in accordance with the
provisions of a Secretarial declaration,
or in the good faith belief that it was
so administered or used, if she is un-
able to determine this from the records
submitted. In order to meet the speci-
fications of a declaration, some indi-
viduals will need to show that the ac-
tivity giving rise to the injury (i.e., ad-
ministration or use of the covered
countermeasure) was authorized in ac-
cordance with the public health and
medical response of the Authority Hav-
ing Jurisdiction, as defined in the per-
tinent declaration, to prescribe, admin-
ister, deliver, distribute or dispense the
covered countermeasure following a
declaration of an emergency, as defined
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in the pertinent declaration. For pur-
poses of this part, this requirement can
be satisfied by showing that the cov-
ered countermeasure was administered
or used following the declaration of an
emergency, as defined in the pertinent
declaration, by an Authority Having
Jurisdiction, as defined in the perti-
nent declaration either:

(1) Pursuant to a written agreement
or other formal arrangement with an
Authority Having Jurisdiction; or

(2) In accordance with the written
recommendations of an Authority Hav-
ing Jurisdiction.

§110.52 Documentation a survivor
must submit for the Secretary to
make a determination of eligibility
for death benefits.

(a) A requester who is a survivor
under §110.11 must submit the fol-
lowing documentation in order for a
determination of eligibility for a death
benefit to be made:

(1) All of the documentation required
for individuals in §110.51. There is no
need to duplicate documentation al-
ready submitted to satisfy the require-
ments of other subparts in this part.
For example, if the deceased injured
countermeasure recipient had pre-
viously filed, the documentation sub-
mitted does not have to be re-sub-
mitted; and

(2) A death certificate for the de-
ceased countermeasure recipient. If a
death certificate is unavailable, the re-
quester must submit a letter providing
the reasons for its unavailability. The
Secretary has the discretion to accept
other documentation as evidence that
the injured countermeasure recipient
is deceased; and

(3) Medical records sufficient to es-
tablish that the deceased injured coun-
termeasure recipient died as the result
of the covered injury or its health com-
plications. Such medical records may
be the same as those required under
§110.50. If an autopsy was performed,
the requester must submit a complete
copy of the final autopsy report; and

(4) Documentation showing that the
requester is an eligible survivor, pursu-
ant to §110.11 (e.g., birth certificate or
marriage certificate); and

(6) Verification, on the place pro-
vided on the Request Form, either that

§110.53

there are no other eligible survivors
(e.g., for surviving eligible children,
that there is no surviving spouse, no
other surviving eligible children, and
no other surviving dependents younger
than the age of 18 who may be eligible
for the death benefit under the alter-
native calculation) or that other eligi-
ble survivors exist (along with the in-
formation known about such sur-
vivors). Section 110.11 describes eligible
survivors and the priorities of survivor-
ship; and

(6) Even if a Request Form had pre-
viously been filed by the injured coun-
termeasure recipient, the survivor(s)
must submit a new Request Form.

(b) [Reserved]

§110.53 Documentation the executor
or administrator of the estate of a
deceased injured countermeasure
recipient must submit for the Sec-
retary to make a determination of
eligibility for benefits to the estate.

(a) The executor or administrator of
the estate of a deceased injured coun-
termeasure recipient must submit the
following documentation in order for a
determination of eligibility for benefits
to the estate to be made:

(1) All of the documentation required
for individuals in §110.51;

(2) A death certificate for the de-
ceased injured countermeasure recipi-
ent. If a death certificate is unavail-
able, the executor or administrator
must submit a letter providing the rea-
sons for its unavailability. The Sec-
retary has the discretion to accept
other documentation as evidence that
the injured countermeasure recipient
is deceased; and

(3) Documentation showing that the
individual is the executor or adminis-
trator of the estate of the deceased in-
jured countermeasure recipient, e.g.,
Letter of Administration issued by a
court of competent jurisdiction; and

(4) Even if a Request Form had pre-
viously been filed by the injured coun-
termeasure recipient, the executor or
administrator of the estate must sub-
mit a new Request Form.

(b) [Reserved]
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Subpart G—Documentation Re-
quired for the Secretary To
Determine Program Benefits

§110.60 Documentation a requester
who is determined to be eligible
must submit for the Secretary to
make a determination of medical
benefits.

(a) A requester determined by the
Secretary to be eligible for Program
benefits and who seeks payment or re-
imbursement for medical services or
items must provide the following, in
addition to the documentation sub-
mitted under subpart F of this part:

(1) List of third-party payers. The re-
quester must submit a list of all third-
party payers that may have an obliga-
tion to pay for or provide any medical
services or items to the injured coun-
termeasure recipient for which pay-
ment or reimbursement is being sought
under this Program. Such third-party
payers may include, but are not lim-
ited to, health maintenance organiza-

tions, health insurance companies,
workers’ compensation programs,
Medicare, Medicaid, Department of

Veterans Affairs, military treatment
facilities (MTFs), and any other enti-
ties obligated to provide medical serv-
ices or items or reimburse individuals
for medical expenses. Such a list must
include the injured countermeasure re-
cipient’s account numbers and other
applicable information. If the requester
knows of no such third-party payer, he
or she must so certify in writing. If the
requester becomes aware that a third-
party payer may have such an obliga-
tion, the requester must inform the
Secretary within ten business days of
becoming aware of this information,
even after benefits have been paid by
the Program.

(2) Documents for medical services or
items provided since the onset of the cov-
ered injury. A requester seeking pay-
ment or reimbursement for medical
services or items already provided for a
covered injury or its health complica-
tions must submit an itemized state-
ment from each healthcare provider or
entity (e.g., clinic, hospital, doctor, or
pharmacy) and third-party payer list-
ing the services or items provided to
diagnose or treat the covered injury or
its health complications and the
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amounts paid or expected to be paid by
third parties for such services or items
(e.g., an Explanation of Benefits from
the individual’s health insurance com-
pany). If no third-party payer has an
obligation to pay for or provide such
services or items, the requester must
so certify in writing and submit an
itemized list of the services or items
provided (including the total cost of
such services or items). To assist the
Secretary in making a determination
as to whether such services or items
were reasonable and necessary to diag-
nose or treat a covered injury, or to di-
agnose, treat, or prevent its health
complications, the requester may sub-
mit, in addition to the required med-
ical records, documentation showing
that a health-care provider prescribed
or recommended such services or
items. The medical records must sup-
port the requested services and items.

(3) Documents for medical services and
items expected to be provided in the fu-
ture. A requester seeking payments for
medical services or items resulting
from a covered injury or its health
complications expected to be provided
in the future must submit a statement
from each healthcare provider (e.g., a
treating neurologist for neurological
issues and a treating cardiologist for
cardiac issues) describing those serv-
ices and items that appear likely to be
needed to diagnose or treat the covered
injury, or to diagnose, treat, or prevent
its health complications, in the future.
The medical records must support the
requested services and items. A re-
quester must submit documentation, if
available, concerning the likely cost
of, and the amount expected to be cov-
ered by third-party payers for, such
services or items. Consent for the Pro-
gram to communicate directly with the
healthcare providers may also be re-
quired.

(b) [Reserved]

§110.61 Documentation a requester
who is determined to be eligible
must submit for the Secretary to
make a determination of lost em-
ployment income benefits.

(a) A requester determined by the
Secretary to be eligible for Program
benefits and who seeks benefits for lost
employment income must provide, in
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addition to the documentation sub-
mitted under subpart F of this part,
documentation describing:

(1) The number of days (including
partial days) of work missed by the in-
jured countermeasure recipient as a re-
sult of the covered injury or its health
complications for which employment
income was lost (e.g., time sheet from
the relevant pay period(s) showing
work days missed). As stated in
§110.32(c), days for which an individual
used paid leave will be considered days
of work for which employment income
was received and, therefore, would not
qualify for lost employment income
benefits. However, if the injured coun-
termeasure recipient reimburses the
employer for the paid leave taken and
the employer restores the leave that
was used, the individual may be eligi-
ble for lost employment income bene-
fits for those days; and

(2) The injured countermeasure re-
cipient’s gross employment income at
the time the covered injury was sus-
tained (e.g., the individual’s Federal
tax return or pay stub(s) from all em-
ployers at the time of the covered in-
jury); and

(3) Whether the injured counter-
measure recipient had one or more de-
pendents at the time the covered in-
jury was sustained (e.g., the individ-
ual’s Federal tax return at the time of
the covered injury); and

(4) A list of all third-party payers
that have paid, or that may be obli-
gated to pay, benefits to the injured
countermeasure recipient for loss of
employment income or provide dis-
ability and/or retirement benefits for
which payment or reimbursement is
being sought under this Program (e.g.,
State workers’ compensation pro-
grams, disability insurance programs,
Uniform Services Retirement Board de-
terminations, Department of Veterans
Affairs determinations, etc.). A re-
quester must submit documentation, if
available, concerning the amount of
such payments or benefits paid or pay-
able to, or on behalf of, the injured
countermeasure recipient by third-
party payers. If the requester knows of
no such third-party payer, he or she
must so certify in writing. If, at any
time, the requester becomes aware that
a third-party payer may have such an
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obligation, the requester must inform
the Secretary within ten business days
of becoming aware of this information,
even after benefits have been paid by
the Program.

(b) [Reserved]

§110.62 Documentation a requester
who is determined to be an eligible
survivor must submit for the Sec-
retary to make a determination of
death benefits.

(a) A requester determined by the
Secretary to be an eligible survivor and
who seeks a death benefit under
§110.82(b) (the standard calculation)
must provide, in addition to the docu-
mentation submitted under subpart F
of this part, a written certification in-
forming the Secretary whether a dis-
ability or death benefit was paid or
payable under the PSOB Program with
respect to the deceased injured coun-
termeasure recipient. If such benefit
was provided, the requester must sub-
mit documentation showing the
amount of the benefit paid by the
PSOB Program. If the deceased injured
countermeasure recipient was covered
under the PSOB and no such benefit
was, or will be provided, the certifi-
cation must explain whether any sur-
vivors are eligible for a death benefit
under the PSOB Program and, if so,
whether a death benefit may be paid or
payable under the PSOB Program.

(b) The legal guardian seeking a
death benefit under §110.82(c) (the al-
ternative calculation) on behalf of a
dependent younger than the age of 18
determined by the Secretary to be an
eligible survivor must provide, in addi-
tion to the documentation submitted
under Subpart F of this part, the fol-
lowing:

(1) Documentation showing that the
deceased injured countermeasure re-
cipient is survived by one or more de-
pendents younger than the age of 18.
Such documentation must show the
date of birth of all such dependents
(e.g., copies of birth certificates);

(2) Documentation showing that the
requester is the legal guardian of all of
the dependents described in paragraph
(b)(1) of this section, as required under
§110.63(a). If multiple dependents have
different 1legal guardians, the legal
guardian of each of the dependents
must submit such documentation;
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(3) A written selection by each legal
guardian, on behalf of all of the de-
pendents described in paragraph (b)(1)
of this section for whom he or she is
the legal guardian, to receive propor-
tional death benefits under the alter-
native calculation as described in
§110.82(c), in place of proportional ben-
efits available under the standard cal-
culation as described in §110.82(b).
Written selections are described in
§110.82(c)(1);

(4) Documentation showing the de-
ceased injured countermeasure recipi-
ent’s gross employment income at the
time the covered injury was sustained
(e.g., the decedent’s Federal tax return
or pay stub(s) from all employers at
the time of the covered injury); and

(5) A description of all third-party
payers that have paid for, or that may
be required to pay for, the benefits de-
scribed in §110.82(c)(3)(1). This descrip-
tion must include the amount of such
benefits that have been paid or that
may be paid in the future. If the rep-
resentative knows of no such third-
party payer, he or she must so certify
in writing. If, at any time, the rep-
resentative becomes aware that a
third-party payer may have such an ob-
ligation, he or she must inform the
Secretary within ten business days of
becoming aware of this information,
even after benefits have been paid by
the Program.

§110.63 Documentation a legal or per-
sonal representative must submit
when filing on behalf of a minor or
on behalf of an adult who lacks
legal capacity to receive payment of
benefits.

Before benefits will be paid by the
Program to an eligible requester who is
a minor or an adult who lacks legal ca-
pacity to receive payment of benefits,
his or her legal or personal representa-
tive must submit the following, in ad-
dition to the documentation required
under Subpart F of this part and, as ap-
plicable, §§110.60-110.62:

(a) For an eligible requester who is a
minor:

(1) Documentation showing that the
requester is a minor (e.g., birth certifi-
cate); and

(2) Documentation showing that the
representative is the legal guardian of
the property or estate of the minor
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(e.g., appointment of guardianship by a
court of competent jurisdiction). If a
minor has more than one legal guard-
ian, this documentation is required
only of one legal guardian. In the alter-
native, documentation showing that
the minor is considered emancipated
under applicable State law. In accord-
ance with §110.83(b), the Program re-
serves the right to waive the require-
ment of documentation of guardianship
for good cause.

(b) For an eligible requester who is
an adult who lacks legal capacity to re-
ceive payment of benefits:

(1) Documentation showing that the
requester is an adult who lacks this
legal capacity (e.g., declaration of legal
incapacity issued by a court of com-
petent jurisdiction, or comparable doc-
umentation); and

(2) A decree by a court of competent
jurisdiction establishing a guardian-
ship or conservatorship of the request-
er’s estate under applicable State law,
or durable power of attorney, if appli-
cable. In accordance with §110.83(b),
the Program reserves the right to
waive this requirement for good cause.

Subpart H—Secretarial
Determinations

§110.70 Determinations the Secretary
must make before benefits can be
paid.

Before the Secretary will pay bene-
fits under this Program, she must de-
termine that:

(a) The requester or his or her rep-
resentative submitted a completed and
signed Request Form within the gov-
erning filing deadline; and

(b) The requester meets the eligi-
bility requirements set out in this part
(including a determination that a cov-
ered injury was sustained); and

(c) The requester is entitled to re-
ceive benefits from the Program. In
making this determination, the Sec-
retary will decide the type(s) and
amounts of benefits that will be paid to
the requester.

§110.71 Insufficient documentation for
eligibility and benefits determina-
tions.

In the event that there is insufficient
documentation in the Request Package
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for the Secretary to make the applica-
ble determinations under this part, the
Secretary will so notify the requester,
or his or her representative. The re-
quester will be given 60 calendar days
from the date of the Secretary’s notifi-
cation to submit the required docu-
mentation. If the requester is unable to
provide the additional documentation,
he or she may provide a written expla-
nation of the reason(s) that the re-
quested documentation is unavailable
and the efforts the requester has made
to obtain the documents. The Sec-
retary may accept such a statement in
place of the required documentation or
disapprove the Request for Benefits due
to insufficient documentation. If insuf-
ficient documentation is submitted in
response to the Secretary’s letter, the
Secretary may disapprove the Request
for Benefits.

§110.72 Sufficient documentation for
eligibility and benefits determina-
tions.

(a) Eligibility determinations. When the
Secretary determines that there is suf-
ficient documentation in the Request
Package to evaluate a requester’s eligi-
bility, she will begin the review to de-
termine whether the requester is eligi-
ble for Program benefits. If the Sec-
retary determines that the requester is
not eligible, the Secretary will inform
the requester (or his or her representa-
tive) in writing of the disapproval, and
the right to reconsideration of the de-
termination, as described in subpart J.

(b) Benefits determinations. If the Sec-
retary determines that the requester is
eligible for benefits, she will, after re-
ceiving adequate documentation from
the requester for a benefits determina-
tion, either calculate the amount and
types of benefits, as described in sub-
part I of this part, or request addi-
tional documentation in order to cal-
culate the benefits that can be paid
(e.g., an Explanation of Benefits from
the requester’s health insurance com-
pany, if none was submitted). As pro-
vided in subpart J, requesters have the
right to reconsideration of the Sec-
retary’s determination of the category
and amount of benefits payable under
the Program.

(c) Additional documentation required.
At any time after a Request Form has
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been filed, the Secretary may ask a re-
quester to supplement or amend the
Request Package by providing addi-
tional information or documentation.

§110.73 Approval of benefits.

When the Secretary has determined
that benefits will be paid to a requester
and has calculated the type and
amount of such benefits, she will so no-
tify the requester (or his or her rep-
resentative) in writing. The Secretary
will make payments in accordance
with §110.83. Once all benefits have
been paid, the Request Package can no
longer be amended (except for survivor
benefits). The payment determination
will constitute final agency action
with regard to the particular counter-
measure injury that is the subject of
the Request for Benefits and payment
(i.e., the Request for Benefits is closed
with regard to the injury that is the
basis of the payment of benefits).

§110.74 Disapproval of benefits.

(a) If the Secretary determines that a
requester is not eligible for payments
under the Program, the Secretary will
disapprove the Request for Benefits
and provide the requester, or his or her
representative, with written notice of
the basis for the disapproval, and the
right to reconsideration of the deter-
mination, as provided in §110.90.

(b) The Secretary may disapprove a
Request for Benefits even before the re-
quester has submitted all the required
documentation (e.g., the Secretary may
determine that a requester did not
meet the filing deadline, or that a cov-
ered countermeasure was not used or
administered).

(c) The Secretary may re-open a dis-
approved Request for Benefits on her
own accord should medical or scientific
evidence later become available to jus-
tify a re-determination of the dis-
approval of eligibility or payments. In
extraordinary circumstances, to be de-
termined at the Secretary’s discretion,
she may re-open a disapproved Request
for Benefits even after the requester
has exercised the right to reconsider-
ation and the disapproval determina-
tion has been upheld in accordance
with the procedures set out in §110.90.
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Subpart I—Calculation and
Payment of Benefits

§11(}.80 Calculation of medical bene-
its.

In calculating medical benefits, the
Secretary will take into consideration
all reasonable costs for reasonable and
necessary medical items and services
to diagnose or treat a countermeasure
recipient’s covered injury, or to diag-
nose, treat, or prevent its health com-
plications, as described in §110.31. The
Secretary will consider and may rely
upon benefits documentation sub-
mitted by the requester (e.g., bills, Ex-
planation of Benefits, and cost-related
documentation to support the expenses
relating to the covered injury or its
health complications), as required by
§110.60. The Secretary will make such
payments only to the extent that such
costs were not, and will not be, paid by
any third-party payer and only if no
third-party payer had or has an obliga-
tion to pay for or provide such services
or items to the requester, except as
provided in §§110.83(c) and 110.84. There
are no caps on the benefits for reason-
able and necessary medical expenses
that may be provided under the Pro-
gram.

§110.81 Calculation of benefits for lost
employment income.

(a) Primary calculation. Benefits under
this section may be paid for days of
work lost as a result of a covered in-
jury or its health complications if the
injured countermeasure recipient lost
employment income for the lost work
days as reasonable based on the degree
of injury or disability. As stated in
§110.32(c), days for which an individual
used paid leave will be considered days
of work for which employment income
was received and, therefore, would not
qualify for lost employment income
benefits. However, if the injured coun-
termeasure recipient reimburses the
employer for the paid leave taken and
the employer restores the leave that
was used, the individual may be eligi-
ble for lost employment income bene-
fits for those days;

(1) The Secretary will calculate the
rate of benefits to be paid for the lost
work days based on the injured coun-
termeasure recipient’s gross employ-
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ment income, which includes income
from self-employment, at the time he
or she sustained the covered injury.
The Secretary may not, except with re-
spect to injured individuals who are
minors, consider projected future earn-
ings in this calculation.

(i) For an injured countermeasure re-
cipient with no dependents at the time
the covered injury was sustained, the
benefits are 6625 percent of the individ-
ual’s gross employment income at the
time of injury.

(ii) For an injured countermeasure
recipient with one or more dependents
at the time the covered injury was sus-
tained, the benefits are 75 percent of
the individual’s gross employment in-
come at the time of injury; and

(iii) In the case of an injured counter-
measure recipient who is a minor, the
Secretary may consider the provisions
of 5 U.S.C. 8113 (authorizing the FECA
Program), and any implementing regu-
lations, in determining the amount of
payments under this section and the
circumstances under which such pay-
ments are reasonable and necessary.

(b) Adjustment for inflation. Benefits
for lost employment income paid under
the Program that represent future lost
employment income will be adjusted
annually to account for inflation.

(c) Limitations on benefits paid. The
Secretary will reduce the benefits cal-
culated under paragraphs (a) and (b) of
this section according to the limita-
tions described in this paragraph (c):

(1) Number of lost work days. An in-
jured countermeasure recipient will be
compensated for ten or more days of
work lost if he or she lost employment
income for those days as a result of the
covered injury (or its health complica-
tions). If the number of days of lost
employment income due to the covered
injury (or its health complications) is
fewer than ten, the Secretary will re-
duce the number of lost work days by
five days. If the injured counter-
measure recipient lost employment in-
come for a period of five days or fewer,
no benefits for lost employment in-
come will be paid. Lost work days do
not need to be consecutive. Partial
days of lost employment income may
be aggregated to calculate the total
number of lost work days. The Sec-
retary has the discretion to consider
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the reasonableness of the number of
work days (or partial work days) lost
as a result of a covered injury or its
health complications in this calcula-
tion, and to consider alternative work
schedules in determining the number of
work days lost.

(2) Annual limitation. The maximum
amount that an injured counter-
measure recipient may receive in any
one year in benefits for lost employ-
ment income under this Program is
$50,000.

(3) Lifetime limitation. The maximum
amount that an injured counter-
measure recipient can receive during
his or her lifetime in benefits for lost
employment income under this Pro-
gram is the amount of the death ben-
efit calculated under the PSOB Pro-
gram in the same fiscal year as the
year in which this lifetime cap is
reached. This amount is the maximum
death benefit payable to survivors
under this Program using the standard
calculation described in §110.82(b).
However, this lifetime cap does not
apply if the Secretary determines that
the countermeasure recipient has a
covered injury (or injuries) meeting
the definition of ‘‘disability’ in section
216(i) of the Social Security Act, 42
U.S.C. 416(i).

(4) Termination of payments. The Sec-
retary will not pay benefits for lost
employment income after the injured
countermeasure recipient reaches the
age of 65.

(d) Reductions for other coverage. From
the amount of benefits calculated
under paragraphs (a), (b), and (c) of this
section, the Secretary will make reduc-
tions:

(1) For all payments made, or ex-
pected to be made in the future, to the
injured countermeasure recipient for
compensation of lost employment in-
come or disability or retirement bene-
fits, by any third-party payer in rela-
tion to the covered injury or its health
complications, consistent with
§110.32(b); and

(2) So that the total amount of bene-
fits for lost employment income paid
to an injured countermeasure recipient
under this Program, together with the
total amounts paid (or payable) by
third-party payers, as described in
paragraph (d)(1) of this section, does
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not exceed 6625 percent (or 75 percent,
if the injured countermeasure recipient
had at least one dependent at the time
the covered injury was sustained) of his
or her employment income at the time
of the covered injury for the lost work
days.

(3) If an injured countermeasure re-
cipient receives a lump-sum payment
from any third-party payer under any
obligation described in paragraph (d)(1)
of this section, the Secretary shall con-
sider such a payment to be received
over a period of years, rather than in a
single year. The Secretary has discre-
tion as to how to apportion such pay-
ments over multiple years.

§110.82 Calculation of death benefits.

(a) General. (1) If the legal guardian(s)
of dependents younger than 18 years of
age does not file a written selection to
receive death benefits under the alter-
native calculation, as described in
paragraph (c)(1) of this section, or if
the Secretary does not approve such a
selection, the Secretary will pay pro-
portionate death benefits under the
standard calculation to all of the eligi-
ble survivors with priority to receive
death benefits under the standard cal-
culation, as described in §110.33(b) and
paragraph (b) of this section.

(2) If the Secretary approves a writ-
ten selection to receive benefits under
the alternative calculation, as de-
scribed in paragraph (c)(1) of this sec-
tion:

(i) If no other eligible survivors are of
equal priority to receive death bene-
fits, the Secretary will pay a death
benefit in an amount calculated under
the alternative calculation to the ag-
gregate of the dependents on whose be-
half the election was filed; and

(ii) If other eligible survivors are of
equal priority to receive death benefits
as the dependents receiving death ben-
efits under the alternative calculation,
the Secretary will pay the other eligi-
ble survivors a proportionate amount
of the death benefit available and cal-
culated under the standard calculation.
In such circumstances, the Secretary
will pay the aggregate of the depend-
ents receiving a death benefit under
the alternative calculation a propor-
tionate share of the benefits available
under that calculation (in place of the
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proportionate share of the death ben-
efit that would be available under the
standard calculation). For example, if
a deceased countermeasure recipient is
survived by a dependent ten year-old
child and a spouse who is not the
child’s legal guardian (e.g., the depend-
ent child’s parents were the deceased
injured countermeasure recipient and
his or her former spouse), the current
surviving spouse would be able to re-
ceive his or her share of the death ben-
efit under the standard calculation,
and the dependent child’s legal guard-
ian, on behalf of the minor, would re-
ceive either the child’s proportionate
share of the death benefit under the
standard calculation or the child’s pro-
portionate share of the death benefit
available under the alternative cal-
culation (if the legal guardian filed a
written selection for such a death ben-
efit and the Secretary approved the se-
lection).

(b) Standard calculation of death bene-
fits. (1) The maximum death benefit
available under the standard calcula-
tion of death benefits (described in this
paragraph) is the amount of the com-
parable death benefit calculated under
the PSOB Program in the same fiscal
year in which the injured counter-
measure recipient died (regardless of
whether the PSOB Program reduces
the amount of its death benefits be-
cause of a limit in appropriations).

(2) No death benefit will be paid
under the standard calculation if a
death benefit is paid, or if survivors are
eligible to receive a death benefit,
under the PSOB Program with respect
to the deceased injured counter-
measure recipient.

(3) The death benefit will not be re-
duced under the standard calculation if
a total and permanent disability ben-
efit has been, or will be paid under the
PSOB Program with respect to the de-
ceased injured countermeasure recipi-
ent. However, the death benefit will be
reduced if a temporary and partial dis-
ability benefit has been, or will be paid
under the PSOB Program with respect
to that individual. If the PSOB Pro-
gram disability benefit paid was re-
duced because of a limitation on appro-
priations, a death benefit will be avail-
able under the standard calculation to
the extent necessary to ensure that the
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total amount of disability benefits paid
under the PSOB Program, together
with the amount of death benefits paid
under the standard calculation, equals
the amount of the death benefit de-
scribed in paragraph (b)(1) of this sec-
tion.

(4) Under the standard calculation,

death benefits will be paid in a lump
sum.
(c) Alternative calculation of death ben-
efits available to surviving dependents
younger than the age of 18. If a deceased
countermeasure recipient had at least
one dependent who is younger than the
age of 18 (and will be younger than the
age of 18 at the time of the payment),
the legal guardian(s) of all such de-
pendents may request benefits under
the alternative calculation described in
this paragraph. To receive such a ben-
efit, the legal guardian, on behalf of all
such dependents for whom he or she is
the legal guardian, must file a selec-
tion to receive benefits under the alter-
native calculation, as described in
paragraph (c)(1) of this section, and the
Secretary must approve such selection.
If multiple dependents have different
legal guardians, each legal guardian is
responsible for requesting benefits
under the standard calculation or for
filing a selection for a death benefit
under the alternative calculation. If a
single dependent has more than one
legal guardian, one legal guardian may
file the selection. Payments made
under the alternative calculation will
be made to the legal guardian(s) of all
of the dependents on behalf of all of
those dependents until they reach the
age of 18.

(1) Selection of benefits under the alter-
native calculation. Before a payment of
a death benefit will be approved under
the alternative calculation, the legal
guardian(s) of the dependents for whom
he or she is the legal guardian must
file a written selection, on behalf of all
such dependents, to receive a death
benefit under the alternative calcula-
tion. If such a selection is approved by
the Secretary, these dependents will be
paid a proportionate share of the death
benefit under the alternative calcula-
tion in place of the proportionate share
of benefits that would otherwise be
available to them under the standard
calculation.
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(2) Amount of payments. The max-
imum death benefit available under
this paragraph is 75 percent of the de-
ceased injured countermeasure recipi-
ent’s income (including income from
self-employment) at the time he or she
sustained the covered injury that re-
sulted in death, adjusted to account for
inflation, except as follows:

(i) The maximum payment of death
benefits that may be made on behalf of
the aggregate of the dependents in any
one year is $50,000;

(ii) All payments made under this
paragraph will stop once the youngest
of the dependents reaches the age of 18.

(3) Reductions for other coverage. The
total amount of death benefits pro-
vided under the alternative calculation
(described in this paragraph) will be re-
duced so that the total amount of pay-
ments made (or expected to be made)
under obligations described in para-
graph (c)(3)(i) of this section, together
with the death benefits paid under the
alternative calculation, is not greater
than the amount of payments described
in paragraph (c)(2) of this section. In
other words, the total amount of death
benefits paid to dependents under the
alternative calculation may be reduced
if third-party payers have paid (or are
expected to pay) for certain benefits so
that such dependents will receive a
total sum (combining the death benefit
under the alternative calculation and
the actual and expected benefits cov-
ered by third-party payers) that is not
greater than the death benefit that
would be available under the alter-
native calculation if there were no
third-party payer(s) to pay such bene-
fits. The total amount of death benefits
will not be reduced by lost employment
income paid by the Program.

(i) The amount of death benefits paid
under the alternative calculation will
be reduced for all payments made, or
expected to be made in the future, by
any third-party payer for:

(A) Compensation for the deceased
countermeasure recipient’s loss of em-
ployment income on behalf of the de-
pendents or their legal guardians(s)
(but not any lost employment income
benefits paid by the Program);

(B) Disability, retirement, or death
benefits in relation to the deceased
countermeasure recipient (including,
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but not limited to, death and disability
benefits under the PSOB Program) on
behalf of the dependents or their legal
guardian(s); and

(C) Life insurance benefits on behalf
of the dependents;

(4) Timing of payments. Payments
made under this paragraph will be
made on an annual basis, beginning
from the time of the initial payment,
to the legal guardian(s) on behalf of the
aggregate of the dependents receiving
the payment. In the year in which the
youngest dependent reaches the age of
18, payments under this section will be
paid on a pro rata basis for the period of
time before that dependent reaches the
age of 18. Once a dependent reaches the
age of 18, the payments under this al-
ternative calculation will no longer be
made on his or her behalf. Because pay-
ments under the alternative calcula-
tion are to be made on behalf of de-
pendents who are younger than the age
of 18, if a dependent meets this require-
ment at the time of filing of the Re-
quest Form, but reaches the age of 18
(or is older than 18 years of age) at the
time of the initial payment, no pay-
ment will be made to the dependent’s
legal guardian on his or her behalf
under the alternative calculation.

§110.83 Payment of all benefits.

(a) The Secretary determines the
mechanism of payment of Program
benefits. She may choose to pay any
benefits under this Program through
lump-sum payments. If the Secretary
determines that there is a reasonable
likelihood that the payments of med-
ical benefits, benefits for lost employ-
ment income, or death benefits paid
under the alternative calculation (de-
scribed in §110.82(c)) will be required
for a period in excess of one year from
the date the Secretary determines the
requester is eligible for such benefits,
payments may be made through a
lump-sum payment, the purchase of an
annuity or medical insurance policy,
establishment of a trust (including a
U.S. grantor reversionary trust) or exe-
cution of an appropriate structured
settlement agreement, at the Sec-
retary’s discretion. Payments, annu-
ities, policies, or agreements must be
actuarially determined to have a value
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equal to the present value of the pro-
jected total amount of benefits that
the requester is eligible to receive
under §§110.80, 110.81, and 110.82. Lump
sum payments will be made through an
electronic funds transfer to an account
of the requester.

(b) If the requester is a minor, the
payment will be made on the minor’s
behalf to the account of the legal
guardian of the estate or property of
the minor. In accepting such payments,
the legal guardian of a minor requester
is obligated to use the funds for the
benefit of the minor and to take any
actions necessary to comply with State
law requirements pertaining to such
payments. If the requester is an adult
who lacks the legal capacity to receive
payment(s), the legal guardian must
establish a guardianship or con-
servatorship of the estate account with
court oversight, in accordance with
State law, and payment will be made
to that account. Documentation of
guardianship (or conservatorship) is re-
quired for requesters who are minors or
adults who lack legal capacity unless
the Secretary waives this requirement
for good cause.

(c) The Secretary has the discretion
to make interim payments of benefits
under this Program, even before a final
determination as to the type(s) and
total amount of benefits that will be
paid. Interim payments will be made
only in exceptional cases. The Sec-
retary may, for example, make an in-
terim payment of medical benefits that
have been calculated before a final de-
termination on benefits for lost em-
ployment income is completed, or of
past medical benefits that have been
calculated before a final calculation of
future medical benefits is completed.
The Secretary may make an interim
payment even before a final eligibility
or benefits determination is made (e.g.,
if a piece of documentation has not
been obtained because a person with a
severe countermeasure-related injury
is hospitalized, but all other docu-
mentation is consistent with the re-
quester meeting the eligibility require-
ments). If such a requester’s docu-
mentation is incomplete, the requester
must submit the required documenta-
tion within the time-frame determined
by the Secretary. The requester must
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agree that he or she will be obligated
to repay the Secretary such benefits in
the event that a Program payment is
later determined to be incorrect. Any
payments made on an interim basis
will not entitle a requester to seek re-
consideration of the Secretary’s deci-
sion on these benefits until the Sec-
retary makes a final benefits deter-
mination.

§110.84 The Secretary’s right to re-
cover benefits paid under this Pro-
gram from third-party payers.

Upon payment of benefits under this
Program, the Secretary will be sub-
rogated to the rights of the requester
and may assert a claim against any
third-party payer with a legal or con-
tractual obligation to pay for (or pro-
vide) such benefits and may recover
from such third-party payer(s) the
amount of benefits paid up to the
amount of benefits the third-party
payer has or had an obligation to pay
for (or provide). In other words, the
Secretary may pay benefits before the
requester receives a payment from a
third-party payer in certain cir-
cumstances. In those circumstances,
the Secretary has a right to be reim-
bursed by the third-party payer. The
circumstances in which the Secretary
may assert this right include those in
which the Secretary pays benefits
under this Program to a requester be-
fore a final decision is made that a
third-party payer has an obligation to
pay such benefits to the requester. Re-
questers receiving benefits under this
Program (or their representatives)
shall assist the Secretary in recovering
such benefits. In the event that a re-
quester receives a benefit from a third-
party payer after receiving the same
type of benefits from the Secretary
under this Program, the Secretary has
a right to recover from the requester
the amount of the benefit(s) received.
The requester must notify and reim-
burse the Program within ten business
days of receiving the third-party pay-
ment(s).
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Subpart J—Reconsideration of the
Secretary’s Determinations

§110.90 Reconsideration of the Sec-
retary’s eligibility and benefits de-
terminations.

(a) Right of reconsideration. A re-
quester has the right to seek reconsid-
eration of the Secretary’s determina-
tion that he or she is not eligible for
Program benefits. In addition, a re-
quester who asserts that the amount of
the benefits paid (or the fact that cer-
tain benefits were not paid or payable)
is incorrect may also seek reconsider-
ation. A requester may not seek recon-
sideration of the Secretary’s decision
as to the mechanism of payment. Re-
quests for reconsideration must be in
writing, describe the reason(s) why the
decision should be reconsidered, and be
postmarked within 60 calendar days of
the date of the Secretary’s decision on
the Request for Benefits. Because no
new documentation will be considered
in the reconsideration process, the re-
consideration request may not include
or refer to any documentation that was
not before the Secretary at the time of
her determination.

(b) Letters seeking reconsideration. A
requester, or his or her representative,
may send the letter seeking reconsider-
ation through the U.S. Postal Service,
commercial carrier, or a private cou-
rier service. The Secretary will not ac-
cept reconsideration requests delivered
by hand. Electronic submissions of let-
ters seeking reconsideration are not
currently accepted, but may be accept-
ed in the future. The Program will pub-
lish a notice if an electronic method
becomes available. Letters sent
through the U.S. Postal Service, com-
mercial carrier or private courier serv-
ice must be sent to the Associate Ad-
ministrator, Healthcare Systems Bu-
reau, Health Resources and Services

Administration, 5600 Fishers Lane,
Room 12-105, Rockville, Maryland
20857.

(c) Reconsideration process. When the
Associate Administrator of the
Healthcare Systems Bureau (the Asso-
ciate Administrator), receives a re-
quest for reconsideration, a qualified
panel, independent of the Program, will
be convened to review the Secretary’s
determination. The panel will base its
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recommendation on the documentation
before the Secretary when the deter-
mination was made. The panel will per-
form its own review and make its own
findings, which will be submitted to
the Associate Administrator. The Asso-
ciate Administrator will then review
the panel’s recommendation(s) and
make a final determination, which will
be sent to the requester (or his or her
representative). This will be the Sec-
retary’s final action on the request for
reconsideration and will be considered
the Secretary’s final determination on
the request for Program benefits with
regard to the injury that is the subject
of that Request Package. Requesters
may not seek review of a decision made
on reconsideration.

(d) Effect of reconsideration on amend-
ing a Request Package. As stated in
§110.46, a Request Package cannot be
amended after exhaustion of the recon-
sideration process, except for amend-
ments by survivors seeking death bene-
fits or executors or administrators on
behalf of an estate.

§110.91 Secretary’s review authority.

Under section 319F-4(b)(4) of the Pub-
lic Health Service Act (42 U.S.C. 247d-
6e(b)(4)) (referencing section 262 of the
PHS Act (42 U.S.C. 239a)), the Sec-
retary may, at any time, on her own
motion or on application, review any
determination made under this part
(including, but not limited to, deter-
minations concerning eligibility, enti-
tlement to benefits, and the calcula-
tion of amount of benefits under the
Program). Upon review, the Secretary
may affirm, vacate, or modify the de-
termination in any manner the Sec-
retary deems appropriate.

§110.92 No additional judicial or ad-
ministrative review of determina-
tions made under this part.

(a) Under section 319F-4(b)(4) of the
PHS Act (42 U.S.C. 247d-6e(b)(4)) (ref-
erencing section 262 of the PHS Act (42
U.S.C. 239a)), no judicial review of the
Secretary’s actions concerning eligi-
bility and Dbenefits determinations
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under this part (including, but not lim-
ited to, determinations concerning eli-
gibility, the type or amount of bene-
fits, and the method of payment of ben-
efits) is permitted. In addition, no fur-
ther administrative review of such ac-
tions are permitted unless the Presi-
dent specifically directs otherwise.

(b) Under section 319F-4(b)(5)(c) of
the PHS Act (42 U.S.C. 247d-6e(b)(5)(c)),
no judicial review of the Secretary’s

§110.100 Injury Tables.
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actions in establishing or amending a
Table (or Tables) for purposes of this
part (which include, but are not lim-
ited to, identifying injuries on a Table
(or choosing not to identify injuries on
a Table), establishing time-frames or
definitions for Table injuries, and
amending a Table) is permitted.

Subpart K—Covered
Countermeasures Injury Tables

(a) Pandemic influenza countermeasures injury table.

Covered countermeasures under Secre-
tarial declarations

Serious physical injury
(illness, disability, injury, or condition)

Time interval
(for first symptom or manifestation of
onset of injury after administration or use
of covered countermeasure, unless oth-
erwise specified)

|. Pandemic influenza vaccines adminis-
tered by needle into or through the skin.

. Anaphylaxis ..
. Deltoid Bursitis

Il. Pandemic influenza intranasal vaccines

lll. Pandemic influenza 2009 HI1N1 vac-
cine.

IV. Oseltamivir Phosphate (Tamiflu) when
administered or used for pandemic in-
fluenza.

V. Zanamivir (Relenza) when adminis-
tered or used for pandemic influenza.
VI. Peramivir when administered or used

for 2009 H1N1 influenza.

. Anaphylaxis

. Anaphylaxis ..

piratory protection devices.
VIIl. Pandemic influenza respiratory sup-
port devices.

A
A

VII. Pandemic influenza personal res- | A. No condition covered? ............cccccceueee
A

IX. Pandemic influenza respiratory sup-
port device: Extra-corporeal membrane
oxygenation (ECMO).

X. Pandemic influenza diagnostic testing
devices.

A
B
C. Vasovagal Syncope
A
A. Guillain-Barré Syndrome ....................
A

. Anaphylaxis .......

. Anaphylaxis .......

. Postintubation Tracheal Stenosis .......

B. Ventilator-Associated Pneumonia and
Ventilator-Associated
Tracheobronchitis.

C. Ventilator-Induced Lung Injury ...........
A. Bleeding Events

A. No condition covered ..........ccccevrrueuene

A. 0-4 hours.

B. 0-48 hours.

C. 0-1 hour.

A. 0-4 hours.

A. 3-42 days (not less than 72 hours
and not more than 42 days).

A. 0-4 hours.

A. 0-4 hours.
A. 0-4 hours.
A. Not applicable.

A. 2-42 days (not less than 48 hours
and not more than 42 days) after
extubation (removal of a tracheostomy
or endotracheal tube).

B. More than 48 hours after intubation
(placement of an endotracheal or tra-
cheostomy tube) and up to 48 hours
after extubation (removal of the tube).

C. Throughout the time of intubation
(breathing through an endotracheal or
tracheostomy tube) and up to 48
hours after extubation (removal of the
tube).

A. Throughout the time of
anticoagulation treatment for ECMO
therapy, including the time needed to
clear the effect of the anti-coagulant
treatment from the body.

A. Not applicable.

18Serious physical injury as defined in 42 CFR 110.3(z). Only injuries that warranted hospitalization (whether or not the person
was actually hospitalized) or injuries that led to a significant loss of function or disability will be considered serious physical inju-

ries.

2The use of “No condition covered” in the Table reflects that the Secretary at this time does not find compelling, reliable,
valid, medical and scientific evidence to support that any serious injury is presumed to be caused by the associated covered
countermeasure. For injuries alleged to be due to covered countermeasures for which there is no associated Table injury, re-
questers must demonstrate that the injury occurred as the direct result of the administration or use of the covered counter-

measure. See 42 CFR 110.20(b), (c).

(b) Qualifications and aids to interpre-
tation (table definitions and require-
ments). The following definitions and

requirements shall apply to the Table
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set forth in paragraph (a) of this sec-
tion and only apply for purposes of this
subpart.

(1) Anaphylaxis. Anaphylaxis is an
acute, severe, and potentially lethal
systemic reaction that occurs as a sin-
gle discrete event with simultaneous
involvement of two or more organ sys-
tems. Most cases resolve without
sequelae. Signs and symptoms begin
minutes to a few hours after exposure.
Death, if it occurs, usually results from
airway obstruction caused by laryngeal
edema or bronchospasm and may be as-
sociated with cardiovascular collapse.
Other significant clinical signs and
symptoms may include the following:
Cyanosis, hypotension, bradycardia,
tachycardia, arrhythmia, edema of the
pharynx and/or trachea and/or larynx
with stridor and dyspnea. There are no
specific pathological findings to con-
firm a diagnosis of anaphylaxis.

(2) Deltoid bursitis. Deltoid bursitis is
an inflammation of the bursa that lies
beneath the deltoid muscle and be-
tween the acromion process and the ro-
tator cuff. Subdeltoid bursitis mani-
fests with pain in the lateral aspect of
the shoulder similar to rotator cuff
tendonitis. The presence of tenderness
on direct palpation beneath the acro-
mion process distinguishes this bursitis
from rotator cuff tendonitis. Similar to
tendonitis, isolated bursitis will have
full passive range of motion. Other
causes of bursitis such as trauma
(other than from vaccination), meta-
bolic disorders, and systemic diseases
such as rheumatoid arthritis, dialysis,
and infection will not be considered
Table injuries. This list is not exhaus-
tive. The deltoid bursitis must occur in
the same shoulder that received the
pandemic influenza vaccine.

(3) Vasovagal syncope. Vasovagal syn-
cope (also sometimes called
neurocardiogenic syncope) means loss
of consciousness (fainting) and loss of
postural tone caused by a transient de-
crease in blood flow to the brain occur-
ring after the administration of an in-
jected countermeasure. Vasovagal syn-
cope is usually a benign condition but
may result in falling and injury with
significant sequelae. Vasovagal syncope
may be preceded by symptoms such as
nausea, lightheadedness, diaphoresis,
and/or pallor. Vasovagal syncope may
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be associated with transient seizure-
like activity, but recovery of orienta-
tion and consciousness generally oc-
curs simultaneously. Lioss of conscious-
ness resulting from the following con-
ditions will not be considered
vasovagal syncope: Organic heart dis-
ease; cardiac arrhythmias; transient
ischemic attacks; hyperventilation;
metabolic conditions; neurological con-
ditions; psychiatric conditions; sei-
zures; trauma; and situational as can
occur with urination, defecation, or
cough. This list is not complete. Epi-
sodes of recurrent syncope occurring
after the applicable time period are not
considered to be sequelae of an episode
of syncope meeting the Table require-
ments.

(4) Guillain-Barrée Syndrome (GBS). (1)
GBS is an acute monophasic peripheral
neuropathy that currently is known to
encompass a  spectrum of four
clinicopathological subtypes described
below. For each subtype of GBS, the in-
terval between the first appearance of
symptoms and the nadir of weakness is
between 12 hours and 28 days. This is
followed in all subtypes by a clinical
plateau with stabilization at the nadir
of symptoms, or subsequent improve-
ment without significant relapse.
Death may occur without a clinical
plateau. Treatment related fluctua-
tions in all subtypes of GBS can occur
within 9 weeks of GBS symptom onset
and recurrence of symptoms after this
time frame would not be consistent
with GBS.

(ii) The most common subtype in
North America and Europe, comprising
more than 90 percent of cases, is acute
inflammatory demyelinating
polyneuropathy (AIDP) which has the
pathologic and electrodiagnostic fea-
tures of focal demyelination of motor
and sensory peripheral nerves and
nerve roots. Another subtype called
acute motor axonal neuropathy
(AMAN) is generally seen in other
parts of the world and is predominated
by axonal damage that primarily af-
fects motor nerves. AMAN lacks fea-
tures of demyelination. Another less
common subtype of GBS includes acute
motor and sensory neuropathy
(AMSAN), which is an axonal form of
GBS that is similar to AMAN, but also
affects the sensory nerves and roots.
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AIDP, AMAN, and AMSAN are typi-
cally characterized by symmetric
motor flaccid weakness, sensory abnor-
malities, and/or autonomic dysfunction
caused by autoimmune damage to pe-
ripheral nerves and nerve roots. The di-
agnosis of AIDP, AMAN, and AMSAN
requires bilateral flaccid limb weak-
ness and decreased or absent deep ten-
don reflexes in weak limbs; a
monophasic illness pattern; an interval
between onset and nadir of weakness
between 12 hours and 28 days; subse-
quent clinical plateau (the clinical pla-
teau leads to either stabilization at the
nadir of symptoms, or subsequent im-
provement without significant re-
lapse); and, the absence of an identified
more likely alternative diagnosis.
Death may occur without a clinical
plateau.

(iii) Fisher syndrome (FS), also
known as Miller-Fisher Syndrome, is a
subtype of GBS characterized by atax-
ia, areflexia, and ophthalmoplegia, and
overlap between F'S and AIDP may be
seen with limb weakness. The diagnosis
of FS requires bilateral
ophthalmoparesis; bilateral reduced or
absent tendon reflexes; ataxia; the ab-
sence of limb weakness (the presence of
limb weakness suggests a diagnosis of
AIDP); a monophasic illness pattern;
an interval between onset and nadir of
weakness between 12 hours and 28 days;
subsequent clinical plateau (the clin-
ical plateau leads to either stabiliza-
tion at the nadir of symptoms, or sub-
sequent improvement without signifi-
cant relapse); no alteration in con-
sciousness; no corticospinal track
signs; and, the absence of an identified

more likely alternative diagnosis.
Death may occur without a clinical
plateau.

(iv) Evidence that is supportive, but
not required, of a diagnosis of all
subtypes of GBS includes
electrophysiologic findings consistent
with GBS or an elevation of cerebral
spinal fluid (CSF) protein with a total
CSF white blood cell count below 50
cells per microliter. The results of both
CSF and electrophysiologic studies are
frequently normal in the first week of
illness in otherwise typical cases of
GBS.

(v) For GBS to qualify as a Table in-
jury there must not be a more likely

42 CFR Ch. | (10-1-23 Edition)

alternative diagnosis for the weakness.
Exclusionary criteria for the diagnosis
of all subtypes of GBS include the ulti-
mate diagnosis of any of the following

conditions: Chronic immune
demyelinating polyradiculopathy
(‘‘CIDP”’), carcinomatous meningitis,

brain stem encephalitis (other than
Bickerstaff brainstem encephalitis),
myelitis, spinal cord infarct, spinal
cord compression, anterior horn cell
diseases such as polio or West Nile
virus infection, subacute inflammatory
demyelinating

polyradiculoneuropathy, multiple scle-
rosis, cauda equina compression, meta-

bolic conditions such as
hypermagnesemia or hypo-
phosphatemia, tick paralysis, heavy

metal toxicity (such as arsenic, gold,
or thallium), drug-induced neuropathy
(such as vincristine, platinum com-
pounds, or nitrofurantoin), porphyria,
critical illness neuropathy, vasculitis,

diphtheria, myasthenia gravis,
organophosphate poisoning, botulism,
critical illness myopathy, poly-
myositis, dermatomyositis, hypo-

kalemia, or hyperkalemia. The above
list is not exhaustive.

(5) Tracheal stenosis. i)
Postintubation tracheal stenosis
means an iatrogenic (caused by med-
ical treatment) and symptomatic stric-
ture of the airway (narrowing of the
windpipe) resulting from:

(A) Trauma or necrosis from an endo-
tracheal tube; or

(B) Stomal injury from a trache-
ostomy; or

(C) A combination of the two.

(ii) Tracheal stenosis or narrowing
due to tumors (malignant or benign),
infections of the trachea (such as tu-
berculosis, fungal diseases), radio-
therapy, tracheal surgery, trauma,
congenital, and inflammatory or auto-
immune diseases will not be considered
post-intubation tracheal stenosis.
Post-intubation tracheal stenosis re-
quires either tracheostomy with place-
ment of a tracheostomy tube or endo-
tracheal intubation. Diagnosis requires
symptoms of upper airway obstruction
such as stridor (inspiratory wheeze) or
exertional dyspnea (increased short-
ness of breath with exertion), and posi-
tive radiologic studies showing abnor-
mal narrowing of the trachea or
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bronchoscopic evaluation that dem-
onstrates abnormal narrowing.

(6) Ventilator-Associated Pneumonia
(VAP) and Ventilator-Associated
Tracheobronchitis (VAT). (i) VAP is de-
fined as an iatrogenic pneumonia
caused by the medical treatment of
mechanical ventilation. Similarly,
VAT is an iatrogenic infection of the
trachea and/or bronchi caused by me-
chanical ventilation. The initial mani-
festation of VAP and VAT must occur
more than 48 hours after intubation
(placement of the breathing tube) and
up to 48 hours after extubation (re-
moval of the breathing tube). VAP will
be considered to be present when the
patient demonstrates a new or progres-
sive radiographic infiltrate that is in
the lungs and consistent with pneu-
monia, fever, leukocytosis (increased
white blood cell count) or leucopenia
(decreased white blood cell count),
purulent (containing pus) tracheal se-
cretions from a tracheal aspirate, and a
positive lower respiratory tract cul-
ture. The positive lower respiratory
tract culture is a diagnostic require-
ment only if there has not been a
change in antibiotics in the 72 hours
prior to collection of the culture. In ad-
dition, a tracheal aspirate that does
not demonstrate bacteria or inflam-
matory cells in a patient without a
change in antibiotics in the previous 72
hours is unlikely to be VAP and shall
not be considered a condition set forth
in the Table.

(ii) VAT will be considered to be
present when the patient demonstrates
fever, leukocytosis or leukopenia,
purulent tracheal secretions, and a
positive tracheal aspirate culture in
the absence of a change of antibiotics
within the 72 hours prior to culture.
Tracheal colonization with microorga-
nisms is common in intubated patients,
but in the absence of clinical findings
is not a sign of VAT.

(7 Ventilator-Induced Lung Injury
(VILI). VILI results from mechanical
trauma such as volutrauma leading to
rupture of alveoli (air sacs in the lungs
where oxygen and carbon dioxide are
exchanged with the blood) with subse-
quent abnormal leakage of air. VILI
manifests as iatrogenic pneumothorax
(abnormal air from alveolar rupture in
the pleural space),
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pneumomediastinum (abnormal air
from alveolar rupture in the medi-
astinum (middle part of the chest be-
tween the lungs)), pulmonary intersti-
tial emphysema (abnormal air in the
lung interstitial space between the
alveoli), subpleural air cysts (an ex-
treme form of pulmonary emphysema
where the abnormal air in the intersti-
tial space has pooled into larger pock-
ets), subcutaneous emphysema (abnor-
mal air from alveolar rupture that has
dissected into the skin),
pneumopericardium (abnormal air
from alveolar rupture that has traveled
to the pericardium (covering of the
heart)), pneumoperitoneum (abnormal
air from alveolar rupture that has
moved into the abdominal space), or
systemic air embolism (abnormal air
from alveolar rupture that has moved
into the blood). To qualify as Table in-
juries, these manifestations must occur
in patients who are being mechanically
ventilated at the time of initial mani-
festation of the VILI.

(8) Bleeding events. Bleeding events
are defined as excessive or abnormal
bleeding in patients who are under the
pharmacologic effects of anticoagulant
therapy provided for extracorporeal
membrane oxygenation (ECMO) treat-
ment.

(c) Smallpoxr countermeasures injury
table.
TABLE 2 TO PARAGRAPH (C)
Time interval

(for first symptom
or manifestation of
onset of injury
after administration
or use of covered
countermeasure,
unless otherwise

Serious physical
Covered counter- injury
measures under (iliness, disability,
declarations injury, or condi-
tion) 1

specified)
|. Smallpox Vac- A. Anaphylaxis ..... A. 0—4 hours.
cines Replica- B. Vasovagal Syn- | B. 0-1 hour.
tion-Deficient. cope.

1l. Smallpox Vac- A. Anaphylaxis ..... A. 0—4 hours.
cines Replica- B. Vasovagal Syn- | B. 0-1 hour.
tion-Competent. cope.

C. Significant C. 1-21 days.
Local Skin Re-
action.

D. Stevens-John- D. 4-28 days.
son Syndrome/
Toxic Epidermal
Necrolysis.

E. Inadvertent E. 1-21 days.
Autoinoculation.

F. Generalized F. 6-9 days.
Vaccinia.

G. Eczema G. 3-21 days.
Vaccinatum.
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TABLE 2 TO PARAGRAPH (c)—Continued

Covered counter-
measures under
declarations

Serious physical
injury
(iliness, disability,
injury, or condi-

Time interval
(for first symptom
or manifestation of
onset of injury
after administration
or use of covered

tion) 1 countermeasure,
unless otherwise
specified)
H. Progressive H. 3-21 days.
Vaccinia.
|. Post-vaccinial |. 5-14 days.
Encephalopathy,
Encephalitis or
Encephalomyeli-
tis (PVEM).
J. Vaccinial Myo- J. 0-21 days.
carditis, Pericar-
ditis, or
Myopericarditis
(MP).

IIl. Vaccinia A. Anaphylaxis ..... A. 0-4 hours.
Immunoglobulin | B. Transfusion-Re- | B. 0-72 hours.
Intravenous lated Acute
(VIGIV). Lung Injury

(TRALI).

C. Acute Renal C. 0-10 days.
Failure (ARF).

D. Drug-Induced D. Within 48 hours
Aseptic Menin- after the first
gitis (DIAM). dose and up to

48 hours after
the last dose of
VIGIV.

E. Hemolysis ........ E. 12 hours to 14

days.
IV. Cidofovir .......... A. No Condition A. Not Applicable.
Covered?2.

V. Tecovirimat ...... A. No Condition A. Not Applicable.
Covered?2.

VI. Brincidofovir .... | A. No Condition A. Not Applicable.
Covered?2.

VII. Smallpox In- A. No Condition A. Not Applicable.
fection Diag- Covered2.
nostic Testing
Devices.

1Serious physical injury as defined in §110.3(z). Only inju-
ries that warranted hospitalization (whether or not the person
was actually hospitalized) or injuries that led to a significant
loss of function or disability will be considered serious phys-
ical injuries.

2The use of “No condition covered” in this Table 2 reflects
that the Secretary evaluated the countermeasure, but at this
time does not find compelling, reliable, valid, medical, and sci-
entific evidence to support that any serious injury is presumed
to be caused by the associated covered countermeasure. For
injuries alleged to be due to covered countermeasures for
which there is no associated Table 2 injury, requesters must
demonstrate that the injury occurred as the direct result of the
administration or use of the covered countermeasure. See
§110.20(b) and (c).

(d) Qualifications and aids to interpre-
tation (table definitions and require-
ments). The following definitions and
requirements shall apply to the Table
set forth in paragraph (c) of this sec-
tion and only apply for purposes of this
subpart.

(1) Anaphylaxis. Anaphylaxis is an
acute, severe, and potentially lethal
systemic reaction that occurs as a sin-
gle discrete event with simultaneous
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involvement of two or more organ sys-
tems. Most cases resolve without
sequelae. Signs and symptoms begin
within minutes to a few hours after ex-
posure. Death, if it occurs, usually re-
sults from airway obstruction caused
by laryngeal edema or bronchospasm
and may be associated with cardio-
vascular collapse. Other significant
clinical signs and symptoms may in-
clude the following: Cyanosis, hypo-
tension, bradycardia, tachycardia, ar-
rhythmia, edema of the pharynx and/or
trachea and/or larynx with stridor and
dyspnea. There are no specific patho-
logical findings to confirm a diagnosis
of anaphylaxis.

(2) Vasovagal syncope. Vasovagal syn-
cope (also sometimes called
neurocardiogenic syncope) means loss
of consciousness (fainting) and loss of
postural tone caused by a transient de-
crease in blood flow to the brain occur-
ring after the administration of an in-
jected countermeasure. Vasovagal syn-
cope is usually a benign condition, but
may result in falling and injury with
significant sequelae. Vasovagal syncope
may be preceded by symptoms, such as
nausea, lightheadedness, diaphoresis
(sweating), and/or pallor. Vasovagal
syncope may be associated with tran-
sient seizure-like activity, but recov-
ery of orientation and consciousness
generally occurs simultaneously. Loss
of consciousness resulting from the fol-
lowing conditions will not be consid-
ered vasovagal syncope: Organic heart
disease, cardiac arrhythmias, transient
ischemic attacks, hyperventilation,
metabolic conditions, neurological con-
ditions, psychiatric conditions, sei-
zures, trauma, and situational as can
occur with urination, defecation, or
cough. This list is not complete as
other conditions that are not associ-
ated with the vaccine also may cause
loss of consciousness. Episodes of re-
current syncope occurring after the ap-
plicable timeframe are not considered
to be sequelae of an episode of syncope
meeting the Table 2 requirements.

(3) Significant local skin reaction. Sig-
nificant local skin reaction is an unex-
pected and extreme response at the
vaccination or inoculation site that re-
sults in a significant scar that is seri-
ous enough to require surgical inter-
vention. The onset of this injury is the
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initial skin lesion at the vaccination
site that generally occurs with replica-
tion-competent smallpox vaccinations.
Minor scarring or minor local reactions
do not constitute a Table 2 injury. A
robust take, defined as an area of red-
ness at the vaccination site that ex-
ceeds 7.5 cm in diameter with associ-
ated swelling, warmth and pain, is gen-
erally considered an expected response
to the vaccination or inoculation. A ro-
bust take, in itself, does not constitute
a Table 2 injury, even when the redness
and swelling involves the entire upper
arm with associated enlargement and
tenderness of the glands (lymph nodes)
in the underarm (axilla).

(4) Stevens-Johnson syndrome/Toxic epi-
dermal necrolysis (SJS/TEN). SJS/TEN is
a spectrum of acute hypersensitivity
reactions that affects skin, mucous
membranes, and sometimes, internal
organs (systemic toxicity) associated
with the use or administration of
replication- competent smallpox vac-
cines. For purposes of Table 2, both
skin and mucous membrane rash or le-
sions must be present. Rash or lesion
distribution must be widespread. Rash
must not have a symmetric acral dis-
tribution (affecting arms, hands, legs
or feet). Two or more mucosal sites
must be involved. Mucosal lesions gen-
erally manifest as painful lesions in
sites, such as the mouth or eyes. Skin
rash or lesions in SJS/TEN usually
consist of red or purple raised areas
(erythematous macules), blisters, and
ulcerations.

(5) Inadvertent autoinoculation (I14). TA
is the spread of vaccinia virus from an
existing vaccination site to a second
location usually by scratching the vac-
cination site and subsequently spread-
ing the virus, which produces a new
vaccinial lesion on the same person who
received the vaccination. TA is the
most common adverse event associated
with the replication-competent small-
pox vaccine.

(6) Generalized vaccinia (GV). GV is a
vaccinial infection that occurs from the
spread of vaccinia from an existing vac-
cination or inoculation site, with the
use or administration of a replication-
competent smallpox vaccine, to other-
wise normal skin, resulting in multiple
new areas of vaccinial rash or lesions.
The vaccinia is believed to be spread
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through the blood. The rash or lesions,
characterized by multiple blisters
(vesicles or pustules), generally evolve
in a similar sequence or manner as the
original vaccination site.

(7) Eczema vaccinatum (EV). EV is the
transmission or the spread of vaccinia
virus from a vaccination site, after the
use or administration of a replication-
competent smallpox vaccine, to skin
that has been affected by, or is cur-
rently affected with, eczema or atopic
dermatitis. EV is characterized by le-
sions that include multiple blisters
(vesicles or pustules), which generally
evolve in a similar sequence or manner
as the original vaccination site. The le-
sions may come together to form larg-
er lesions. Lesions may also spread to
patches of skin that have never been
involved with eczema or atopic derma-
titis. The new lesions, if cultured, will
be positive for vaccinia virus. A person
with EV may become severely ill with
signs and symptoms that involve the
whole body (systemic illness), such as
fever, malaise, or enlarged glands
(lymph nodes).

(8) Progressive vaccinia (PV). PV is the
failure to initiate the healing process
in an initial vaccination or inoculation
site, after the use or administration of
a replication-competent smallpox vac-
cine, by 21 days after exposure to
vaccinia, with progressive ulceration or
necrosis at the vaccination site leading
to a large destructive ulcer. PV is seen
in people who are immunocompromised
(have an impaired immune system) and
is characterized by a complete or near
complete lack of inflammation or ab-
sence of inflammatory cells in the
dermis of the skin at the vaccination
site. The diagnosis of PV may be made
before 21 days after exposure, espe-
cially in a known immunocompromised
individual who develops a lesion at the
vaccination site. PV may spread
through the blood to any location in
the body. No one who experiences a sig-
nificant healing process of the vaccina-
tion site within 21 days after receipt of
the replication-competent smallpox
vaccine or exposure to vaccinia has PV.

(9) Post-vaccinial encephalopathy, en-
cephalitis, and encephalomyelitis
(PVEM). PVEM is a spectrum of over-
lapping conditions that includes post-
vaccinial encephalopathy, encephalitis,

799



§110.100

and encephalomyelitis, and, for the
purposes of Table 2, is treated as one
injury. For the purposes of Table 2,
PVEM is an autoimmune central nerv-
ous system injury that occurs after the
use or administration of a replication-
competent smallpox vaccine. In rare
cases, the wvaccinia virus is isolated
from the central nervous system. Mani-
festations usually occur abruptly and
may include fever, vomiting, loss of ap-
petite (anorexia), headache, general
malaise, impaired consciousness, con-
fusion, disorientation, delirium, drows-
iness, seizures, language difficulties
(aphasia), coma, muscular
incoordination (ataxia), urinary incon-
tinence, urinary retention, and clinical
signs consistent with inflammation of
the spinal cord (myelitis), such as pa-
ralysis or meningismus (meningeal ir-
ritation). Long-term central nervous
system impairments, such as paralysis,
seizure disorders, or developmental
delays are known to occur as sequelae
of the acute PVEM. No clinical cri-
teria, radiographic findings, or labora-
tory tests are specific for the diagnosis
of PVEM. Symptoms that occur before
5 days or more than 14 days after re-
ceiving the smallpox vaccine should
not be attributed to it. In addition,
encephalopathy caused by an infection,
a toxin, a metabolic disturbance, a
structural lesion, a genetic disorder, or
trauma would not meet the Table 2 def-
inition.

(10) Vaccinial myocarditis, pericarditis,
or myopericarditis (MP). For purposes of
Table 2, MP is wvaccinial myocarditis,
pericarditis, or myopericarditis.
Vaccinial myocarditis is defined as an
inflammation of the heart muscle
(myocardium) because of receiving the
replication-competent smallpox vac-
cine. Vaccinial pericarditis is defined as
an inflammation of the covering of the
heart (pericardium) because of receiv-
ing the smallpox vaccine. Vaccinial
myopericarditis is defined as an in-
flammation of both the heart muscle
and its covering because of receiving
the smallpox vaccine. The inflamma-
tion associated with MP may range in
severity from very mild (subclinical) to
life threatening. In many mild cases,
myocarditis is diagnosed solely by
transient electrocardiographic (EKG)
abnormalities (e.g., ST segment and T
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wave changes), increased cardiac en-
zymes, or mild echocardiographic ab-
normalities. Arrhythmias, abnormal
heart sounds, heart failure, and death
may occur in more severe cases. Peri-
carditis generally manifests with chest
pain, abnormal heart sounds (peri-
cardial friction rub), EKG abnormali-
ties (e.g., ST segment and T wave
changes), and/or increased fluid accu-
mulation around the heart. A Table 2
injury of MP requires sufficient evi-
dence in the medical records of the oc-
currence of acute MP.

(11) Transfusion-related acute lung in-
jury (TRALI). TRALI is defined as the
onset of respiratory distress within 6
hours in non-critically ill patients, and
72 hours in critically ill patients, after
receipt of blood products containing
plasma, in this case, VIGIV. The rel-
ative level of illness will be determined
on a case-by-case basis after reviewing
the medical records and the medical
history. The respiratory distress is the
result of receiving a plasma containing
transfusion (VIGIV) and subsequently
developing pulmonary edema, res-
piratory distress, and hypoxia. TRALI
occurs as the result of an antibody re-
sponse in the host to the donor anti-
bodies within the plasma product. Pul-
monary edema is non-cardiac in nature
and does not occur more than 72 hours
after receiving VIGIV. Pulmonary
edema occurring more than 72 hours
after receiving a blood product con-
taining plasma (VIGIV) or associated
with cardiac dysfunction is not TRALI
and is excluded as a countermeasure-
related injury. TRALI has been identi-
fied as a major cause of mortality in
those individual receiving plasma-con-
taining transfusions. A Table 2 injury
for TRALI has occurred in a recipient
if there is sufficient evidence in the
medical record of an occurrence of
TRALI and the pulmonary edema is
not caused by cardiac dysfunction or
other causes and occurs within 72 of re-
ceiving a blood product containing
plasma, in this case VIGIV.

(12) Acute renal failure (ARF). ARF is
the sudden loss of the kidneys’ ability
to perform their main function of
eliminating excess fluids and electro-
lytes (salts), as well as waste material
from the blood. ARF, which is also
called acute kidney injury, develops
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rapidly over a few hours or a few days.
ARF can be fatal and requires inten-
sive treatment; however, ARF may be
reversible. ARF may cause permanent
loss of kidney function, or end-stage
renal disease necessitating dialysis or
transplant. A Table 2 injury for ARF
has occurred if there is sufficient evi-
dence in the medical record of an oc-
currence of ARF within the identified
timeframe and the individual received
the associated countermeasure
(VIGIV).

(13) Drug-induced aseptic meningitis
(DIAM). (i) DIAM is an inflammation of
the meninges (linings of the brain) that
is not caused by a bacteria or virus,
but is caused by a drug or medication.
The symptoms of meningitis include
severe headache, nuchal (neck) rigid-
ity, drowsiness, fever, photophobia
(light sensitivity), painful eye move-
ments, nausea, and vomiting. Dis-
continuation of the medication leads to
a resolution of the symptoms. DIAM is
thought to occur because of an
immunological hypersensitivity reac-
tion to a specific medication. In the
case of immunoglobulins, DIAM may
be precipitated by the immunologically
active components within the plasma
or because of the stabilizers used with-
in the product. The symptoms of DIAM
may reoccur with another exposure to
the offending agent.

(ii) A Table 2 injury for DIAM has oc-
curred in a recipient if there is suffi-
cient evidence in the medical record of
an occurrence of DIAM within the iden-
tified timeframe and the individual re-
ceived the associated countermeasure
(VIGIV). DIAM occurring in the ab-
sence of the use of VIGIV, or DIAM oc-
curring with the use of VIGIV outside
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the established timeframe of onset,
which is any time after the first dose
and up to 48 hours after the last dose of
this medication, is not a Table 2 in-
jury.

(14) Hemolysis. Hemolysis is the phys-
ical breakdown of red blood cells
(RBCs) either through natural attri-
tion or as caused by external factors.
The RBC’s function is to transport oxy-
gen throughout the body in the hemo-
globin contained within the RBC. Addi-
tionally, the RBCs contain the major-
ity of the body’s potassium stores.
With hemolysis, the body is unable to
transport oxygen effectively, and the
person develops hypoxia. Additionally,
the rapid breakdown of the cell re-
leases large amounts of potassium into
the blood stream, which can cause ab-
normal heart rhythms and cardiac ar-
rest. In severe cases of hemolysis, a
blood transfusion may be required to
correct the resulting anemia. A Table 2
injury for hemolysis has occurred if
there is sufficient evidence in the med-
ical record of an occurrence of hemol-
ysis, and the patient received the asso-
ciated countermeasure (VIGIV). He-
molysis occurring in the absence of the
use of VIGIV and outside of the time-
frame of 12 hours to 14 days after re-
ceiving VIGIV is not a Table 2 injury.
Hemolysis occurring from a more like-
ly alternative diagnosis, such as infec-
tions, toxins, poisons, hemodialysis, or
medications, is not a Table 2 injury.
This list of conditions that can cause
hemolysis, not associated with VIGIV,
is not exhaustive, and all additional di-
agnoses within the medical documenta-
tion will be evaluated.

[80 FR 47416, Aug. 7, 2015, as amended at 86
FR 45657, Aug. 16, 2021]
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