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(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)(i). 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 
(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 
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 
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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 
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. 

Subpart I—Calculation and 
Payment of Benefits 

§ 110.80 Calculation of medical bene-
fits. 

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 
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