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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. 

(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. 

§ 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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