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§ 35.6 Final denial of claim. 
(a) Final denial of an administrative 

claim shall be in writing and sent to 
the claimant, his attorney, or legal 
representative by certified or reg-
istered mail. The notification of final 
denial may include a statement of the 
reasons for the denial and shall include 
a statement that, if the claimant is 
dissatisfied with the Department’s ac-
tion, he may file suit in an appropriate 
U.S. District Court not later than 6 
months after the date of mailing of the 
notification. 

(b) Prior to the commencement of 
suit and prior to the expiration of the 
6-month period after the date of mail-
ing, by certified or registered mail of 
notice of final denial of the claim as 
provided in 28 U.S.C. 2401(b), a claim-
ant, his duly authorized agent, or legal 
representative, may file a written re-
quest with the Department for recon-
sideration of a final denial of a claim 
under paragraph (a) of this section. 
Upon the timely filing of a request for 
reconsideration the Department shall 
have 6 months from the date of filing 
in which to make a final disposition of 
the claim and the claimant’s option 
under 28 U.S.C. 2675(a) to bring suit 
shall not accrue until 6 months after 
the filing of a request for reconsider-
ation. Final Department action on a 
request for reconsideration shall be ef-
fected in accordance with the provi-
sions of paragraph (a) of this section. 

[32 FR 14101, Oct. 11, 1967, as amended at 35 
FR 4517, Mar. 13, 1970] 

§ 35.7 Payment of approved claims. 
(a) Upon allowance of his claim, 

claimant or his duly authorized agent 
shall sign the voucher for payment, 
Standard Form 1145, before payment is 
made. 

(b) When the claimant is represented 
by an attorney, the voucher for pay-
ment (SF 1145) shall designate both the 
claimant and his attorney as ‘‘payees.’’ 
The check shall be delivered to the at-
torney whose address shall appear on 
the voucher. 

§ 35.8 Release. 
Acceptance by the claimant, his 

agent or legal representative, of any 
award, compromise or settlement made 

hereunder, shall be final and conclusive 
on the claimant, his agent or legal rep-
resentative and any other person on 
whose behalf or for whose benefit the 
claim has been presented, and shall 
constitute a complete release of any 
claim against the United States and 
against any employee of the Govern-
ment whose act or omission gave rise 
to the claim, by reason of the same 
subject matter. 

§ 35.9 Penalties. 
A person who files a false claim or 

makes a false or fraudulent statement 
in a claim against the United States 
may be liable to a fine of not more 
than $10,000 or to imprisonment of not 
more than 5 years, or both (18 U.S.C. 
287.1001), and, in addition, to a for-
feiture of $2,000 and a penalty of double 
the loss or damage sustained by the 
United States (31 U.S.C. 231). 

§ 35.10 Limitation on Department’s au-
thority. 

(a) An award, compromise or settle-
ment of a claim hereunder in excess of 
$25,000 shall be effected only with the 
prior written approval of the Attorney 
General or his designee. For the pur-
poses of this paragraph, a principal 
claim and any derivative or subrogated 
claim shall be treated as a single 
claim. 

(b) An administrative claim may be 
adjusted, determined, compromised or 
settled hereunder only after consulta-
tion with the Department of Justice 
when, in the opinion of the Depart-
ment: 

(1) A new precedent or a new point of 
law is involved; or 

(2) A question of policy is or may be 
involved; or 

(3) The United States is or may be 
entitled to indemnity or contribution 
from a third party and the Department 
is unable to adjust the third party 
claim; or 

(4) The compromise of a particular 
claim, as a practical matter, will or 
may control the disposition of a re-
lated claim in which the amount to be 
paid may exceed $25,000. 

(c) An administrative claim may be 
adjusted, determined, compromised or 
settled only after consultation with 
the Department of Justice when it is 
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learned that the United States or an 
employee, agent or cost plus con-
tractor of the United States is involved 
in litigation based on a claim arising 
out of the same incident or trans-
action. 

PART 36—INDEMNIFICATION OF 
HHS EMPLOYEES 

§ 36.1 Policy. 
(a) The Department of Health and 

Human Services may indemnify, in 
whole or in part, its employees (which 
for the purpose of this regulation in-
cludes former employees) for any ver-
dict, judgment or other monetary 
award which is rendered against any 
such employee, provided that the con-
duct giving rise to the verdict, judg-
ment or award was taken within the 
scope of his or her employment with 
the Department and that such indem-
nification is in the interest of the 
United States, as determined by the 
Secretary, or his or her designee, in his 
or her discretion. 

(b) The Department of Health and 
Human Services may settle or com-
promise a personal damage claim 
against its employee by the payment of 
available funds, at any time, provided 
the alleged conduct giving rise to the 
personal damage claim was taken with-
in the scope of employment and that 
such settlement or compromise is in 
the interest of the United States, as de-
termined by the Secretary, or his or 
her designee, in his or her discretion. 

(c) Absent exceptional cir-
cumstances, as determined by the Sec-
retary or his or her designee, the De-
partment will not entertain a request 
either to agree to indemnify or to set-
tle a personal damage claim before 
entry of an adverse verdict, judgment 
or monetary award. 

(d) When an employee of the Depart-
ment of Health and Human Services be-
comes aware that an action has been 
filed against the employee in his or her 
individual capacity as a result of con-
duct taken within the scope of his or 
her employment, the employee should 
immediately notify the Department 
that such an action is pending. 

(e) The employee may, thereafter, re-
quest either (1) indemnification to sat-
isfy a verdict, judgment or award en-

tered against the employee or (2) pay-
ment to satisfy the requirements of a 
settlement proposal. The employee 
shall submit a written request, with 
documentation including copies of the 
verdict, judgment, award or settlement 
proposal, as appropriate, to the head of 
his employing component, who shall 
thereupon submit to the General Coun-
sel, in a timely manner, a rec-
ommended disposition of the request. 
The General Counsel shall also seek 
the views of the Department of Justice. 
The General Counsel shall forward the 
request, the employing component’s 
recommendation and the General 
Counsel’s recommendation to the Sec-
retary for decision. 

(f) Any payment under this section 
either to indemnify a Department of 
Health and Human Services employee 
or to settle a personal damage claim 
shall be contingent upon the avail-
ability of appropriated funds of the em-
ploying component of the Department 
of Health and Human Services. 

(Authority: 5 U.S.C. 301) 

[53 FR 11280, Apr. 6, 1988] 

PART 46—PROTECTION OF HUMAN 
SUBJECTS 

Subpart A—Basic HHS Policy for Protection 
of Human Research Subjects 

Sec. 
46.101 To what does this policy apply? 
46.102 Definitions. 
46.103 Assuring compliance with this pol-

icy—research conducted or supported by 
any Federal Department or Agency. 

46.104–46.106 [Reserved] 
46.107 IRB membership. 
46.108 IRB functions and operations. 
46.109 IRB review of research. 
46.110 Expedited review procedures for cer-

tain kinds of research involving no more 
than minimal risk, and for minor 
changes in approved research. 

46.111 Criteria for IRB approval of research. 
46.112 Review by institution. 
46.113 Suspension or termination of IRB ap-

proval of research. 
46.114 Cooperative research. 
46.115 IRB records. 
46.116 General requirements for informed 

consent. 
46.117 Documentation of informed consent. 
46.118 Applications and proposals lacking 

definite plans for involvement of human 
subjects. 
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