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may seek compulsory process. Compul-
sory process means the institution of 
appropriate legal action, including ex 
parte application for an inspection 
warrant or its equivalent, in any forum 
of appropriate jurisdiction. 

(b) Compulsory process may be 
sought in advance of an audit, inves-
tigation, or other inquiry, if, in the 
judgment of the Secretary there is rea-
son to believe that a person will refuse 
to permit an audit, investigation, or 
other inquiry, or that other cir-
cumstances exist which make such 
process desirable or necessary. 

§ 101.73 Notification of failure to com-
ply. 

(a) At the conclusion of an audit, in-
vestigation, or other inquiry, or at any 
other time, HHS may inform the per-
son in writing of HHS’ position regard-
ing that person’s non-compliance with 
the requirements of the DPA and other 
applicable statutes, this part, or an of-
ficial action. 

(b) In cases where HHS determines 
that failure to comply with the provi-
sions of the DPA and other applicable 
statutes, this part, or an official action 
was inadvertent, the person may be in-
formed in writing of the particulars in-
volved and the corrective action to be 
taken. Failure to take corrective ac-
tion may then be construed as a willful 
violation of the DPA and other applica-
ble statutes, this part, or an official ac-
tion. 

§ 101.74 Violations, penalties, and rem-
edies. 

(a) Willful violation of the provisions 
of the DPA, and related statutes (when 
applicable), this part, or an official ac-
tion, is a crime and upon conviction, a 
person may be punished by fine or im-
prisonment, or both. The maximum 
penalties provided by the DPA are a 
$10,000 fine, or one year in prison, or 
both. 

(b) The Government may also seek an 
injunction from a court of appropriate 
jurisdiction to prohibit the continu-
ance of any violation of, or to enforce 
compliance with, the DPA, this part, or 
an official action. 

(c) In order to secure the effective en-
forcement of the DPA and other appli-

cable statutes, this part, and official 
actions, the following are prohibited: 

(1) No person may solicit, influence, 
or permit another person to perform 
any act prohibited by, or to omit any 
act required by, the DPA and other ap-
plicable statutes, this part, or an offi-
cial action. 

(2) No person may conspire or act in 
concert with any other person to per-
form any act prohibited by, or to omit 
any act required by, the DPA and other 
applicable statutes, this part, or an of-
ficial action. 

(3) No person shall deliver any item if 
the person knows or has reason to be-
lieve that the item will be accepted, re-
delivered, held, or used in violation of 
the DPA and other applicable statutes, 
this part, or an official action. In such 
instances, the person must imme-
diately notify HHS that, in accordance 
with this provision, delivery has not 
been made. 

§ 101.75 Compliance conflicts. 

If compliance with any provision of 
the DPA and other applicable statutes, 
this part, or an official action would 
prevent a person from filling a rated 
order or from complying with another 
provision of the DPA and other appli-
cable statutes, this part, or an official 
action, the person must immediately 
notify HHS, as specified in § 101.93, for 
resolution of the conflict. 

Subpart H—Adjustments, 
Exceptions, and Appeals 

§ 101.80 Adjustments or exceptions. 

(a) A person may submit a request to 
HHS for an adjustment or exception on 
the ground that: 

(1) A provision of this part or an offi-
cial action results in an undue or ex-
ceptional hardship on that person not 
suffered generally by others in similar 
situations and circumstances; or 

(2) The consequences of following a 
provision of this part or an official ac-
tion are contrary to the intent of the 
DPA and other applicable statutes, or 
this part. 

(b) Each request for adjustment or 
exception must be in writing and con-
tain a complete statement of all the 
facts and circumstances related to the 
provision of this part or official action 



783 

Dept. of Health and Human Services § 101.91 

from which adjustment is sought and a 
full and precise statement of the rea-
sons why relief should be provided. 

(c) The submission of a request for 
adjustment or exception shall not re-
lieve any person from the obligation of 
complying with the provision of this 
part or official action in question while 
the request is being considered unless 
such interim relief is granted in writ-
ing by the Secretary or the Secretary’s 
designated representative. 

(d) A decision of the Secretary or the 
Secretary’s designated representative 
under this section may be appealed to 
the Secretary. (For information on the 
appeal procedure, see § 101.81.) 

§ 101.81 Appeals. 

(a) Any person whose request for ad-
justment or exception was denied by 
the Secretary or the Secretary’s des-
ignated representative under § 101.80, 
may appeal to the Secretary who, 
through the Secretary’s designated 
representative, shall review and recon-
sider the denial. 

(b)(1) Except as provided in para-
graph (b)(2) of this section, an appeal 
must be received by the Secretary no 
later than 45 business days after re-
ceipt of a written notice of denial. 
After this 45-business day period, an 
appeal may be accepted at the discre-
tion of the Secretary. 

(2) For requests for adjustment or ex-
ception involving rated orders placed 
for the purpose of emergency prepared-
ness (see § 101.33(e)), an appeal must be 
received by the Secretary, no later 
than 15 business days after receipt of a 
written notice of denial. Contract per-
formance under the order shall not be 
stayed pending resolution of the ap-
peal. 

(c) Each appeal must be in writing 
and contain a complete statement of 
all the facts and circumstances related 
to the action appealed from and a full 
and precise statement of the reasons 
the decision should be modified or re-
versed. 

(d) In addition to the written mate-
rials submitted in support of an appeal, 
an appellant may request, in writing, 
an opportunity for an informal hear-
ing. This request may be granted or de-
nied at the discretion of the Secretary 

or the Secretary’s designated rep-
resentative. 

(e) When a hearing is granted, the 
Secretary may designate an HHS em-
ployee to act as the Secretary’s rep-
resentative and hearing officer to con-
duct the hearing and to prepare a re-
port. The hearing officer shall deter-
mine all procedural questions and im-
pose such time or other limitations 
deemed reasonable. In the event that 
the hearing officer decides that a print-
ed transcript is necessary, all expenses 
shall be borne by the appellant. 

(f) When determining an appeal, the 
Secretary may consider all informa-
tion submitted during the appeal as 
well as any recommendations, reports, 
or other relevant information and doc-
uments available to HHS or consult 
with any other persons or groups. 

(g) The submission of an appeal under 
this section shall not relieve any per-
son from the obligation of complying 
with the provision of this part or offi-
cial action in question while the appeal 
is being considered unless such relief is 
granted in writing by the Secretary. 

Subpart I—Miscellaneous 
Provisions 

§ 101.90 Protection against claims. 

A person shall not be held liable for 
damages or penalties for any act or 
failure to act resulting directly or indi-
rectly from compliance with any provi-
sion of this part, or an official action, 
notwithstanding that such provision or 
action shall subsequently be declared 
invalid by judicial or other competent 
authority. 

§ 101.91 Records and reports. 

(a) Persons are required to make and 
preserve for at least three years, accu-
rate and complete records of any trans-
action covered by this part or an offi-
cial action. 

(b) Records must be maintained in 
sufficient detail to permit the deter-
mination, upon examination, of wheth-
er each transaction complies with the 
provisions of this part or any official 
action. However, this part does not 
specify any method or system to be 
used. 

(c) Records required to be maintained 
by this part must be made available for 
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