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disposition of the proceedings, includ-
ing the protection of privacy of indi-
vidually identifiable health informa-
tion that may be submitted into evi-
dence, if appropriate. 

(c) The ALJ must issue an order con-
taining the matters agreed upon by the 
parties or ordered by the ALJ at a pre-
hearing conference. 

§ 160.536 Settlement. 
The Secretary has exclusive author-

ity to settle any issue or case without 
the consent of the ALJ. 

§ 160.538 Discovery. 
(a) A party may make a request to 

another party for production of docu-
ments for inspection and copying that 
are relevant and material to the issues 
before the ALJ. 

(b) For the purpose of this section, 
the term ‘‘documents’’ includes infor-
mation, reports, answers, records, ac-
counts, papers and other data and doc-
umentary evidence. Nothing contained 
in this section may be interpreted to 
require the creation of a document, ex-
cept that requested data stored in an 
electronic data storage system must be 
produced in a form accessible to the re-
questing party. 

(c) Requests for documents, requests 
for admissions, written interrogatories, 
depositions and any forms of discovery, 
other than those permitted under para-
graph (a) of this section, are not au-
thorized. 

(d) This section may not be construed 
to require the disclosure of interview 
reports or statements obtained by any 
party, or on behalf of any party, of per-
sons who will not be called as witnesses 
by that party, or analyses and sum-
maries prepared in conjunction with 
the investigation or litigation of the 
case, or any otherwise privileged docu-
ments. 

(e)(1) When a request for production 
of documents has been received, within 
30 days the party receiving that re-
quest must either fully respond to the 
request, or state that the request is 
being objected to and the reasons for 
that objection. If objection is made to 
part of an item or category, the part 
must be specified. Upon receiving any 
objections, the party seeking produc-
tion may then, within 30 days or any 

other time frame set by the ALJ, file a 
motion for an order compelling dis-
covery. The party receiving a request 
for production may also file a motion 
for protective order any time before 
the date the production is due. 

(2) The ALJ may grant a motion for 
protective order or deny a motion for 
an order compelling discovery if the 
ALJ finds that the discovery sought— 

(i) Is irrelevant; 
(ii) Is unduly costly or burdensome; 
(iii) Will unduly delay the pro-

ceeding; or 
(iv) Seeks privileged information. 
(3) The ALJ may extend any of the 

time frames set forth in paragraph 
(e)(1) of this section. 

(4) The burden of showing that dis-
covery should be allowed is on the 
party seeking discovery. 

§ 160.540 Exchange of witness lists, 
witness statements, and exhibits. 

(a) The parties must exchange wit-
ness lists, copies of prior written state-
ments of proposed witnesses, and cop-
ies of proposed hearing exhibits, in-
cluding copies of any written state-
ments that the party intends to offer 
in lieu of live testimony in accordance 
with § 160.556, at least 15 days before 
the hearing, unless the ALJ orders an 
earlier exchange. 

(b) (1) If at any time a party objects 
to the proposed admission of evidence 
not exchanged in accordance with para-
graph (a) of this section, the ALJ must 
determine whether the failure to com-
ply with paragraph (a) of this section 
should result in the exclusion of that 
evidence. 

(2) Unless the ALJ finds that extraor-
dinary circumstances justified the fail-
ure timely to exchange the information 
listed under paragraph (a) of this sec-
tion, the ALJ must exclude from the 
party’s case-in-chief— 

(i) The testimony of any witness 
whose name does not appear on the 
witness list; and 

(ii) Any exhibit not provided to the 
opposing party as specified in para-
graph (a) of this section. 

(3) If the ALJ finds that extraor-
dinary circumstances existed, the ALJ 
must then determine whether the ad-
mission of that evidence would cause 
substantial prejudice to the objecting 
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party. If the ALJ finds that there is no 
substantial prejudice, the evidence 
may be admitted. If the ALJ finds that 
there is substantial prejudice, the ALJ 
may exclude the evidence, or, if he or 
she does not exclude the evidence, 
must postpone the hearing for such 
time as is necessary for the objecting 
party to prepare and respond to the 
evidence, unless the objecting party 
waives postponement. 

(c) Unless the other party objects 
within a reasonable period of time be-
fore the hearing, documents exchanged 
in accordance with paragraph (a) of 
this section will be deemed to be au-
thentic for the purpose of admissibility 
at the hearing. 

§ 160.542 Subpoenas for attendance at 
hearing. 

(a) A party wishing to procure the 
appearance and testimony of any per-
son at the hearing may make a motion 
requesting the ALJ to issue a subpoena 
if the appearance and testimony are 
reasonably necessary for the presen-
tation of a party’s case. 

(b) A subpoena requiring the attend-
ance of a person in accordance with 
paragraph (a) of this section may also 
require the person (whether or not the 
person is a party) to produce relevant 
and material evidence at or before the 
hearing. 

(c) When a subpoena is served by a re-
spondent on a particular employee or 
official or particular office of HHS, the 
Secretary may comply by designating 
any HHS representative to appear and 
testify. 

(d) A party seeking a subpoena must 
file a written motion not less than 30 
days before the date fixed for the hear-
ing, unless otherwise allowed by the 
ALJ for good cause shown. That mo-
tion must— 

(1) Specify any evidence to be pro-
duced; 

(2) Designate the witnesses; and 
(3) Describe the address and location 

with sufficient particularity to permit 
those witnesses to be found. 

(e) The subpoena must specify the 
time and place at which the witness is 
to appear and any evidence the witness 
is to produce. 

(f) Within 15 days after the written 
motion requesting issuance of a sub-

poena is served, any party may file an 
opposition or other response. 

(g) If the motion requesting issuance 
of a subpoena is granted, the party 
seeking the subpoena must serve it by 
delivery to the person named, or by 
certified mail addressed to that person 
at the person’s last dwelling place or 
principal place of business. 

(h) The person to whom the subpoena 
is directed may file with the ALJ a mo-
tion to quash the subpoena within 10 
days after service. 

(i) The exclusive remedy for contu-
macy by, or refusal to obey a subpoena 
duly served upon, any person is speci-
fied in 42 U.S.C. 405(e). 

§ 160.544 Fees. 
The party requesting a subpoena 

must pay the cost of the fees and mile-
age of any witness subpoenaed in the 
amounts that would be payable to a 
witness in a proceeding in United 
States District Court. A check for wit-
ness fees and mileage must accompany 
the subpoena when served, except that 
when a subpoena is issued on behalf of 
the Secretary, a check for witness fees 
and mileage need not accompany the 
subpoena. 

§ 160.546 Form, filing, and service of 
papers. 

(a) Forms. (1) Unless the ALJ directs 
the parties to do otherwise, documents 
filed with the ALJ must include an 
original and two copies. 

(2) Every pleading and paper filed in 
the proceeding must contain a caption 
setting forth the title of the action, the 
case number, and a designation of the 
paper, such as motion to quash sub-
poena. 

(3) Every pleading and paper must be 
signed by and must contain the address 
and telephone number of the party or 
the person on whose behalf the paper 
was filed, or his or her representative. 

(4) Papers are considered filed when 
they are mailed. 

(b) Service. A party filing a document 
with the ALJ or the Secretary must, at 
the time of filing, serve a copy of the 
document on the other party. Service 
upon any party of any document must 
be made by delivering a copy, or plac-
ing a copy of the document in the 
United States mail, postage prepaid 
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