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ADMINISTRATION

NOTICE OF OPPORTUNITY FOR HEARING (NOOH)

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

September 26, 2022

Yvelice A. Villaman-Bencosme, M.D.
Register #26539-104

FCI Marianna

Federal Correctional Institution
Satellite Camp

P.O. Box 7006

Marianna, Florida 32447

Dear Dr. Villaman-Bencosme:

The Center for Drug Evaluation and Research (the Center) of the U.S. Food and Drug
Administration (FDA) has information indicating that you repeatedly or deliberately
submitted false information to FDA or to the sponsor in required reports. These violations
provide the basis for withdrawal of your eligibility as a clinical investigator to receive
investigational new drugs and to conduct any clinical investigation that supports an
application for a research or marketing permit for products regulated by FDA.

Pursuant to section 312.70(a) of Title 21 of the Code of Federal Regulations [21 CFR
312.70(a)], the Center informed you by letter titled “Notice of Initiation of Disqualification
Proceedings and Opportunity to Explain” (NIDPOE), originally sent by United Parcel Service
(UPS) to you at your former address of 4648 NW goth Avenue, Sunrise, Florida 33351, on
January 18, 2022, and reissued to you via Certified Mail at your current address on April 28,
2022, of the specific matters complained of, and offered you an opportunity to respond in
writing or at an informal conference. The NIDPOE letter also offered you the option of
entering into a consent agreement with FDA, thereby terminating any administrative
proceeding against you.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20903
www.fda.gov
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You have not responded to the NIDPOE letter. Accordingly, you are being offered an
opportunity for a regulatory hearing pursuant to 21 CFR parts 16 and 312, to determine
whether you are entitled to receive test articles under part 312 and to conduct any clinical
investigation that supports an application for a research or marketing permit for products
regulated by FDA. You have the right to be advised and represented by counsel at all times.
Any regulatory hearing on this matter will be governed by the regulations in 21 CFR part 16
and by FDA's guidelines on electronic media coverage of administrative proceedings, 21 CFR
part 10, subpart C. Enclosed you will find copies of these regulations. A listing of the specific
violations follows. These are matters that would be considered at the regulatory hearing, if
granted. The applicable provision of the CFR is cited below.

You repeatedly or deliberately submitted to the FDA or to the sponsor false
information in any required report [21 CFR 312.70(a)].

FDA has concluded that, during your conduct of Protocol SAS115358 (VESTRI), you
repeatedly and/or deliberately submitted false information to FDA or to the sponsor in
required reports. As described in the Factual Proffer in Support of Guilty Plea from your
case, which you signed on August 27, 2020, and which was filed on January 8, 2021, you
caused false information to be entered in subjects’ case histories, to make it appear that
subjects had, among other things, satisfied the eligibility criteria to participate in the study;
provided informed consent to participate in the study; received a physical examination
conducted by you; received and returned the study drug at your clinic; and received payment
for study visits at your clinic, when in fact no such events occurred. For example, on or about
April 22, 2015, you signed case history documentation for pediatric subject D.H., falsely
representing that D.H. was participating in the study; that D.H. had visited your clinic for a
checkup; and that you had given D.H. an examination. You were aware, however, that
subject D.H. did not participate in the study and that you did not perform an examination of
this subject on that date. Repeated or deliberate submission of false information in any
required report to FDA or to the sponsor is a violation of 21 CFR 312.70(a).

As the clinical investigator, it is your responsibility to ensure that the data collected from
study subjects are accurate and can be relied upon in any analyses of the study endpoints.
When you signed the Form FDA 1572, Statement of the Investigator, you agreed to provide
accurate information to the sponsor, and to ensure that you would comply with FDA
regulations related to the conduct of the clinical investigations of the investigational drugs;
and you agreed to ensure that all associates, colleagues, and employees assisting in the
conduct of the studies were informed about their obligations in meeting their commitments.
Furthermore, your signature constitutes your written commitment to abide by FDA
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regulations in the conduct of the clinical investigations. The submission of false information
significantly compromises the study integrity, as well as the reliability and validity of the
data.

Your request for a hearing should be made in writing within ten (10) business days after
receipt of this letter, and should be directed to CDR Catherine Beer, Director, Division of
Enforcement, Office of Strategic Planning and Operational Policy, ORA, FDA, 1 Winners
Circle, Room 110, Albany, NY 12205, telephone (518) 453-2314, extension 1015 , email:
Catherine.Beer@fda.hhs.gov. If no response to this letter is received by that time, you will be
deemed to have waived any right to a regulatory hearing, and a decision in this matter will be
made based on the facts available to FDA. No hearing will be held.

A request for a hearing may not rest upon mere allegations or denials, but must present
specific facts showing that there is a genuine and substantial issue of fact that warrants a
hearing. Pursuant to 21 CFR 16.26, a request for a hearing may be denied, in whole or in
part, if the Commissioner or his delegate determines that no genuine and substantial issue of
fact has been raised by the material submitted. A hearing will not be granted on issues of
policy or law. Written notice of a determination of summary judgment will be provided,
explaining the reasons for denial of the hearing.

If you wish to respond but do not desire a hearing, you should contact CDR Catherine Beer
within the specified time period and send a written reply containing your response. The
letter should state that you waive your right to a hearing, and that you want a decision on the
matter to be based on your written response and other information available to FDA.

FDA's offer for you to enter into a consent agreement, attached to the NIDPOE letter dated
January 18, 2022, and reissued to you on April 28, 2022, remains available. Entering into a
consent agreement would terminate the administrative procedures but would not preclude
the possibility of a corollary judicial proceeding.

No final decision by FDA has been made at this time on your eligibility to continue to receive
test articles. Moreover, there will be no prejudgment of this matter if you decline to enter
into a consent agreement and decide instead either to request a regulatory hearing or to
request that the decision be based on information currently available to FDA.

Please inform CDR Catherine Beer within ten (10) business days whether you wish to request
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a hearing or to have this matter resolved by consent agreement or information available to
FDA.

Sincerely,

G}‘udith McMeekin/

Judith McMeekin, Pharm. D.

Associate Commissioner for Regulatory Affairs

Enclosures:

21 CFR part 10, subpart C
21 CFR part 16

21 CFR 312.70



Food and Drug Administration, HHS

not apply paragraphs (i)(1) and (i)(2) of
this section. However, any final guid-
ance document issued according to this
provision must contain the elements in
paragraphs (i)(1) and (i)(2) of this sec-
tion.

G)  Who, within FDA, can approve
issuance of guidance documents? Each
center and office must have written
procedures for the approval of guidance
documents. Those procedures must en-
sure that issuance of all documents is
approved by appropriate senior FDA of-
ficials.

(k) How will FDA review and revise ex-
isting guidance documents? (1) The agen-
cy will periodically review existing

guidance documents to determine
whether they need to be changed or
withdrawn.

(2) When significant changes are

made to the statute or regulations, the
agency will review and, if appropriate,
revise guidance documents relating to
that changed statute or regulation.

(3) As discussed in paragraph (f)(3)of
this section, you may at any time sug-
gest that FDA revise a guidance docu-
ment.

() How will FDA ensure that FDA staff
are following GGP’s? (1) All current and
new FDA employees involved in the de-
velopment, issuance, or application of
guidance documents will be trained re-
garding the agency’s GGP’s.

(2) FDA centers and offices will mon-
itor the development and issuance of
guidance documents to ensure that
GGP’sare being followed.

(m) How can you get copies of FDA'’s
guidance documents? FDA will make
copies available in hard copy and, as
feasible, through the Internet.

(n) How will FDA keep you informed of
the guidance documents that are avail-
able? (1) FDA will maintain on the
Internet a current list of all guidance
documents. New documents will be
added to this list within 30 days of
issuance.

(2) Oncea year, FDA will publish in
the FEDERAL REGISTER its comprehen-
sive list of guidance documents. The
comprehensive list will identify docu-
ments that have been added to the list
or withdrawn from the list since the
previous comprehensive list.

(3) FDA’s guidance document lists
will include the name of the guidance

§10.203

document, issuance and revision dates,
and information on how to obtain cop-
ies of the document.

(0) What can you do if you believe that
someone at FDA is not following these
GGP’s? 1If you believe that someone at
FDA did not follow the procedures in
this section or that someone at FDA
treated a guidance document as a bind-
ing requirement, you should contact
that person’s supervisor in the center
or office that issued the guidance docu-
ment. If the issue cannot be resolved,
you should contact the next highest su-
pervisor. You can also contact the cen-
ter or office ombudsman for assistance
in resolving the issue. If you are unable
to resolve the issue at the center or of-
ficelevel or if you feel that you are not
making progress by going through the
chain of command, you may ask the
Office of the Chief Mediator and Om-
budsman to become involved.

[65 FR 56477, Sept. 19, 2000]

Subpart C—Electronic Media Cov-
erage of Public Administrative
Proceedings; Guideline on
Policy and Procedures

SOURCE: 49 FR 14726, Apr. 13,
otherwise noted.

1984, unless

§10.200 Scope.

This guideline describes FDA’s policy
and procedures applicable to electronic
media coverage of agency public ad-
ministrative proceedings. It is a guide-
line intended to clarify and explain
FDA’s policy on the presence and oper-
ation of electronic recording equip-
ment at such proceedings and to assure
uniform and consistent application of
practices and procedures throughout
the agency.

§10.203 Definitions.

(a) Public administrative proceeding as
used in this guideline means any FDA
proceeding which the public has a right
to attend. This includes a formal evi-
dentiary public hearing as set forth in
part 12, a public hearing before a Pub-
lic Board of Inquiry as set forth in part
13, a public hearing before a Public Ad-
visory Committee as set forth in part
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14, a public hearing before the Commis-
sioner as set forth in part 15, a regu-
latory hearing before FDA as set forth
in part 16, consumer exchange meet-
ings, and Commissioner’s public meet-
ings with health professionals.

(b) Advance notice as used in this
guideline means written or telephone
notification to FDA’s Office of Public
Affairs (Press Relations Staff) of intent
to electronically record an agency pub-
lic administrative proceeding.

(¢) Electronic recording as used in this
guideline means any visual or audio re-
cording made by videotape recording
equipment or moving film camera, and/
or other electronic recording equip-
ment.

[49 FR 14726, Apr. 13, 1984, as amended at 54
FR 9035, Mar. 3, 1989]

§10.204 General.

(a) FDA has for many years willingly
committed itself to a policy of open-
ness. In many instances FDA has
sought to make the open portions of
agency public administrative pro-
ceedings more accessible to public par-
ticipation. Similarly, FDA has sought,
wherever possible, to allow full written
media access to its proceedings, so that
members of the press would have the
opportunity to provide first-hand re-
ports. However, because electronic
media coverage presents certain dif-
ficulties that are easier to resolve with
advance notice to the agency and all
participants, FDA believes that codi-
fication of its policy will facilitate and
further increase media access to its
public administrative proceedings. The
agency intends to refer to this guide-
line when notices of hearing, or indi-
vidual advisory committee meetings,
are published in the FEDERAL REG-
ISTER. Thus, all parties to a proceeding
will be on notice that the proceeding
may be recorded electronically and any
person interested in videotaping or
otherwise recording the proceeding will
be notified that there are established
proceduresto be followed.

(b) The designated presiding officer
of a public administrative proceeding
retains the existing discretionary au-
thority set forth in specific regulations
pertaining to each type of administra-
tive proceeding to regulate the conduct
of the proceeding over which he or she

21 CFR Ch. | (4-1-14 Edition)

presides. The responsibilities of the
presiding officer, established elsewhere
in parts 10 through 16, include an obli-
gation to be concerned with the timely
conduct of a hearing, the limited avail-
ability of certain witnesses, and reduc-
ing disruptions to the proceeding which
may occur. Each proceeding varies, and
the presiding officer cannot anticipate
all that might occur. Discretionary au-
thority to regulate conduct at a pro-
ceeding has traditionally been granted
to presiding officers to enable them to
fulfill their responsibility to maintain
a fair and orderly hearing conducted in
an expeditious manner.

(¢) This guideline provides the pre-
siding officer with a degree of flexi-
bility in that it sets forth the agency’s
policy as well as the procedures that
presiding officers should ordinarily fol-
low, but from which they may depart
in particular situations if necessary,
subject to the presumption of openness
of public proceedings to electronic
media coverage. The presiding officer’s
discretion to establish additional pro-
cedures or to limit electronic coverage
is to be exercised only in the unusual
circumstances defined in this guide-
line. Even though a presiding officer
may establish additional procedures or
limits as may be required in a par-
ticular situation, he or she will be
guided by the policy expressed in this
guideline in establishing these condi-
tions. The presiding officer may also be
less restrictive, taking into account
such factors as the duration of a hear-
ing and the design of the room.

(d) If a portion or all of a proceeding
is closed to the public because material
is to be discussed that is not
disclosable to the public under applica-
ble laws, the proceeding also will be
closed to electronic media coverage.

(e) The agency requests advance no-
tice of intent to record a proceeding
electronically to facilitate the orderly
conduct of the proceeding. Knowledge
of anticipated media coverage will
allow the presiding officer to make any
special arrangements required by the
circumstances of the proceeding. The
agency believes that this guideline es-
tablishes sufficiently specific criteria
to promote uniformity.

(f) The agency would like to allow all
interested media representatives to
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videotape a proceeding in which they
have an interest. However, should
space limitations preclude a multitude
of cameras, the presiding officer may
require pool sharing. In such a case,
pool sharing arrangements of the re-
sulting videotape should be made be-
tween those allowed to film and those
who were excluded. Arrangements for
who is designated to present the pool
and a method of distributing the re-
sulting film or tape may be determined
by the established networks’ pooling
system. However, the agency has a
strong commitment to ensuring that
media representatives other than the
major networks also be able to obtain
a copy of the tape at cost. FDA is con-
cerned that if the network pool rep-
resentative wishes to record only a
short portion of a proceeding, but an
excluded party wishes to record the en-
tire proceeding, confusion will result.
The agency expects the interested
media representatives to negotiate a
suitable agreement among themselves
before commencement of the pro-
ceeding. For example, the network pool
representatives might agree to record a
portion of the proceedingup to a break
in the proceeding, at which time, while
the network representative is dis-
assembling equipment, another media
representative might set up to con-
tinue recording. If an agreement can-
not be reached before the proceeding,
the agency will use the time of receipt
of any advance notice to determine the
representation  for each category of
media, e.g., one network reporter, one
independent reporter. The agency rec-
ommends that parties intending to vid-
eotape provide as much advance notice
as possible, so that the agency may
best respond to the needs of the elec-
tronic media.

(g) To ensure the timely conduct of
agency hearings and to prevent disrup-
tions, equipment is to be stationary
during a proceeding and should be set
up and taken down when the pro-
ceeding is not in progress. As noted
previously, the presiding officer may,
at his or her discretion, be less restric-
tive if appropriate.

(h) The agency recognizes that elec-
tronic media representatives may de-
sire only short footage of a proceeding,
a facsimile of the proceeding, and/or

§10.206

interview opportunities and may be un-
necessarily restricted by requirements
for setting up before a proceeding and
then waiting until a break in the pro-
ceeding before being permitted to take
down their equipment. To accommo-
date this possibility, FDA’s Press Rela-
tions Staff will attempt to make ar-
rangements to respond to such needs
by, for example, requesting that the
presiding officer provide a break short-
ly after commencement of the pro-
ceeding to permit take down of equip-
ment.

(i) The agency is making a full com-
mitment to allowing, whenever pos-
sible, electronic coverage of its public
administrative proceedings subject to
the limited restrictions established in
this guideline.

§10.205 Electronic media coverage of
public administrative proceedings.

(a) A person may record electroni-
cally any open public administrative
proceeding, subject to the procedures
specified in this guideline. The proce-
dures include a presumption that agen-
cy public proceedings are open to the
electronic media. Whenever possible,
FDA will permit all interested persons
access to record agency public adminis-
trative proceedings. Restrictions other
than those listed in §10.206 will be im-
posed only under exceptional cir-
cumstances.

(b) A videotape recording of an FDA
public administrative proceeding is not
an official record of the proceeding.
The only official record is the written
transcript of the proceeding, which is
taken by the official reporter.

§10.206 Procedures for electronic
media coverage of agency public
administrative proceedings.

(a) To facilitate the agency’s re-
sponse to media needs, a person intend-
ing to videotape an FDA public admin-
istrative proceeding should, whenever
possible, provide advance notice to the
Press Relations Staff (HFI-20), Office of
Public Affairs, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockville,
MD 20857, in writing or by telephone
(telephone 301-443-4177), at least 48
hours in advance of the proceeding.
The Press Relations Staff will inform
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the presiding officer that the pro-
ceeding will be attended by representa-
tives of the electronic media, and as-
certain whether any special provisions
in addition to those set forth in this
subpart are required by the presiding
officer. If so, the Press Relations Staff
will function as a liaison between the
presiding officer and the person intend-
ing to record the proceeding in facili-
tating any procedures in addition to
those outlined in this subpart. The pre-
siding officer will not deny access for
failure to provide a 48-hour advance no-
tice. Any advance notice may describe
the intended length of recording if
known, the amount and type of equip-
ment to be used, and any special needs
such as interviews.

(b) Cameras should be completely set
up before a proceeding is scheduled to
begin or during a break in the pro-
ceeding and should remain standing in
the area designated for -electronic
media equipment. Cameras may be
taken down only during breaks or after
the hearing is over. Roving cameras
will not be permitted during the pro-
ceeding. Any artificial lighting should
be unobtrusive. Microphones, like cam-
eras, should be in place before the start
of a proceeding and may be taken down
as indicated in this paragraph.

(¢) When space in the hearing room is
limited, the presiding officer may re-
strict the number of cameras or the
equipment present. Should such a re-
striction become necessary, the pool
arrangements are the responsibility of
the participating media. The agency
encourages the network pool to make
copies of the tape, film, or other prod-
uct available at cost to nonpool par-
ticipants. However, if this is not pos-
sible, the agency may need to use the
time of receipt of any advance notice
to determine the representation for
each category, e.g., one network re-
porter, one independent reporter, etc.

(d) Off the record portions of a pro-
ceeding may not be videotaped.

(e) Before or during the proceeding,
the presiding officer may establish
other conditions specific to the pro-
ceeding for which the request is being
made. These conditions may be more or
less restrictive than those stated in
this guideline, except that the pre-
siding officer shall observe the agen-
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cy’s presumption of openness of its
public proceedings to the electronic
media. Only a substantial and clear
threat to the agency’s interests in
order, fairness, and timeliness author-
izes the presiding officer to impose ad-
ditional restrictions. This threat must
outweigh the public interest in elec-
tronic media coverage of agency pro-
ceedings. Additional restrictions shall
be narrowly drawn to the particular
circumstances. The following factors
are listed to assist presiding officers in
determining whether the agency’s in-
terest is sufficiently compellingto call
for the unusual step of imposing addi-
tional restrictions. Generally this step
is justified when one of the following
factors is met:

(1) Electronic recording would result
in a substantial likelihood of disrup-
tion that clearly cannot be contained
by the procedures established in para-
graphs (a) through (d) of this section.

(2) Electronic recording would result
in a substantial likelihood of preju-
dicial impact on the fairness of the pro-
ceeding or the substantive discussion
in a proceeding.

(3) There is a substantial likelihood
that a witness’ ability to testify may
be impaired due to unique personal cir-
cumstances such as the age or psycho-
logical state of the witness or the par-
ticularly personal or private nature of
the witness’ testimony, if the witness’
testimony  were electronically re-
corded.

(f) Before the proceeding, the Press
Relations Staff will, upon request, pro-
vide written copies of any additional
conditions imposed by the presiding of-
ficer (as described in paragraph (e) of
this section) to requesting members of
the media. Any appeals should be made
in accordance with paragraph (h) of
this section.

(g) The presiding officer retains au-
thority to restrict or discontinue
videotaping or other recording of a pro-
ceeding, or parts of a proceeding,
should such a decision become nec-
essary. The presiding officer’s responsi-
bility to conduct the hearing includes
the right and duty to remove a source
of substantial disruption. In exercising
his or her authority, the presiding offi-
cer shall observe the presumption that
agency public proceedings are open to
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the electronic media. The presiding of-
ficer shall exercise his or her discretion
to restrict or discontinue electronic
coverage of a public proceeding, or por-
tions of a public proceeding, only if he
or she determines that the agency’sin-
terest in the fair and orderly adminis-
trative process is substantially threat-
ened. A clear and substantial threat to
the integrity of agency proceedings
must clearly outweigh the public inter-
est in electronic media coverage of the
proceedings before additional restric-
tions are imposed on the electronic
media during the course of the pro-
ceedings. The factors noted in para-
graph (e) of this section indicate the
kind of substantial threat to the agen-
cy interests that may require imposing
additional restrictions during the
course of the proceedings. If additional
requirements are established during
the hearing, the presiding officer shall
notify immediately the Deputy Com-
missioner of Food and Drugs of that
fact by telephone and submit a written
explanation of the circumstances that
necessitated such an action within 24
hours or sooner if requested by the
Deputy Commissioner. In the absence
or unavailability of the Deputy Com-
missioner, the presiding officer shall
notify the Associate Commissioner for
Regulatory Affairs.

(h) A decision by a presiding officer,
made either before the proceeding or
during the course of a proceeding, to
establish requirements in addition to
the minimum standards set forth in
this guideline may be appealed by any
adversely affected person who intends
to record the proceeding electronically.
Appeals may be made in writing or by
phone to the Deputy Commissioner or,
in his or her absence, to the Associate
Commissioner for Regulatory Affairs.
The filing of an appeal, whether before
or during a proceeding, does not re-
quire the presiding officer to interrupt
the proceeding. However, the Deputy
Commissioner or, in his or her absence,
the Associate Commissioner for Regu-
latory Affairs will resolve an appeal as
expeditiously as possible so as to pre-
serve, to the extent possible, the re-
porters’ opportunity to record the pro-
ceedings.

[49 FR 14726, Apr. 13, 1984, as amended at 54
FR 9035, Mar. 3, 1989]

§11.1

PART 11—ELECTRONIC RECORDS;
ELECTRONIC SIGNATURES

Subpart A—General Provisions

Sec.

11.1 Scope.

11.2 Implementation.
11.3  Definitions.

Subpart B—Electronic Records

11.10
11.30
11.50
11.70

Controls for closed systems.
Controls for open systems.
Signature manifestations.
Signature/record linking.

Subpart C—Electronic Signatures

11.100 General requirements.

11.200 Electronic signature components and
controls.

11.300 Controls for identification codes/pass-
words.

AUTHORITY: 21 U.S.C. 321-393; 42 U.S.C. 262.

SOURCE: 62 FR 13464, Mar. 20, 1997, unless
otherwise noted.

Subpart A—General Provisions

§11.1

(a) The regulations in this part set
forth the criteria under which the
agency considers electronic records,
electronic signatures, and handwritten
signatures executed to electronic
records to be trustworthy, reliable, and
generally equivalent to paper records
and handwritten signatures executed
on paper.

(b) This part applies to records in
electronic form that are created, modi-
fied, maintained, archived, retrieved,
or transmitted, under any records re-
quirements set forth in agency regula-
tions. This part also applies to elec-
tronic records submitted to the agency
under requirements of the Federal
Food, Drug, and Cosmetic Act and the
Public Health Service Act, even if such
records are not specifically identified
in agency regulations. However, this
part does not apply to paper records
that are, or have been, transmitted by
electronic means.

(c) Where electronic signatures and
their associated electronic records
meet the requirements of this part, the
agency will consider the electronic sig-
natures to be equivalent to full hand-
written signatures, initials, and other

Scope.
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presiding officer, to the extent that
time permits.

(e) The presiding officer and any
other persons serving on a panel may
question any person during or at the
conclusion of the presentation. No
other person attending the hearing
may question a person making a pres-
entation. The presiding officer may, as
a matter of discretion, permit ques-
tions to be submitted to the presiding
officer or panel for response by them or
by persons attending the hearing.

(f) The hearing is informal in nature,
and the rules of evidence do not apply.
No motions or objections relating to
the admissibility of information and
views may be made or considered, but
other participants may comment upon
or rebut all such information and
views. No participant may interrupt
the presentation of another participant
at any hearing for any reason.

(g) The hearing may end early only if
all persons scheduled for a later presen-
tation have already appeared or it is
past the time specified in the hearing
schedule, under § 15.21(e), by which par-
ticipants must be present.

(h) The Commissioner or the pre-
siding officer may, under §10.19, sus-
pend, modify, or waive any provision of
this part.

Subpart C—Records of a Public
Hearing Before the Commissioner

§15.40 Administrative record.

(a) The administrative record of a
public hearing before the Commis-
sioner consists of the following:

(1) All relevant FEDERAL REGISTER
notices, including any documents to
which they refer.

(2) All written
§15.25.

(3) The transcript of the oral hearing.

(b) The record of the administrative
proceeding will be closed at the time
specifiedin §15.25.

submissions under

§15.45 Examination of administrative
record.
Section 10.20(j) governs the avail-

ability for public examination and
copying of each document in the ad-
ministrative record of the hearing

§16.1

PART 16—REGULATORY HEARING
BEFORE THE FOOD AND DRUG
ADMINISTRATION

Subpart A—General Provisions

Sec.

16.1 Scope.

16.5 Inapplicability and limited applica-
bility.

Subpart B—Initiation of Proceedings

16.22 Initiation of regulatory hearing.

16.24 Regulatory hearing required by the
act or a regulation.

16.26 Denial of hearing and summary deci-
sion.

Subpart C—Commissioner and Presiding
Officer

1640 Commissioner.

16.42 Presiding officer.

16.44 Communication to presiding officer
and Commissioner.

Subpart D—Procedures for Regulatory
Hearing

16.60 Hearing procedure.
16.62 Right to counsel.

Subpart E—Administrative Record and
Decision

16.80 Administrative record of a regulatory
hearing.

16.85 Examination of administrative record.

16.95 Administrative decision and record for
decision.

Subpart F—Reconsideration and Stay

16.119 Reconsideration and stay of action.

Subpart G—Judicial Review

16.120 Judicial review.

AUTHORITY: 15 U.S.C. 1451-1461; 21 U.S.C.
141-149, 321-394, 467f, 679, 821, 1034; 28 U.S.C.
2112; 42 U.S.C. 201-262, 263b, 364.

SOURCE: 44 FR 22367, Apr. 13,
otherwise noted.

1979, unless

Subpart A—General Provisions

§16.1

The procedures in this part apply
when:

(a) The Commissioner is considering
any regulatory action, including a re-
fusal to act, and concludes, as a matter
of discretion, on the Commissioner’s

Scope.
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initiative or at the suggestionof any
person, to offer an opportunity for a
regulatory hearing to obtain additional
information before making a decision
or taking action.

(b) The act or a regulation provides a
person with an opportunity for a hear-
ing on a regulatory action, including
proposed action, and the act or a regu-
lation either specifically provides an
opportunity for a regulatory hearing
under this part or provides an oppor-
tunity for a hearing for which no pro-
cedures are specified by regulation.
Listed below are the statutory and reg-
ulatory provisions under which regu-
latory hearings are available:

(1) Statutory provisions:

Section 304(g) of the act relating to the ad-
ministrative detention of devices (see
§800.55(g) of this chapter).

Section 304(h) of the act relating to the ad-
ministrative detention of food for human
or animal consumption (see part 1, subpart
k of this chapter).

Section 515(e)(1) of the act relating to the
proposed withdrawal of approval of a de-
vice premarket approval application.

Section 515(e)(3) of the act relating to the
temporary suspension of approval of a pre-
market approval application.

Section 515(f)(6) of the act relating to a pro-
posed order revoking a device product de-
velopment protocol or declaring a protocol
not completed.

Section 515(f)(7) of the act relating to revoca-
tion of a notice of completion of a product
development protocol.

Section 516 of the act relating to a proposed
banned device regulations (see §895.21(d) of
this chapter).

Section 518(b) of the act relating to a deter-
mination that a device is subject to a re-
pair, replacement, or refund order or that
a correction plan, or revised correction
plan, submitted by a manufacturer, im-
porter, or distributor is inadequate.

Section 518(e) of the act relating to a cease
distribution and notification order or man-
datory recall order concerning a medical
device for human use.

Section 520(f)(2)(D) of the act relating to ex-
emptions or variances from device current
good manufacturing practice requirements
(see §820.1(d)).

Section 520(g)(4) and (g)(5) of the act relating
to disapproval and withdrawal of approval
of an application from an investigational
device exemption (see §§812.19(c), 812.30(c),
813.30(d), and 813.35(c)of this chapter).

Section 903(a)(8)(B)(ii) of the Federal Food,
Drug, and Cosmetic Act relating to the
misbranding of tobacco products.
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Section 906(e)(1)(B) of the Federal Food,
Drug, and Cosmetic Act relating to the es-
tablishment of good manufacturing prac-
tice requirements for tobacco products.

Section 910(d)(1) of the Federal Food, Drug,
and Cosmetic Act relating to the with-
drawal of an order allowing a new tobacco
product to be introduced or delivered for
introduction into interstate commerce.

Section 911(j) of the Federal Food, Drug, and
Cosmetic Act relating to the withdrawal of
an order allowing a modified risk tobacco
product to be introduced or delivered for
introduction into interstate commerce.

(2) Regulatory provisions:

§56.121(a), relating to disqualifying an insti-
tutional review board or an institution.

§58.204(b), relating to disqualifyinga testing
facility.

§71.37(a), relating to use of food containing a
color additive.

§80.31(b), relating to refusal to certify a
batch of a color additive.

§80.34(b), relating to suspension of certifi-
cation service for a color additive.

§99.401(c), relating to a due diligence deter-
mination concerning the conduct of studies
necessary for a supplemental application
for a new use of a drug or device.

§130.17(1), relating to a temporary permit to
vary from a food standard.

§170.17(b), relating to use of food containing
an investigational foodadditive.

§202.1()(5), relating to approval of prescrip-
tion drug advertisements.

§312.70, relating to whether an investigator
is eligible to receive test articles under
part 312 of this chapter and eligible to con-
duct any clinical investigation that sup-
ports an application for a research or mar-
keting permit for products regulated by
FDA, including drugs, biologics, devices,
new animal drugs, foods, including dietary
supplements, that bear a nutrient content
claim or a health claim, infant formulas,
food and color additives, and tobacco prod-
ucts.

§312.70(d) and 312.44, relating to termination
of an IND for a sponsor.

§312.160(b), relating to termination of an IND
for tests in vitro and in laboratory re-
search animals for a sponsor.

§511.1(b)(5), relating to use of food containing
an investigational new animal drug.

§511.1(c)(1), relating to whether an investi-
gator is eligible to receive test articles
under part 511 of this chapter and eligible
to conduct any clinical investigation that
supports an application for a research or
marketing permit for products regulated
by FDA including drugs, biologics, devices,
new animal drugs, foods, including dietary
supplements, that bear a nutrient content
claim or a health claim, infant formulas,
food and color additives, and tobacco prod-
ucts.
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§511.1(c) (4) and (d), relating to termination
of an INAD for a sponsor.

§812.119, relating to whether an investigator
is eligible to receive test articles under
part 812 of this chapter and eligible to con-
duct any clinical investigation that sup-
ports an application for a research or mar-
keting permit for products regulated by
FDA including drugs, biologics, devices,
new animal drugs, foods, including dietary
supplements, that bear a nutrient content
claim or a health claim, infant formulas,
food and color additives, and tobacco prod-
ucts.

§ 814.46(c) relating to withdrawal of approval
of a device premarket approval applica-
tion.

§822.7(a)(3), relating to an order to conduct
postmarket surveillance of a medical de-
vice under section 522 of the act.

§830.130, relating to suspension or revocation
of the accreditation of an issuing agency.
§900.7, relating to approval, reapproval, or
withdrawal of approval of mammography
accreditation bodies or rejection of a pro-

posed fee for accreditation.

§900.14, relating to suspension or revocation
of a mammography certificate.

§900.25, relating to approval or withdrawal of
approval of certification agencies.

§1003.11(a)(3), relating to the failure of an
electronic product to comply with an ap-
plicable standard or to a defect in an elec-
tronic product.

§1003.31(d), relating to denial of an exemp-
tion from notification requirements for an
electronic product which fails to comply
with an applicable standard or has a de-
fect.

§1004.6, relating to plan for repurchase, re-
pair, or replacement of an electronic prod-
uct.

§1107.1(d), relating to rescissionof an exemp-
tion from the requirement of dem-
onstrating substantial equivalence for a
tobacco product.

§1210.30, relating to denial, suspension, or
revocation of a permit under the Federal
Import Milk Act.

§1270.43(e), relating to the retention, recall,
and destruction of human tissue.

§1271.440(¢) relating to the retention, recall,
and destruction of human cells, tissues,
and cellular and tissue-based products
(HCT/Ps), and/or the cessation of manufac-
turing HCT/Ps.

[44 FR 22367, Apr. 13, 1979]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §16.1, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and at www._fdsys.gov.

§16.22

§16.5 Inapplicability and limited ap-
plicability.

(a) This part does not apply to the
following:

(1) Informal presentation of views be-
fore reporting a criminal violation
under section 305 of the act and section
5 of the Federal Import Milk Act and
§1210.31.

(2) A hearing on a refusal of admis-
sion of a food, drug, device, or cosmetic
under section 80l(a) of the act and
§1.94, or of an electronic product under
section 360(a) of the Public Health
Service Act and §1005.20.

(3) Factory inspections, recalls (ex-
cept mandatory recalls of medical de-
vices intended for human use), regu-
latory letters, and similar compliance
activities related to law enforcement.

(4) A hearing on an order for re-
labeling, diversion, or destruction of
shell eggs under section 361 of the Pub-
lic Health Service Act (42 U.S.C. 264)
and §§101.17(h)and 115.50 of this chap-
ter.

(5) A hearing on an order for diver-
sion or destruction of shell eggs under
section 361 of the Public Health Service
Act (42 U.S.C. 264), and §118.12 of this
chapter.

(b) If a regulation provides a person
with an opportunity for hearing and
specifies some procedures for the hear-
ing but not a comprehensive set of pro-
cedures, the proceduresin this part
apply to the extent that they are sup-
plementary and not in conflict with
the other procedures specified for the
hearing. Thus, the procedures in sub-
part A of part 108 relating to emer-
gency permit control are supplemented
by the nonconflicting procedures in
this part, e.g., the right to counsel,
public notice of the hearing, reconsid-
eration and stay, and judicial review.

[44 FR 22367, Apr. 13, 1979, as amendedat 57
FR 58403, Dec. 10, 1992; 65 FR 76110, Dec. 5,
2000; 74 FR 33095, July 9, 2009]

Subpart B—lInitiation of
Proceedings

§16.22 Initiation of regulatory hear-
ing.
(a) A regulatory hearing is initiated
by a notice of opportunity for hearing
from FDA. The notice will—
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(1) Be sent by mail, telegram, telex,
personal delivery, or any other mode of
written communication;

(2) Specify the facts and the action
that are the subjectof the opportunity
for a hearing;

(3) State that the notice of oppor-
tunity for hearing and the hearing are
governed by this part; and

(4) State the time within which a
hearing may be requested, and state
the name, address, and telephone num-
ber of the FDA employee to whom any
request for hearing is to be addressed.

(5) Refer to FDA’s guideline on elec-
tronic media coverage of its adminis-
trative proceedings (21 CFR part 10,
subpart C).

(b) A person offered an opportunity
for a hearing has the amount of time
specified in the notice, which may not
be less than 3 working days after re-
ceipt of the notice, within which to re-
quest a hearing. The request may be
filed by mail, telegram, telex, personal
delivery, or any other mode of written
communication, addressed to the des-
ignated FDA employee. If no response
is filed within that time, the offer is
deemed to have been refused and no
hearing will be held.

(c) If a hearing is requested, the Com-
missioner will designate a presiding of-
ficer, and the hearing will take place at
a time and location agreed upon by the
party requesting the hearing, the FDA,
and the presiding officer or, if agree-
ment cannot be reached, at a reason-
able time and location designated by
the presiding officer.

(d) A notice of opportunity for hear-
ing under this section will not operate
to delay or stay any administrative ac-
tion, including enforcement action by
the agency unless the Commissioner,
as a matter of discretion, determines
that delay or a stay is in the public in-
terest.

[44 FR 22367, Apr. 13, 1979, as amended at 49
FR 32173, Aug. 13, 1984]

§16.24 Regulatory hearing required by
the act or a regulation.

(a) A regulatory hearing required by
the act or a regulation under §16.1(b)
will be initiated in the same manner as
other regulatory hearings subject to
the additional procedures in this sec-
tion.
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(b) [Reserved]

(¢) The notice will state whether any
action concerning the matter that is
the subject of the opportunity for hear-
ing is or is not being taken pending the
hearing under paragraph (d) of this sec-
tion.

(d) The Commissioner may take such
action pending a hearing under this
section as the Commissioner concludes
is necessary to protect the public
health, except where expressly prohib-
ited by statute or regulation. A hear-
ing to comsider action already taken,
and not stayed by the Commissioner,
will be conducted on an expedited
basis.

(¢) The hearing may not be required
to be held at a time less than 2 working
days after receipt of the request for
hearing.

(f) Before the hearing, FDA will give
to the party requesting the hearing
reasonable notice of the matters to be
considered at the hearing, including a
comprehensive statement of the basis
for the decision or action taken or pro-
posedthat is the subject of the hearing
and a general summary of the informa-
tion that will be presented by FDA at
the hearing in support of the decision
or action. This information may be
given orally or in writing, in the dis-
cretion of FDA.

(g) FDA and the party requesting the
hearing will, if feasible, at least 1 day
before the hearing provide to each
other written notice of any published
articles or written information to be
presented at or relied on at the hear-
ing. A copy will also be provided in ad-
vance if the other participant could not
reasonably be expected to have or be
able to obtain a copy. If written notice
or a copy is not provided, the presiding
officer may, if time permits, allow the
party who did not receive the notice or
copy additional time after the close of
the hearing to make a submission con-
cerning the article or information.

[44 FR 22367, Apr. 13, 1979, as amendedat 47
FR 26375, June 18, 1982; 54 FR 9037, Mar. 3,
1989]

§16.26 Denial of hearing and summary
decision.

(a) A request for a hearing may be de-
nied, in whole or in part, if the Com-
missioner or the FDA official to whom
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authority is delegated to make the
final decision on the matter deter-
mines that no genuine and substantial
issue of fact has been raised by the ma-
terial submitted. If the Commissioner
or his or her delegate determines that
a hearing is not justified, written no-
tice of the determination will be given
to the parties explainingthe reason for
denial.

(b) After a hearing commences, the
presiding officer may issue a summary
decision on any issue in the hearing if
the presiding officer determines from
the material submitted in connection
with the hearing, or from matters offi-
cially noticed, that there is no genuine
and substantial issue of fact respecting
that issue. For the purpose of this
paragraph, a hearing commences upon
the receipt by FDA of a request for
hearing submitted under § 16.22(b).

(¢) The Commissioner or his or her
delegate may review any summary de-
cision of the presiding officer issued
under paragraph (b) of this section at
the request of a party or on the Com-
missioner’s or his or her delegate’s own
initiative.

[53 FR 4615, Feb. 17, 1988, as amendedat 69
FR 17290, Apr. 2, 2004]

Subpart C—Commissioner and
Presiding Officer

§16.40 Commissioner.

Whenever the Commissioner has del-
egated authority on a matter for which
a regulatory hearing is available under
this part, the functionsof the Commis-
sioner under this part may be per-
formed by any of the officials to whom
the authority has been delegated, e.g.,
a center director.

[69 FR 17290, Apr. 2, 2004]

§16.42 Presiding officer.

(a) An FDA employee to whom the
Commissioner delegates such author-
ity, or any other agency employee des-
ignated by an employee to whom such
authority is delegated, or, consistent
with 5 CFR 930.209(b) or (c), an adminis-
trative law judge to whom such author-
ity is delegated, may serve as the pre-
siding officer and conduct a regulatory
hearing under this part.

§16.44

(b) In a regulatory hearing required
by the act or a regulation, the pre-
siding officer is to be free from bias or
prejudice and may not have partici-
pated in the investigation or action
that is the subjectof the hearing or be
subordinate to a person, other than the
Commissioner, who has participated in
such investigation or action.

(c)(1) The Commissioner or the dele-
gate under §16.40 is not precluded by
this section from prior participation in
the investigation or action that is the
subject of the hearing. If there has
been prior participation, the Commis-
sioner or the delegate should, if fea-
sible, designate a presiding officer for
the hearing who is not a subordinate.
Thus, if the Commissioner’s authority
to make a final decision has been dele-
gated to a center director, the pre-
siding officer may be an official in an-
other center or the office of the Com-
missioner. The exercise of general su-
pervisory responsibility, or the des-
ignation of the presiding officer, does
not constitute prior participation in
the investigation or action that is the
subject of the hearing so as to preclude
the Commissioner or delegate from
designating a subordinate as the pre-
siding officer.

(2) The party requesting a hearing
may make a written request to have
the Commissioner or the delegate
under §1640 be the presiding officer,
notwithstanding paragraph (c)(1) of
this section. If accepted, as a matter of
discretion, by the Commissioner or the
delegate, the request is binding upon
the party making the request.

(3) A different presiding officer may
be substituted for the one originally
designated under § 1622 without notice
to the parties.

[44 FR 22367, Apr. 13, 1979, as amendedat 54
FR 9037, Mar. 3, 1989; 67 FR 53306, Aug. 15,
2002]

§16.44 Communication to presiding of-
ficer and Commissioner.

(a) Regulatory hearings are not sub-
ject to the separation of functions
rules in §10.55.

(b) Those persons who are directly in-
volved in the investigation or presen-
tation of the position of FDA or any
party at a regulatory hearing that is
required by the act or a regulation
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should avoid any off-the-record com-
munication on the matter to the pre-
siding officer or the Commissioner or
their advisors if the communication is
inconsistent with the requirement of
§16.95(b)(1) that the administrative
record be the exclusive record for deci-
sion. If any communication of this type
occurs, it is to be reduced to writing
and made part of the record, and the
other party provided an opportunity to
respond.

(c) A copy of any letter or memo-
randum of meeting between a partici-
pant in the hearing and the presiding
officer or the Commissioner, e.g., a re-
sponse by the presiding officer to a re-
quest for a change in the time of the
hearing, is to be sent to all partici-
pants by the person writing the letter
or the memorandum.

Subpart D—Procedures for
Regulatory Hearing

§16.60 Hearing procedure.

(a) A regulatory hearing is public, ex-
cept when the Commissioner deter-
mines that all or part of a hearing
should be closed to prevent a clearly
unwarranted invasion of personal pri-
vacy; to prevent the disclosure of a
trade secret or confidential commer-
cial or financial information that is
not available for public disclosure
under §20.61; or to protect investiga-
tory records complied for law enforce-
ment purposes that are not available
for public disclosure under §20.64.

(1) The Commissioner may determine
that a regulatory hearing is closed ei-
ther on the Commissioner’s initiative
or on a request by the party asking for
a regulatory hearing, in the request for
the hearing.

(2) If the hearing is a private hearing,
no persons other than the party re-
questing the hearing, counsel and wit-
nesses, and an employee or consultant
or other person subject to a commer-
cial arrangement as defined in §20.81(a)
and FDA representatives with a direct
professional interest in the subject
matter of the proceeding are entitled
to attend.

(b) A regulatory hearing will be con-
ducted by a presiding officer. Employ-
ees of FDA will first give a full and
complete statement of the action

21 CFR Ch. | (4-1-14 Edition)

which is the subject of the hearing, to-
gether with the information and rea-
sons supporting it, and may present
any oral or written information rel-
evant to the hearing. The party re-
questing the hearing may then present
any oral or written information rel-
evant to the hearing. All parties may
confront and conduct reasonable cross-
examination of any person (except for
the presiding officer and counsel for
the parties) who makes any statement
on the matter at the hearing.

(¢) The hearing is informal in nature,
and the rules of evidence do not apply.
No motions or objections relating to
the admissibility of information and
views will be made or considered, but
any other party may comment upon or
rebut all such data, information, and
views.

(d) The presiding officer may order
the hearing to be transcribed. The
party requesting the hearing may have
the hearing transcribed, at the party’s
expense, in which case a copy of the
transcript is to be furnished to FDA.
Any transcript of the hearing will be
included with the presiding officer’s re-
port of the hearing.

(e) The presiding officer shall prepare
a written report of the hearing. All
written material presented at the hear-
ing will be attached to the report.
Whenever time permits, the parties to
the hearing will be given the oppor-
tunity to review and comment on the
presiding officer’s report of the hear-
ing.

(f) The presiding officer shall include
as part of the report of the hearing a
finding on the credibility of witnesses
(other than expert witnesses) whenever
credibility is a material issue, and
shall include a recommended decision,
with a statement of reasons, unless the
Commissioner directs otherwise.

(g) The presiding officer has the
power to take such actions and make
such rulings as are necessary or appro-
priate to maintain order and to con-
duct a fair, expeditious, and impartial
hearing, and to enforce the require-
ments of this part concerningthe con-
duct of hearings. The presiding officer
may direct that the hearing be con-
ducted in any suitable manner per-
mitted by law and these regulations.
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(h) The Commissioner or the pre-
siding officer has the power under
§10.19 to suspend, modify, or waive any
provision of this part.

[44 FR 22367, Apr. 13, 1979, as amended at 66
FR 6469, Jan. 22, 2001; 66 FR 12850, Mar. 1,
2001]

§16.62

Any party to a hearing under this
part has the right at all times to be ad-
vised and accompanied by counsel.

Right to counsel.

Subpart E—Administrative Record
and Decision

§16.80 Administrative record of a reg-
ulatory hearing.

(a) The administrative record of the
regulatory hearing consists of the fol-
lowing:

(1) The notice of opportunity for
hearing and the response.

(2) All written information and views
submitted to the presiding officer at
the hearing or after if specifically per-
mitted by the presiding officer.

(3) Any transcript of the hearing.

(4) The presiding officer’s report of
the hearing and comments on the re-
port under § 16.60(e).

(5) All letters and memoranda of
meetings or communications between
participants and the presiding officer
or the Commissioner referred to in
§16.44(c).

(b) The record of the regulatory hear-
ing is closed to the submission of infor-
mation and views, at the close of the
hearing, unless the presiding officer
specifically permits additional time for
a further submission.

§16.85 Examination of administrative
record.

Part 20 governs the availability for
public disclosure of each document
that is a part of the administrative
record of a regulatory hearing.

§16.95 Administrative
record for decision.

decision and

(a) With respect to a regulatory hear-
ing at the Commissioner’s initiative
under §16.1(a),the Commissioner shall
consider the administrative record of
the hearing specified in §16.80(a) to-

gether with all other relevant informa-
tion and views available to FDA in de-
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termining whether regulatory action
should be taken and, if so, in what
form.

(b) With respect to a regulatory hear-
ing required by the act or a regulation
under §16.1(b)—

(1) The administrative record of the
hearing specified in §16.80(a) con-
stitutes the exclusive record for deci-
sion;

(2) On the basis of the administrative
record of the hearing, the Commis-
sioner shall issue a written decision
stating the reasons for the Commis-
sioner’s administrative action and the
basis in the record; and

(3) For purposes of judicial review
under §10.45, the record of the adminis-
trative proceeding consists of the
record of the hearing and the Commis-
sioner’s decision.

Subpart F—Reconsideration and
Stay

§16.119 Reconsideration and stay of
action.

After any final administrative action
that is the subject of a hearing under
this part, any party may petition the
Commissioner for reconsideration of
any part or all of the decision or action
under § 10.33 or may petition for a stay
of the decision or action under § 10.35.

[44 FR 22367, Apr. 13, 1979, as amendedat 54
FR 9037, Mar. 3, 1989]

Subpart G—Judicial Review

§16.120 Judicial review.

Section 1045 governs the availability
of judicial review concerning any regu-
latory action which is the subject of a
hearing under this part
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(¢) Final report. An investigator shall
provide the sponsor with an adequate
report shortly after completion of the
investigator’s participation in the in-
vestigation.

(d) Financial disclosure reports. The
clinical investigator shall provide the
sponsor with sufficient accurate finan-
cial information to allow an applicant
to submit complete and accurate cer-
tification or disclosure statements as
required under part 54 of this chapter.
The clinical investigator shall prompt-
ly update this information if any rel-
evant changes occur during the course
of the investigation and for 1 year fol-
lowing the completion of the study.

[52 FR 8831, Mar. 19, 1987, as amendedat 52
FR 23031, June 17, 1987; 63 FR 5252, Feb. 2,
1998; 67 FR 9586, Mar. 4, 2002; 75 FR 59963,
Sept. 29, 2010]

§312.66 Assurance of IRB review.

An investigator shall assure that an
IRB that complies with the require-
ments set forth in part 56 will be re-
sponsible for the initial and continuing
review and approval of the proposed
clinical study. The investigator shall
also assure that he or she will prompt-
ly report to the IRB all changes in the
research activity and all unanticipated
problems involving risk to human sub-
jects or others, and that he or she will
not make any changes in the research
without IRB approval, except where
necessary to eliminate apparent imme-
diate hazards to human subjects.

[5S2 FR 8831, Mar. 19, 1987, as amendedat 52
FR 23031, June 17, 1987; 67 FR 9586, Mar. 4,
2002]

§312.68 Inspection of
records and reports.

An investigator shall upon request
from any properly authorized officer or
employee of FDA, at reasonable times,
permit such officer or employee to
have access to, and copy and verify any
records or reports made by the investi-
gator pursuant to §312.62. The investi-
gator is not required to divulge subject
names unless the records of particular
individuals require a more detailed
study of the cases, or unless there is
reason to believe that the records do
not represent actual case studies, or do
not represent actual results obtained.

investigator’s
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§312.69 Handling of controlled
stances.

sub-

If the investigational drug is subject
to the Controlled Substances Act, the
investigator shall take adequate pre-
cautions, including storage of the in-
vestigational drug in a securely locked,
substantially constructed cabinet, or
other securely locked, substantially
constructed enclosure, access to which
is limited, to prevent theft or diversion
of the substance into illegal channels
of distribution.

§312.70 Disqualification of a clinical
investigator.

(a) If FDA has information indicating
that an investigator (includinga spon-
sor-investigator) has repeatedly or de-
liberately failed to comply with the re-
quirements of this part, part 50 or part
56 of this chapter, or has repeatedly or
deliberately submitted to FDA or to
the sponsor false information in any
required report, the Center for Drug
Evaluation and Research or the Center
for Biologics Evaluation and Research
will furnish the investigator written
notice of the matter complainedof and
offer the investigator an opportunity
to explain the matter in writing, or, at
the option of the investigator, in an in-
formal conference. If an explanation is
offered and accepted by the applicable
Center, the Center will discontinue the
disqualification proceeding. If an ex-
planation is offered but not accepted
by the applicable Center, the investi-
gator will be given an opportunity for
a regulatory hearing under part 16 of
this chapter on the question of whether
the investigator is eligible to receive
test articles under this part and eligi-
ble to conduct any clinical investiga-
tion that supports an application for a
research or marketing permit for prod-
ucts regulated by FDA.

(b) After evaluating all available in-
formation, including any explanation
presented by the investigator, if the
Commissioner determines that the in-
vestigator has repeatedly or delib-
erately failed to comply with the re-
quirements of this part, part 50 or part
56 of this chapter, or has repeatedly or
deliberately submitted to FDA or to
the sponsor false information in any
required report, the Commissioner will
notify the investigator, the sponsor of
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any investigation in which the investi-
gator has been named as a participant,
and the reviewing institutional review
boards (IRBs) that the investigator is
not eligible to receive test articles
under this part. The notification to the
investigator, sponsor, and IRBs will
provide a statement of the basis for
such determination. The notification
also will explain that an investigator
determined to be ineligible to receive
test articles under this part will be in-
eligible to conduct any clinical inves-
tigation that supports an application
for a research or marketing permit for
products regulated by FDA, including
drugs, biologics, devices, new animal
drugs, foods, including dietary supple-
ments, that bear a nutrient content
claim or a health claim, infant for-
mulas, food and color additives, and to-
bacco products.

(¢) Each application or submission to
FDA under the provisions of this chap-
ter containing data reported by an in-
vestigator who has been determined to
be ineligible to receive FDA-regulated
test articles is subject to examination
to determine whether the investigator
has submitted unreliable data that are
essential to the continuation of an in-
vestigation or essential to the approval
of a marketing application, or essen-
tial to the continued marketing of an
FDA-regulated product.

(d) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from
consideration, that the data remaining
are inadequate to support a conclusion
that it is reasonably safe to continue
the investigation, the Commissioner
will notify the sponsor, who shall have
an opportunity for a regulatory hear-
ing under part 16 of this chapter. If a
danger to the public health exists, how-
ever, the Commissioner shall termi-
nate the IND immediately and notify
the sponsor and the reviewing IRBs of
the termination. In such case, the
sponsor shall have an opportunity for a
regulatory hearing before FDA under
part 16 on the question of whether the
IND should be reinstated. The deter-
mination that an investigation may
not be considered in support of a re-
search or marketing application or a
notification or petition submission
does not, however, relieve the sponsor

§312.80

of any obligation under any other ap-
plicable regulation to submit to FDA
the results of the investigation.

(e) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from
consideration, that the continued ap-
proval of the product for which the
data were submitted cannot be justi-
fied, the Commissioner will proceed to
withdraw approval of the product in ac-
cordance with the applicable provisions
of the relevant statutes.

(f) An investigator who has been de-
termined to be ineligible under para-
graph (b) of this section may be rein-
stated as eligible when the Commis-
sioner determines that the investigator
has presented adequate assurances that
the investigator will employ all test
articles, and will conduct any clinical
investigation that supports an applica-
tion for a research or marketing per-
mit for products regulated by FDA,
solely in compliance with the applica-
ble provisions of this chapter.

[77 FR 25359, Apr. 30, 2012]

Subpart E—Drugs Intended to
Treat Life-threatening and Se-
verely-debilitating Ilinesses

AUTHORITY: 21 U.S.C. 351, 352, 353, 355, 371;
42 U.S.C. 262.

SOURCE: 53 FR 41523, Oct. 21,
otherwise noted.

1988, unless

§312.80 Purpose.

The purpose of this section is to es-
tablish procedures designed to expedite
the development, evaluation, and mar-
keting of new therapies intended to
treat persons with life-threatening and

severely-debilitating illnesses, espe-
cially where no satisfactory alter-
native therapy exists. As stated

§314.105(c) of this chapter, while the
statutory standards of safety and effec-
tiveness apply to all drugs, the many
kinds of drugs that are subject to
them, and the wide range of uses for
those drugs, demand flexibility in ap-
plying the standards. The Food and
Drug Administration (FDA) has deter-
mined that it is appropriate to exercise
the broadest flexibility in applying the
statutory standards, while preserving
appropriate guarantees for safety and
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