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purchase of any covered outpatient 
drug. 

(2) A covered entity that is a free- 
standing cancer hospital cannot use a 
GPO to purchase orphan drugs when 
they are transferred, prescribed, sold, 
or otherwise used for an indication 
other than the rare condition or dis-
ease for which that orphan drug was 
designated under section 526 of the 
FFDCA. 

(3) A covered entity that is a free- 
standing cancer hospital may use a 
GPO for purchasing orphan drugs when 
orphan drugs are transferred, pre-
scribed, sold, or otherwise used for the 
rare disease or condition for which it 
was designated under section 526 of the 
FFDCA. 

(4) If a covered entity that is a free- 
standing cancer hospital chooses to use 
a GPO for purchasing an orphan drug 
used for a rare disease or condition for 
which it is designated, it is required to 
maintain auditable records that dem-
onstrate full compliance with the or-
phan drug purchasing requirements 
and limitations. A free-standing cancer 
hospital covered entity that cannot or 
does not wish to maintain auditable 
records sufficient to demonstrate com-
pliance, must notify HRSA and pur-
chase all orphan drugs outside of the 
340B Program, regardless of indication 
for which the drug is used, and is not 
permitted to use a GPO to purchase 
those drugs. Once a free-standing can-
cer hospital is enrolled in 340B, it may 
change its decision to purchase all or-
phan drugs outside of the 340B Program 
on a quarterly basis by notifying 
HRSA. This documentation will be 
made public. This information will also 
be verified during the annual recertifi-
cation process. 

(e) Identification of orphan drugs. Des-
ignations under section 526 of the 
FFDCA are the responsibility of and 
administered by the FDA. Only covered 
outpatient drugs that match the list-
ing and sponsor of the orphan designa-
tion are considered orphan drugs for 
purposes of this section. HRSA will 
publish on its public Web site FDA’s 
section 526 list of drugs that will gov-
ern the next quarter’s purchases. 

(f) Failure to comply. Failure to com-
ply with this section shall be consid-

ered a violation of sections 340B(a)(5) 
and 340B(e) of the PHSA, as applicable. 

PART 11—CLINICAL TRIALS REG-
ISTRATION AND RESULTS INFOR-
MATION SUBMISSION (Eff. 1-18- 
17) 

Subpart A—General Provisions 

Sec. 
11.2 What is the purpose of this part? 
11.4 To whom does this part apply? 
11.6 What are the requirements for the sub-

mission of truthful information? 
11.8 In what format must clinical trial in-

formation be submitted? 
11.10 What definitions apply to this part? 

Subpart B—Registration 

11.20 Who must submit clinical trial reg-
istration information? 

11.22 Which applicable clinical trials must 
be registered? 

11.24 When must clinical trial registration 
information be submitted? 

11.28 What constitutes clinical trial reg-
istration information? 

11.35 By when will the NIH Director post 
clinical trial registration information 
submitted under § 11.28? 

Subpart C—Results Information Submission 

11.40 Who must submit clinical trial results 
information? 

11.42 For which applicable clinical trials 
must clinical trial results information be 
submitted? 

11.44 When must clinical trial results infor-
mation be submitted for applicable clin-
ical trials subject to § 11.42? 

11.48 What constitutes clinical trial results 
information? 

11.52 By when will the NIH Director post 
submitted clinical trial results informa-
tion? 

11.54 What are the procedures for requesting 
a waiver of the requirements for clinical 
trial results information submission? 

Subpart D—Additional Submission of 
Clinical Trial Information 

11.60 What requirements apply to the vol-
untary submission of clinical trial infor-
mation for clinical trials of FDA-regu-
lated drug products (including biological 
products) and device products? 

11.62 What requirements apply to applicable 
clinical trials for which submission of 
clinical trial information has been deter-
mined by the Director to be necessary to 
protect the public health? 
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11.64 When must clinical trial information 
submitted to ClinicalTrials.gov be updated 
or corrected? 

Subpart E—Potential Legal Consequences 
of Non-Compliance 

11.66 What are potential legal consequences 
of not complying with the requirements 
of this part? 

AUTHORITY: 42 U.S.C. 282(i); 42 U.S.C. 282(j); 
5 U.S.C. 301; 42 U.S.C. 286(a); 42 U.S.C. 241(a); 
42 U.S.C. 216(b). 

SOURCE: 81 FR 65138, Sept. 21, 2016, unless 
otherwise noted. 

EFFECTIVE DATE NOTE: At 81 FR 65138, 
Sept. 21, 2016, Part 11 was added, effective 
Jan. 18, 2017. 

Subpart A—General Provisions 
§ 11.2 What is the purpose of this part? 

This part implements section 402(j) of 
the Public Health Service Act (42 
U.S.C. 282(j)) by providing require-
ments and procedures for the submis-
sion of clinical trial information for 
certain applicable clinical trials and 
other clinical trials to the Director of 
the National Institutes of Health (NIH) 
to be made publicly available via 
ClinicalTrials.gov, the Internet-acces-
sible clinical trial registry and results 
data bank established by the National 
Library of Medicine (NLM) at https:// 
clinicaltrials.gov. 

§ 11.4 To whom does this part apply? 
(a) This part applies to the respon-

sible party for an applicable clinical 
trial that is required to be registered 
under § 11.22, a clinical trial for which 
clinical trial registration information 
or clinical trial results information is 
submitted voluntarily in accordance 
with § 11.60, or an applicable clinical 
trial that is required by the Director to 
have clinical trial information sub-
mitted to protect the public health 
under § 11.62. 

(b) The responsible party must com-
municate the identity and contact in-
formation of the responsible party to 
the Director by submitting the Respon-
sible Party, by Official Title and Re-
sponsible Party Contact Information 
data elements under § 11.28(a)(2)(iii)(B) 
and (a)(2)(iv)(F) as part of the clinical 
trial information submitted at the 
time of registration. Changes must be 

communicated to the Director by up-
dating information in accordance with 
§ 11.64(a). 

(c) Determination of responsible party. 
For purposes of this part, each applica-
ble clinical trial or other clinical trial 
must have one responsible party. With 
respect to a clinical trial, the sponsor 
of the clinical trial will be considered 
the responsible party unless and until a 
principal investigator has been des-
ignated the responsible party, in ac-
cordance with paragraph (c)(2) of this 
section. With respect to a pediatric 
postmarket surveillance of a device 
product that is not a clinical trial, the 
responsible party is the entity that the 
U.S. Food and Drug Adminstration 
(FDA), under section 522 of the Federal 
Food, Drug, and Cosmetic Act (21 
U.S.C. 3601), orders to conduct the pedi-
atric postmarket surveillance of a de-
vice product. 

(1) Determination of sponsor. For pur-
poses of this part, each applicable clin-
ical trial or other clinical trial must 
have one sponsor. 

(i) When an applicable clinical trial 
or other clinical trial is conducted 
under an investigational new drug ap-
plication (IND) or investigational de-
vice exemption (IDE), the IND or IDE 
holder will be considered the sponsor. 

(ii) When an applicable clinical trial 
or other clinical trial is not conducted 
under an IND or IDE, the single person 
or entity who initiates the trial, by 
preparing and/or planning the trial, 
and who has authority and control over 
the trial, will be considered the spon-
sor. 

(2) Designation of a principal investi-
gator as the responsible party. 

(i) The sponsor may designate a prin-
cipal investigator as the responsible 
party if such principal investigator 
meets all of the following require-
ments: 

(A) Is responsible for conducting the 
trial; 

(B) Has access to and control over 
the data from the trial; 

(C) Has the right to publish the re-
sults of the trial; and 

(D) Has the ability to meet all of the 
requirements for submitting and up-
dating clinical trial information as 
specified in this part. 
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