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manufacturer, applicable group pur-
chasing organization, covered recipi-
ent, or physician owner or investor 
may electronically certify that the in-
formation reported is accurate. 

(iv) If a covered recipient or physi-
cian owner or investor disagrees with 
the information reported, the covered 
recipient or physician owner or inves-
tor can initiate a dispute, which is sent 
to the appropriate applicable manufac-
turer or applicable group purchasing 
organization to be resolved between 
the parties. 

(v) Covered recipients and physician 
owners or investors may initiate dis-
putes at any time after the 45-day pe-
riod begins, but before the end of the 
calendar year, but any changes result-
ing from disputes initiated outside the 
45-day period, may not be made until 
the next time the data is refreshed. 

(4) Data disputes. (i) In order to be 
corrected prior to the publication of 
the data, applicable manufacturers and 
applicable group purchasing organiza-
tions must notify CMS of resolved dis-
putes and changes to the information 
submitted by no later than 15 days 
after the end of the 45-day period (that 
is, 60 days after the 45-day review pe-
riod begins). 

(ii) Disputes which are not resolved 
by 15 days after the end of the review 
and correction period, may still be re-
solved, but any changes resulting from 
the disputes may be made until the 
next time the data is refreshed. 

(iii) If the dispute is not resolved by 
15 days after the end of the 45-day re-
view and correction period, CMS pub-
licly reports and aggregates the appli-
cable manufacturer’s or applicable 
group purchasing organization’s 
version of the payment or other trans-
fer of value, or ownership or invest-
ment interest data, but marks the pay-
ment or other transfer of value or own-
ership or investment interest as dis-
puted. 

(h) Errors or omissions. (1) If an appli-
cable manufacturer or applicable group 
purchasing organization discovers an 
error or omission in its annual report, 
it must submit corrected information 
to CMS immediately upon confirma-
tion of the error or omission. 

(2) Upon receipt, CMS notifies the af-
fected covered recipient or physician 

owner or investor that the additional 
information has been submitted and is 
available for review. CMS updates the 
Web site at least once annually with 
corrected information. 

[78 FR 9521, Feb. 8, 2013, as amended at 84 FR 
63187, Nov. 15, 2019; 86 FR 65659, Nov. 19, 2021] 

§ 403.910 Delayed publication for pay-
ments made under product re-
search or development agreements 
and clinical investigations. 

(a) General rule. Certain research pay-
ments or other transfers of value made 
to a covered recipient by an applicable 
manufacturer under a product research 
or development agreement may be de-
layed from publication on the Web site. 
Publication of a payment or other 
transfer of value is delayed when made 
in connection with the following in-
stances: 

(1) Research on or development of a 
new drug, device, biological, or medical 
supply, or a new application of an ex-
isting drug, device, biological, or med-
ical supply. 

(2) Clinical investigations regarding 
a new drug, device, biological, or med-
ical supply. 

(b) Research or development agreement. 
The research or development agree-
ment must include a written agree-
ment, a research protocol, or both be-
tween the applicable manufacturer and 
covered recipient. 

(c) Date of publication. Payments or 
other transfers of value eligible for de-
layed publication must be reported to 
CMS (in the manner required in 
§ 403.904(f)) on the first reporting date 
following the year in which they occur, 
but CMS does not publicly post the 
payment until the first annual publica-
tion date after the earlier of the fol-
lowing: 

(1) The date of the approval, licen-
sure or clearance of the covered drug, 
device, biological, or medical supply by 
FDA. 

(2) Four calendar years after the date 
the payment or other transfer of value 
was made. 

(d) Notification of delayed publication. 
(1) An applicable manufacturer must 
indicate on its research report to CMS 
whether a payment or other transfer of 
value is eligible for a delay in publica-
tion. The absence of this indication in 
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the report will result in CMS posting 
all payments publicly in the first year 
of public reporting. 

(2) An applicable manufacturer must 
continue to indicate annually in its re-
port that FDA approval, licensure, or 
clearance of the new drug, device, bio-
logical or medical supply to which the 
payment or other transfer of value is 
related, is pending. 

(3) An applicable manufacturer must 
notify CMS during subsequent annual 
submissions, if the new drug, device, 
biological or medical supply, to which 
the payment is related (or the new ap-
plication of the existing drug, device, 
biological, or medical supply), is ap-
proved by the FDA. 

(4) Failure to notify CMS when FDA 
approval occurs may be considered fail-
ure to report, and the applicable manu-
facturer may be subject to civil mone-
tary penalties. 

(5) If, after 4 years from the date of a 
payment first appearing in a report to 
CMS, there is an indication in a report 
that the payment is subject to delayed 
reporting, it is reported regardless of 
the indication. 

(e) Confidentiality. Information sub-
mitted and eligible for delayed publica-
tion is considered confidential and will 
not be subject to disclosure under 5 
U.S.C. 552, or any similar Federal, 
State, or local law, until on or after 
the date on which the information 
made available to the public as re-
quired in this section. 

§ 403.912 Penalties for failure to re-
port. 

(a) Failure to report. (1) Any applica-
ble manufacturer or applicable group 
purchasing organization that fails to 
timely, accurately or completely re-
port the information required in ac-
cordance with the rules established 
under this subpart is subject to a civil 
monetary penalty of not less than 
$1,000, but not more than $10,000, as ad-
justed annually under 45 CFR part 102 
for each payment or other transfer of 
value or ownership or investment in-
terest not reported timely, accurately, 
or completely. 

(2) The total amount of civil mone-
tary penalties imposed on each applica-
ble manufacturer or applicable group 
purchasing organization (regardless of 

whether the applicable manufacturer 
was a part of a consolidated report) 
with respect to failures to report in an 
annual submission of information will 
not exceed $150,000 as adjusted annu-
ally under 45 CFR part 102. 

(b) Knowing failure to report. (1) Any 
applicable manufacturer or applicable 
group purchasing organization that 
knowingly fails to timely, accurately 
or completely report the information 
required in accordance with the rules 
established under this subpart is sub-
ject to a civil monetary penalty of not 
less than $10,000, but not more than 
$100,000, as adjusted annually under 45 
CFR part 102 for each payment or other 
transfer of value or ownership or in-
vestment interest not reported timely, 
accurately, or completely. 

(2) The total amount of civil mone-
tary penalties imposed on each applica-
ble manufacturer or group purchasing 
organization (regardless of whether the 
applicable manufacturer was a part of 
a consolidated report) with respect to 
knowing failures to report in an annual 
submission of information will not ex-
ceed $1,000,000 as adjusted annually 
under 45 CFR part 102. 

(c) Total annual civil monetary pen-
alties. The amount of civil monetary 
penalties imposed on each applicable 
manufacturer or applicable group pur-
chasing organization under paragraphs 
(a)(1) and (b)(1) of this section are— 

(1) Aggregated separately; 

(2) Subject to separate aggregate to-
tals under paragraphs (a)(2) and (b)(2) 
of this section, with a maximum com-
bined annual total of $1,150,000 as ad-
justed annually under 45 CFR part 102. 

(d) Determinations regarding the 
amount of civil monetary penalties. In de-
termining the amount of the civil mon-
etary penalty, factors to be considered 
include, but are not limited to, the fol-
lowing: 

(1) The length of time the applicable 
manufacturer or applicable group pur-
chasing organization failed to report, 
including the length of time the appli-
cable manufacturer or applicable group 
purchasing organization knew of the 
payment or other transfer of value, or 
ownership or investment interest. 

(2) Amount of the payment the appli-
cable manufacturer or applicable group 


		Superintendent of Documents
	2024-02-22T21:19:35-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




