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publish the values for the next report-
ing year 90 days before the beginning of 
the reporting year. 

(iii) Payments or other transfers of 
value of less than $10 in CY 2013 (or less 
than the amount described in para-
graph (i)(2)(ii) of this section for CY 
2014 and subsequent calendar years) 
provided at large-scale conferences and 
similar large-scale events, as well as 
events open to the public, do not need 
to be reported nor included for pur-
poses of the $100 aggregate threshold in 
CY 2013 (or the aggregate threshold cal-
culated in accordance paragraph 
(i)(2)(ii) of this section for CY 2014 and 
subsequent calendar years), even if the 
aggregate total for a covered recipient 
exceeds the aggregate threshold for the 
calendar year. 

(iv) When reporting payments or 
other transfers of value under the $10 
threshold for CY 2013 (or under the 
amount described in paragraph (i)(2)(ii) 
of this section for CY 2014 and subse-
quent calendar years) for covered re-
cipients that exceed the aggregate 
threshold for the reporting year, appli-
cable manufacturers may (but are not 
required to) report all small payments 
to a particular covered recipient that 
fall within the same nature of payment 
category as a single payment or other 
transfer of value. 

(3) Product samples, including cou-
pons and vouchers that can be used by 
a patient to obtain samples, which are 
not intended to be sold and are in-
tended for patient use. 

(4) Educational materials and items 
that directly benefit patients or are in-
tended to be used by or with patients, 
including the value of an applicable 
manufacturer’s services to educate pa-
tients regarding a covered drug, device, 
biological, or medical supply. 

(5) The loan of a covered device or a 
device under development, or the pro-
vision of a limited quantity of medical 
supplies for a short-term trial period, 
not to exceed a loan period of 90 days 
or a quantity of 90 days of average 
daily use, to permit evaluation of the 
device or medical supply by the cov-
ered recipient. 

(6) Items or services provided under a 
contractual warranty (including serv-
ice or maintenance agreements), 
whether or not the warranty period has 

expired, including the replacement of a 
covered device, where the terms of the 
warranty are set forth in the purchase 
or lease agreement for the covered de-
vice. 

(7) A transfer of anything of value to 
a physician covered recipient when the 
covered recipient is a patient, research 
subject or participant in data collec-
tion for research, and not acting in the 
professional capacity of a covered re-
cipient. 

(8) Discounts, including rebates. 
(9) In-kind items used for the provi-

sion of charity care. 
(10) A dividend or other profit dis-

tribution from, or ownership or invest-
ment interest in, a publicly traded se-
curity or mutual fund. 

(11) In the case of an applicable man-
ufacturer who offers a self-insured plan 
or directly reimburses for healthcare 
expenses, payments for the provision of 
health care to employees and their 
families. 

(12) In the case of a covered recipient 
who is a licensed non-medical profes-
sional, a transfer of anything of value 
to the covered recipient if the transfer 
is payment solely for the non-medical 
professional services of the licensed 
non-medical professional. 

(13) In the case of a covered recipient 
who is a physician, a transfer of any-
thing of value to the covered recipient 
if the transfer is payment solely for the 
services of the covered recipient with 
respect to an administrative pro-
ceeding, legal defense, prosecution, or 
settlement or judgment of a civil or 
criminal action and arbitration. 

(14) A payment or transfer of value to 
a covered recipient if the payment or 
transfer of value is made solely in the 
context of a personal, non-business-re-
lated relationship. 

§ 403.906 Reports of physician owner-
ship and investment interests. 

(a) General rule. (1) Each applicable 
manufacturer and applicable group 
purchasing organization must report to 
CMS on an annual basis all ownership 
and investment interests in the appli-
cable manufacturer or applicable group 
purchasing organization that were held 
by a physician or an immediate family 
member of a physician during the pre-
ceding calendar year. 
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(2) For CY 2013, only ownership or in-
vestment interests held on or after Au-
gust 1, 2013 must be reported to CMS. 

(b) Identifying information. Reports on 
physician ownership and investment 
interests must include the following 
identifying information: 

(1) Name of the physician (as listed in 
the National Plan & Provider Enu-
meration System (if applicable), in-
cluding first and last name, middle ini-
tial, and suffix (for all that apply), and 
an indication of whether the ownership 
or investment interest was held by the 
physician or an immediate family 
member of the physician. 

(2) Primary business address of the 
physician, including the following: 

(i) Street address. 
(ii) Suite or office number (if applica-

ble). 
(iii) City. 
(iv) State. 
(v) ZIP code. 
(3) The following information for the 

physician (regardless of whether the 
ownership or investment interest is 
held by an immediate family member 
of the physician): 

(i) The specialty. 
(ii) National Provider Identifier (if 

applicable and as listed in NPPES). 
(iii) State professional license num-

ber(s) (for at least one State where the 
physician maintains a license), and the 
State(s) in which the license is held. 

(4) Dollar amount invested by each 
physician or immediate family member 
of the physician. 

(5) Value and terms of each owner-
ship or investment interest. 

(6) Direct and indirect payments or 
other transfers of value provided to a 
physician holding an ownership or in-
vestment interest, and direct and indi-
rect payments or other transfers of 
value provided to a third party at the 
request of or designated by the applica-
ble manufacturer or applicable group 
purchasing organization on behalf of a 
physician owner or investor, must be 
reported by the applicable manufac-
turer or applicable group purchasing 
organization in accordance with the re-
quirements for reporting payments or 
other transfers of value in § 403.904(c) 
through (i). The terms ‘‘applicable 
manufacturer and applicable group 
purchasing organization’’ must be sub-

stituted for ‘‘applicable manufac-
turer,’’ and ‘‘physician owner or inves-
tor’’ must be substituted for ‘‘covered 
recipient’’ in each place they appear. 

§ 403.908 Procedures for electronic 
submission of reports. 

(a) File format. Reports required 
under this subpart must be electroni-
cally submitted to CMS by March 31, 
2014, and by the 90th day of each subse-
quent calendar year. 

(b) General rules. (1) If an applicable 
manufacturer made no reportable pay-
ments or transfers of value in the pre-
vious calendar year, nor had any re-
portable ownership or investment in-
terests held by a physician or a physi-
cian’s immediate family member (as 
defined in § 403.902) during the previous 
calendar year, the applicable manufac-
turer is not required to file a report. 

(2) If an applicable group purchasing 
organization had no reportable owner-
ship or investment interests held by a 
physician or physician’s immediate 
family member during the previous 
calendar year, the applicable group 
purchasing organization is not required 
to file a report. 

(c) Registration. (1) Applicable manu-
facturers that have reportable pay-
ments or other transfers of value, own-
ership or investment interests, or both, 
are required to report under this sub-
part and must register with CMS with-
in 90 days of the end of the calendar 
year for which a report is required. 

(2) Applicable group purchasing orga-
nizations that have reportable owner-
ship or investment interests are re-
quired to report under this subpart and 
must register with CMS within 90 days 
of the end of the calendar year for 
which a report is required. 

(3) During registration, applicable 
manufacturers and applicable group 
purchasing organizations must name 
two points of contact with appropriate 
contact information. 

(d) Other rules. (1) Consolidated re-
ports. (i) An applicable manufacturer 
under paragraph (1) of the definition 
that is under common ownership with 
separate entities that are also applica-
ble manufacturers under paragraph (1) 
of the definition may, but is not re-
quired to, file a consolidated report of 
all the payments or other transfers of 

VerDate Sep<11>2014 08:04 Dec 19, 2014 Jkt 232187 PO 00000 Frm 00115 Fmt 8010 Sfmt 8010 Y:\SGML\232187.XXX 232187rlj
oh

ns
on

 o
n 

D
S

K
3V

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2020-01-28T06:03:43-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




