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Furthermore, this language is included 
in all food additive final rules and 
therefore should not be construed to be 
a statement of the likelihood that 
section 301(ll) of the FD&C Act applies. 

X. References 
The following references marked with 

an asterisk (*) are on display in the 
Dockets Management Staff (see 
ADDRESSES) and are available for 
viewing by interested persons between 
9 a.m. and 4 p.m., Monday through 
Friday; they are also available 
electronically at https://
www.regulations.gov. References 
without asterisks are not on public 
display at https://www.regulations.gov 
because they have copyright restriction. 
Some may be available at the website 
address, if listed. References without 
asterisks are available for viewing only 
at the Dockets Management Staff. FDA 
has verified the website addresses, as of 
the date this document publishes in the 
Federal Register, but websites are 
subject to change over time. 
* 1. National Institutes of Health, Office of 

Dietary Supplements, ‘‘Vitamin D—Fact 
Sheet for Consumers,’’ 2021. Available 
at: https://ods.od.nih.gov/factsheets/ 
Vitamind-Consumer/. 

2. Pilz, S., W. Marz, K.D. Cashman, et al., 
‘‘Rationale and Plan for Vitamin D Food 
Fortification: A Review and Guidance 
Paper,’’ Frontiers in Endocrinology, 9, 
2018. Available at: https://
www.frontiersin.org/articles/10.3389/ 
fendo.2018.00373/full. 

* 3. FDA Memorandum from R. Shah, 
Chemistry Review Branch, Division of 
Food Ingredients, to L. Highbarger, 
Regulatory Review Branch, Division of 
Food Ingredients, October 13, 2022. 

* 4. Institute of Medicine Committee to 
Review Dietary Reference Intakes for 
Vitamin D and Calcium; Ross, A.C., C.L. 
Taylor, A.L. Yaktine, et al., editors. 
‘‘Dietary Reference Intakes for Calcium 
and Vitamin D.’’ Washington (DC): 
National Academies Press, 2011. 
Available at: https://
www.ncbi.nlm.nih.gov/books/ 
NBK56070/. 

5. Taylor, C., K. Patterson, J. Roseland, et al., 
‘‘Including Food 25-Hydroxyvitamin D 
in Intake Estimates May Reduce the 
Discrepancy between Dietary and Serum 
Measures of Vitamin D Status.’’ Journal 
of Nutrition, 144: 654–659, 2014. 
Available at: https://
www.ncbi.nlm.nih.gov/pmc/articles/ 
PMC3985821/pdf/nut144654.pdf. 

* 6. FDA Memorandum from S.A. Assimon, 
Toxicology Review Branch, Division of 
Food Ingredients, to L. Highbarger, 
Regulatory Review Branch, Division of 
Food Ingredients, October 14, 2022. 

List of Subjects in 21 CFR Part 172 
Food additives, Incorporation by 

reference, Reporting and recordkeeping 
requirements. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, 21 CFR part 172 is 
amended as follows: 

PART 172—FOOD ADDITIVES 
PERMITTED FOR DIRECT ADDITION 
TO FOOD FOR HUMAN 
CONSUMPTION 

■ 1. The authority citation for part 172 
continues to read as follows: 

Authority: 21 U.S.C. 321, 341, 342, 348, 
371, 379e. 

■ 2. Amend § 172.380 by revising 
paragraph (b) and adding paragraphs 
(c)(9) and (10) to read as follows: 

§ 172.380 Vitamin D3. 

* * * * * 
(b) Vitamin D3 meets the 

specifications of ‘‘Vitamin D3,’’ Food 
Chemicals Codex, 13th edition, effective 
June 1, 2022, which is incorporated by 
reference. The Director of the Office of 
the Federal Register approves this 
incorporation by reference in 
accordance with 5 U.S.C. 552(a) and 1 
CFR part 51. You may obtain copies 
from the U.S. Pharmacopeial 
Convention, 12601 Twinbrook Pkwy., 
Rockville, MD 20852; website: https://
www.usp.org. Copies may be examined 
at the FDA or the National Archives and 
Records Administration (NARA). 
Contact FDA at: the Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852, 
between 9 a.m. and 4 p.m., Monday 
through Friday, 240–402–7500. For 
information on inspecting this material 
at NARA, visit www.archives.gov/ 
federal-register/cfr/ibr-locations.html or 
email fr.inspection@nara.gov. 

(c) * * * 
(9) At levels not to exceed 560 IU per 

100 g in breakfast cereals (as defined 
under § 170.3(n)(4) of this chapter). 

(10) At levels not to exceed 400 IU per 
100 g in grain-based bars (e.g., breakfast 
bars, granola bars, rice cereal bars). 

Dated: December 27, 2022. 

Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–28428 Filed 1–4–23; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Part 882 

[Docket No. FDA–2022–N–3224] 

Medical Devices; Neurological 
Devices; Classification of the Brain 
Stimulation Programming Planning 
Software 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Final amendment; final order. 

SUMMARY: The Food and Drug 
Administration (FDA, Agency, or we) is 
classifying brain stimulation 
programming planning software into 
class II (special controls). The special 
controls that apply to the device type 
are identified in this order and will be 
part of the codified language for the 
brain stimulation programming 
planning software’s classification. We 
are taking this action because we have 
determined that classifying the device 
into class II (special controls) will 
provide a reasonable assurance of safety 
and effectiveness of the device. We 
believe this action will also enhance 
patients’ access to beneficial innovative 
devices. 
DATES: This order is effective January 5, 
2023. The classification was applicable 
on August 23, 2021. 
FOR FURTHER INFORMATION CONTACT: 
Kristen Bowsher, Center for Devices and 
Radiological Health, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 66, Rm. 4210, Silver Spring, 
MD, 20993–0002, 301–796–6448, 
Kristen.Bowsher@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 

Upon request, FDA has classified the 
brain stimulation programming 
planning software as class II (special 
controls), which we have determined 
will provide a reasonable assurance of 
safety and effectiveness. In addition, we 
believe this action will enhance 
patients’ access to beneficial innovation, 
in part by placing the device into a 
lower device class than the automatic 
class III assignment. 

The automatic assignment of class III 
occurs by operation of law and without 
any action by FDA, regardless of the 
level of risk posed by the new device. 
Any device that was not in commercial 
distribution before May 28, 1976, is 
automatically classified as, and remains 
within, class III and requires premarket 
approval unless and until FDA takes an 

VerDate Sep<11>2014 19:02 Jan 04, 2023 Jkt 259001 PO 00000 Frm 00005 Fmt 4700 Sfmt 4700 E:\FR\FM\05JAR1.SGM 05JAR1dd
ru

m
he

lle
r 

on
 D

S
K

6V
X

H
R

33
P

R
O

D
 w

ith
 R

U
LE

S

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3985821/pdf/nut144654.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3985821/pdf/nut144654.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3985821/pdf/nut144654.pdf
https://www.frontiersin.org/articles/10.3389/fendo.2018.00373/full
https://www.frontiersin.org/articles/10.3389/fendo.2018.00373/full
https://www.frontiersin.org/articles/10.3389/fendo.2018.00373/full
http://www.archives.gov/federal-register/cfr/ibr-locations.html
http://www.archives.gov/federal-register/cfr/ibr-locations.html
https://ods.od.nih.gov/factsheets/Vitamind-Consumer/
https://ods.od.nih.gov/factsheets/Vitamind-Consumer/
https://www.ncbi.nlm.nih.gov/books/NBK56070/
https://www.ncbi.nlm.nih.gov/books/NBK56070/
https://www.ncbi.nlm.nih.gov/books/NBK56070/
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
mailto:Kristen.Bowsher@fda.hhs.gov
mailto:fr.inspection@nara.gov
https://www.usp.org
https://www.usp.org


750 Federal Register / Vol. 88, No. 3 / Thursday, January 5, 2023 / Rules and Regulations 

1 FDA notes that the ‘‘ACTION’’ caption for this 
final order is styled as ‘‘Final amendment; final 
order,’’ rather than ‘‘Final order.’’ Beginning in 
December 2019, this editorial change was made to 

indicate that the document ‘‘amends’’ the Code of 
Federal Regulations. The change was made in 
accordance with the Office of Federal Register’s 
(OFR) interpretations of the Federal Register Act (44 

U.S.C. chapter 15), its implementing regulations (1 
CFR 5.9 and parts 21 and 22), and the Document 
Drafting Handbook. 

action to classify or reclassify the device 
(see 21 U.S.C. 360c(f)(1)). We refer to 
these devices as ‘‘postamendments 
devices’’ because they were not in 
commercial distribution prior to the 
date of enactment of the Medical Device 
Amendments of 1976, which amended 
the Federal Food, Drug, and Cosmetic 
Act (FD&C Act). 

FDA may take a variety of actions in 
appropriate circumstances to classify or 
reclassify a device into class I or II. We 
may issue an order finding a new device 
to be substantially equivalent under 
section 513(i) of the FD&C Act (see 21 
U.S.C. 360c(i)) to a predicate device that 
does not require premarket approval. 
We determine whether a new device is 
substantially equivalent to a predicate 
device by means of the procedures for 
premarket notification under section 
510(k) of the FD&C Act (21 U.S.C. 
360(k)) and part 807 (21 CFR part 807). 

FDA may also classify a device 
through ‘‘De Novo’’ classification, a 
common name for the process 
authorized under section 513(f)(2) of the 
FD&C Act. Section 207 of the Food and 
Drug Administration Modernization Act 
of 1997 (Pub. L. 105–115) established 
the first procedure for De Novo 
classification. Section 607 of the Food 
and Drug Administration Safety and 
Innovation Act (Pub. L. 112–144) 
modified the De Novo application 
process by adding a second procedure. 
A device sponsor may utilize either 
procedure for De Novo classification. 

Under the first procedure, the person 
submits a 510(k) for a device that has 
not previously been classified. After 
receiving an order from FDA classifying 

the device into class III under section 
513(f)(1) of the FD&C Act, the person 
then requests a classification under 
section 513(f)(2). 

Under the second procedure, rather 
than first submitting a 510(k) and then 
a request for classification, if the person 
determines that there is no legally 
marketed device upon which to base a 
determination of substantial 
equivalence, that person requests a 
classification under section 513(f)(2) of 
the FD&C Act. 

Under either procedure for De Novo 
classification, FDA is required to 
classify the device by written order 
within 120 days. The classification will 
be according to the criteria under 
section 513(a)(1) of the FD&C Act. 
Although the device was automatically 
placed within class III, the De Novo 
classification is considered to be the 
initial classification of the device. 

When FDA classifies a device into 
class I or II via the De Novo process, the 
device can serve as a predicate for 
future devices of that type, including for 
510(k)s (see section 513(f)(2)(B)(i) of the 
FD&C Act). As a result, other device 
sponsors do not have to submit a De 
Novo request or premarket approval 
application to market a substantially 
equivalent device (see section 513(i) of 
the FD&C Act, defining ‘‘substantial 
equivalence’’). Instead, sponsors can use 
the less-burdensome 510(k) process, 
when necessary, to market their device. 

II. De Novo Classification 

On February 3, 2021, FDA received 
Medtronic Neuromodulation’s request 
for De Novo classification of the 

SureTune4 Software. FDA reviewed the 
request in order to classify the device 
under the criteria for classification set 
forth in section 513(a)(1) of the FD&C 
Act. 

We classify devices into class II if 
general controls by themselves are 
insufficient to provide reasonable 
assurance of safety and effectiveness, 
but there is sufficient information to 
establish special controls that, in 
combination with the general controls, 
provide reasonable assurance of the 
safety and effectiveness of the device for 
its intended use (see 21 U.S.C. 
360c(a)(1)(B)). After review of the 
information submitted in the request, 
we determined that the device can be 
classified into class II with the 
establishment of special controls. FDA 
has determined that these special 
controls, in addition to the general 
controls, will provide reasonable 
assurance of the safety and effectiveness 
of the device. 

Therefore, on August 23, 2021, FDA 
issued an order to the requester 
classifying the device into class II. In 
this final order, FDA is codifying the 
classification of the device by adding 21 
CFR 882.5855.1 We have named the 
generic type of device brain stimulation 
programming planning software, and it 
is identified as a prescription device 
intended to assist in planning 
stimulation programming for implanted 
brain stimulators. 

FDA has identified the following risks 
to health associated specifically with 
this type of device and the measures 
required to mitigate these risks in table 
1. 

TABLE 1—BRAIN STIMULATION PROGRAMMING PLANNING SOFTWARE RISKS AND MITIGATION MEASURES 

Identified risks Mitigation measures 

Suboptimal stimulation settings leading to temporary injury or impair-
ment and/or ineffective stimulation.

Software verification, validation, and hazard analysis; Usability assess-
ment; and Labeling. 

FDA has determined that special 
controls, in combination with the 
general controls, address these risks to 
health and provide reasonable assurance 
of safety and effectiveness. For a device 
to fall within this classification, and 
thus avoid automatic classification in 
class III, it would have to comply with 
the special controls named in this final 
order. The necessary special controls 
appear in the regulation codified by this 
order. This device is subject to 

premarket notification requirements 
under section 510(k) of the FD&C Act. 

At the time of classification, brain 
stimulation programming planning 
software is for prescription use only. 
Prescription devices are exempt from 
the requirement for adequate directions 
for use for the layperson under section 
502(f)(1) of the FD&C Act (21 U.S.C. 
352(f)(1)) and 21 CFR 801.5, as long as 
the conditions of 21 CFR 801.109 are 
met. 

III. Analysis of Environmental Impact 

The Agency has determined under 21 
CFR 25.34(b) that this action is of a type 
that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required. 

IV. Paperwork Reduction Act of 1995 

This final order establishes special 
controls that refer to previously 
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approved collections of information 
found in other FDA regulations and 
guidance. These collections of 
information are subject to review by the 
Office of Management and Budget 
(OMB) under the Paperwork Reduction 
Act of 1995 (44 U.S.C. 3501–3521). The 
collections of information in 21 CFR 
part 860, subpart D, regarding De Novo 
classification have been approved under 
OMB control number 0910–0844; the 
collections of information in 21 CFR 
part 814, subparts A through E, 
regarding premarket approval, have 
been approved under OMB control 
number 0910–0231; the collections of 
information in part 807, subpart E, 
regarding premarket notification 
submissions, have been approved under 
OMB control number 0910–0120; the 
collections of information in 21 CFR 
part 820, regarding quality system 
regulation, have been approved under 
OMB control number 0910–0073; and 
the collections of information in 21 CFR 
parts 801and 809, regarding labeling, 
have been approved under OMB control 
number 0910–0485. 

List of Subjects in 21 CFR Part 882 

Medical devices. 
Therefore, under the Federal Food, 

Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs, 21 CFR part 882 is 
amended as follows: 

PART 882—NEUROLOGICAL DEVICES 

■ 1. The authority citation for part 882 
continues to read as follows: 

Authority: 21 U.S.C. 351, 360, 360c, 360e, 
360j, 360l, 371. 

■ 2. Add § 882.5855 to subpart F to read 
as follows: 

§ 882.5855 Brain stimulation programming 
planning software. 

(a) Identification. The brain 
stimulation programming planning 
software is a prescription device 
intended to assist in planning 
stimulation programming for implanted 
brain stimulators. 

(b) Classification. Class II (special 
controls). The special controls for this 
device are: 

(1) Software verification, validation, 
and hazard analysis must be performed. 

(2) Usability assessment must 
demonstrate that the intended user(s) 
can safely and correctly use the device. 

(3) Labeling must include: 
(i) The implanted brain stimulators 

for which the device is compatible. 
(ii) Instructions for use. 
(iii) Instructions and explanations of 

all user-interface components. 

(iv) A warning regarding use of the 
data with respect to not replacing 
clinical judgment. 

Dated: December 28, 2022. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–28603 Filed 1–4–23; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Part 888 

[Docket No. FDA–2022–N–3239] 

Medical Devices; Orthopedic Devices; 
Classification of the Implantable Post- 
Surgical Kinematic Measurement Knee 
Device 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Final amendment; final order. 

SUMMARY: The Food and Drug 
Administration (FDA, Agency or we) is 
classifying the implantable post-surgical 
kinematic measurement knee device 
into class II (special controls). The 
special controls that apply to the device 
type are identified in this order and will 
be part of the codified language for the 
implantable post-surgical kinematic 
measurement knee device’s 
classification. We are taking this action 
because we have determined that 
classifying the device into class II 
(special controls) will provide a 
reasonable assurance of safety and 
effectiveness of the device. We believe 
this action will also enhance patients’ 
access to beneficial innovative devices. 
DATES: This order is effective January 5, 
2023. The classification was applicable 
on August 27, 2021. 
FOR FURTHER INFORMATION CONTACT: 
Patrick Macatangga, Center for Devices 
and Radiological Health, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 66, Rm. 1567, Silver Spring, 
MD 20993–0002, 301–796–4369, 
Patrick.Macatangga@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 

Upon request, FDA has classified the 
implantable post-surgical kinematic 
measurement knee device as class II 
(special controls), which we have 
determined will provide a reasonable 
assurance of safety and effectiveness. In 
addition, we believe this action will 
enhance patients’ access to beneficial 
innovation, in part by placing the device 

into a lower device class than the 
automatic class III assignment. 

The automatic assignment of class III 
occurs by operation of law and without 
any action by FDA, regardless of the 
level of risk posed by the new device. 
Any device that was not in commercial 
distribution before May 28, 1976, is 
automatically classified as, and remains 
within, class III and requires premarket 
approval unless and until FDA takes an 
action to classify or reclassify the device 
(see 21 U.S.C. 360c(f)(1)). We refer to 
these devices as ‘‘postamendments 
devices’’ because they were not in 
commercial distribution prior to the 
date of enactment of the Medical Device 
Amendments of 1976, which amended 
the Federal Food, Drug, and Cosmetic 
Act (FD&C Act). 

FDA may take a variety of actions in 
appropriate circumstances to classify or 
reclassify a device into class I or II. We 
may issue an order finding a new device 
to be substantially equivalent under 
section 513(i) of the FD&C Act (see 21 
U.S.C. 360c(i)) to a predicate device that 
does not require premarket approval. 
We determine whether a new device is 
substantially equivalent to a predicate 
device by means of the procedures for 
premarket notification under section 
510(k) of the FD&C Act (21 U.S.C. 
360(k)) and part 807 (21 CFR part 807). 

FDA may also classify a device 
through ‘‘De Novo’’ classification, a 
common name for the process 
authorized under section 513(f)(2) of the 
FD&C Act. Section 207 of the Food and 
Drug Administration Modernization Act 
of 1997 (Pub. L. 105–115) established 
the first procedure for De Novo 
classification. Section 607 of the Food 
and Drug Administration Safety and 
Innovation Act (Pub. L. 112–144) 
modified the De Novo application 
process by adding a second procedure. 
A device sponsor may utilize either 
procedure for De Novo classification. 

Under the first procedure, the person 
submits a 510(k) for a device that has 
not previously been classified. After 
receiving an order from FDA classifying 
the device into class III under section 
513(f)(1) of the FD&C Act, the person 
then requests a classification under 
section 513(f)(2). 

Under the second procedure, rather 
than first submitting a 510(k) and then 
a request for classification, if the person 
determines that there is no legally 
marketed device upon which to base a 
determination of substantial 
equivalence, that person requests a 
classification under section 513(f)(2) of 
the FD&C Act. 

Under either procedure for De Novo 
classification, FDA is required to 
classify the device by written order 
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