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for databases released through the 
HCUP Central Distributor depending on 
the type of database. The fee for sale of 
state-level data is determined by each 
participating Statewide Data 
Organization and reimbursed to those 
organizations. 

Information collected in the HCUP 
Application process will be used for two 
purposes only: 

1. Business Transaction: In order to 
deliver the HCUP databases and 
software, contact information is 
necessary for shipping some types of 
HCUP data on disk (or any other media 
used in the future). 

2. Enforcement of the HCUP DUA: 
The HCUP DUA contains several 
restrictions on use of the data. Most of 
these restrictions have been put in place 
to safeguard the privacy of individuals 
and establishments represented in the 
data. For example, data users can only 
use the data for research, analysis, and 
aggregate statistical reporting and are 
prohibited from attempting to identify 
any persons in the data. Contact 
information on HCUP DUAs is retained 
in the event that a violation of the DUA 
takes place. 

Estimated Annual Respondent Burden 

Exhibit 1 shows the estimated 
annualized burden associated with the 
applicants’ time to order any of the 
HCUP databases. An estimated 1,500 
persons will order HCUP data annually. 
Each of these persons will complete an 
application (10 minutes), the DUA 
training (15 minutes) and a DUA (5 
minutes). The total burden is estimated 
to be 750 hours annually. 

Exhibit 2 shows the estimated 
annualized cost burden associated with 
the applicants’ time to order HCUP data. 
The total cost burden is estimated to be 
$29,662 annually. 

EXHIBIT 1—ESTIMATED ANNUALIZED BURDEN HOURS 

Form name Number of 
respondents 

Number of 
responses per 

respondent 

Hours per 
response 

Total burden 
hours 

HCUP Application Form .................................................................. 1,500 1 .............................. 10/60 ..................... 250 
HCUP DUA Training ....................................................................... 1,500 1 .............................. 15/60 ..................... 375 
HCUP DUA ..................................................................................... 1,500 1 .............................. 5/60 ....................... 125 

Total ......................................................................................... 4,500 na ............................ na .......................... 750 

EXHIBIT 2—ESTIMATED ANNUALIZED COST BURDEN 

Form name Number of 
respondents 

Total 
burden hours 

Average hourly 
wage rate * 

Total cost 
burden 

HCUP Application Form ....................................................................... 1,500 250 ....................... $39.55 ................. $9,887 
HCUP DUA Training ............................................................................ 1,500 375 ....................... 39.55 ................... 14,831 
HCUP DUA .......................................................................................... 1,500 125 ....................... 39.55 ................... 4,944 

Total ..................................................................................................... 4,500 750 ....................... na ........................ 29,662 

* Based upon the mean of the average wages for Life Scientists, All Other (19–1099), National Compensation Survey: 
Occupational Employment Statistics, May 2017 National Occupational Employment and Wage Estimates United States, U.S. Department of 

Labor, Bureau of Labor Statistics. http://www.bls.gov/oes/current/oes_nat.htm#b29-0000. 

Request for Comments 

In accordance with the Paperwork 
Reduction Act, comments on AHRQ’s 
information collection are requested 
with regard to any of the following: (a) 
Whether the proposed collection of 
information is necessary for the proper 
performance of AHRQ health care 
research and health care information 
dissemination functions, including 
whether the information will have 
practical utility; (b) the accuracy of 
AHRQ’s estimate of burden (including 
hours and costs) of the proposed 
collection(s) of information; (c) ways to 
enhance the quality, utility, and clarity 
of the information to be collected; and 
(d) ways to minimize the burden of the 
collection of information upon the 
respondents, including the use of 
automated collection techniques or 
other forms of information technology. 

Comments submitted in response to 
this notice will be summarized and 
included in the Agency’s subsequent 

request for OMB approval of the 
proposed information collection. 

All comments will become a matter of 
public record. 

Francis D. Chesley, Jr., 
Acting Deputy Director. 
[FR Doc. 2018–27359 Filed 12–17–18; 8:45 am] 

BILLING CODE 4160–90–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Agency for Healthcare Research and 
Quality 

Supplemental Evidence and Data 
Request on Diagnostic and Treatment 
of Clinical Alzheimer’s-Type Dementia 
(CATD) 

AGENCY: Agency for Healthcare Research 
and Quality (AHRQ), HHS. 
ACTION: Request for supplemental 
evidence and data submissions. 

SUMMARY: The Agency for Healthcare 
Research and Quality (AHRQ) is seeking 
scientific information submissions from 
the public. Scientific information is 
being solicited to inform our review of 
Diagnostic and Treatment of Clinical 
Alzheimer’s-type Dementia (CATD), 
which is currently being conducted by 
the AHRQ’s Evidence-based Practice 
Centers (EPC) Program. Access to 
published and unpublished pertinent 
scientific information will improve the 
quality of this review. 
DATES: Submission Deadline on or 
before January 17, 2019. 
ADDRESSES:

Email submissions: 
epc@ahrq.hhs.gov. 

Print submissions: 
Mailing Address: Center for Evidence 

and Practice Improvement, Agency for 
Healthcare Research and Quality, 
ATTN: EPC SEADs Coordinator, 5600 
Fishers Lane, Mail Stop 06E53A, 
Rockville, MD 20857. 
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Shipping Address (FedEx, UPS, etc.): 
Center for Evidence and Practice 
Improvement, Agency for Healthcare 
Research and Quality, ATTN: EPC 
SEADs Coordinator, 5600 Fishers Lane, 
Mail Stop 06E77D, Rockville, MD 
20857. 
FOR FURTHER INFORMATION CONTACT: 
Jenae Benns, Telephone: 301–427–1496 
or Email: epc@ahrq.hhs.gov. 
SUPPLEMENTARY INFORMATION: The 
Agency for Healthcare Research and 
Quality has commissioned the 
Evidence-based Practice Centers (EPC) 
Program to complete a review of the 
evidence for Diagnostic and Treatment 
of Clinical Alzheimer’s-type Dementia 
(CATD). AHRQ is conducting this 
systematic review pursuant to Section 
902(a) of the Public Health Service Act, 
42 U.S.C. 299a(a). 

The EPC Program is dedicated to 
identifying as many studies as possible 
that are relevant to the questions for 
each of its reviews. In order to do so, we 
are supplementing the usual manual 
and electronic database searches of the 
literature by requesting information 
from the public (e.g., details of studies 
conducted). We are looking for studies 
that report on Diagnostic and Treatment 
of Clinical Alzheimer’s-type Dementia 
(CATD), including those that describe 
adverse events. The entire research 
protocol, including the key questions, is 
also available online at: https://
effectivehealthcare.ahrq.gov/topics/ 
alzheimers-type-dementia/protocol. 

This is to notify the public that the 
EPC Program would find the following 
information on Diagnostic and 
Treatment of Clinical Alzheimer’s-type 
Dementia (CATD) helpful: 

D A list of completed studies that your 
organization has sponsored for this 
indication. In the list, please indicate 
whether results are available on 
ClinicalTrials.gov along with the 
ClinicalTrials.gov trial number. 

D For completed studies that do not have 
results on ClinicalTrials.gov, please provide 
a summary, including the following 
elements: study number, study period, 
design, methodology, indication and 
diagnosis, proper use instructions, inclusion 
and exclusion criteria, primary and 
secondary outcomes, baseline characteristics, 
number of patients screened/eligible/ 
enrolled/lost to follow-up/withdrawn/ 
analyzed, effectiveness/efficacy, and safety 
results. 

D A list of ongoing studies that your 
organization has sponsored for this 
indication. In the list, please provide the 
ClinicalTrials.gov trial number or, if the trial 
is not registered, the protocol for the study 
including a study number, the study period, 
design, methodology, indication and 
diagnosis, proper use instructions, inclusion 
and exclusion criteria, and primary and 
secondary outcomes. 

D Description of whether the above studies 
constitute ALL Phase II and above clinical 
trials sponsored by your organization for this 
indication and an index outlining the 
relevant information in each submitted file. 

Your contribution will be very 
beneficial to the EPC Program. Materials 
submitted must be publicly available or 
able to be made public. Materials that 
are considered confidential; marketing 
materials; study types not included in 
the review; or information on 
indications not included in the review 
cannot be used by the EPC Program. 
This is a voluntary request for 
information, and all costs for complying 
with this request must be borne by the 
submitter. 

The draft of this review will be posted 
on AHRQ’s EPC Program website and 
available for public comment for a 
period of 4 weeks. If you would like to 
be notified when the draft is posted, 
please sign up for the email list at: 
https://www.effective
healthcare.ahrq.gov/email-updates. 

The systematic review will answer the 
following questions. This information is 
provided as background. AHRQ is not 
requesting that the public provide 
answers to these questions. 

The Key Questions 

KQ 1: In adults with CATD, what are the 
efficacy and harms of prescription 
pharmacological interventions versus 
placebo/inactive control for treatment of 
cognition, function, and quality of life? 

KQ 1a: In adults with CATD, does the 
efficacy of prescription pharmacological 
interventions versus placebo/inactive control 
vary as a function of patient characteristics 
(i.e., age, sex, race/ethnicity, depression, pre- 
treatment cognitive or functional level/CATD 
stage, living setting)? 

KQ 2: In adults with CATD, what are the 
efficacy and harms of nonprescription 
pharmacological interventions versus 
placebo/inactive control for treatment of 
cognition, function, and quality of life? 

KQ 2a: In adults with CATD, does the 
efficacy of nonprescription pharmacological 
interventions versus placebo/inactive control 
vary as a function of patient characteristics 
(i.e., age, sex, race/ethnicity, depression, pre- 
treatment cognitive or functional level/CATD 
stage, living setting)? 

KQ 3: In adults with CATD, what are the 
comparative effectiveness and harms of 
prescription pharmacological interventions 
versus other active interventions for 
treatment of cognition, function, and quality 
of life? 

KQ 3a: In adults with CATD, what are the 
comparative effectiveness and harms of 
prescription pharmacological interventions 
versus other prescription pharmacological 
interventions for treatment of cognition, 
function, and quality of life? 

KQ 3b: In adults with CATD, what are the 
comparative effectiveness and harms of 
prescription pharmacological interventions 
versus nonprescription pharmacological 

interventions for treatment of cognition, 
function, and quality of life? 

KQ 3c: In adults with CATD, what are the 
comparative effectiveness and harms of 
prescription pharmacological interventions 
versus nonpharmacological interventions for 
treatment of cognition, function, and quality 
of life? 

KQ 3d: In adults with CATD, does the 
comparative effectiveness of prescription 
pharmacological interventions versus other 
active interventions for treatment of 
cognition, function, and quality of life vary 
as a function of patient characteristics (i.e., 
age, sex, race/ethnicity, depression, pre- 
treatment cognitive or functional level/CATD 
stage, living setting)? 

KQ 4: In adults with CATD and behavioral 
and psychological symptoms of dementia 
(BPSD), what are the efficacy and harms of 
prescription pharmacological interventions 
versus placebo/inactive control for treatment 
of BPSD? 

KQ 4a: In adults with CATD and BPSD, 
what are the efficacy and harms of 
prescription pharmacological interventions 
versus placebo/inactive control for reducing 
frequency and severity of future BPSD? 

KQ 4b: In adults with CATD and BPSD, 
does the efficacy of prescription 
pharmacological interventions versus 
placebo/inactive control for reducing 
frequency and severity of future BPSD vary 
as a function of patient characteristics (i.e., 
age, sex, race/ethnicity, depression, pre- 
treatment cognitive or functional level/CATD 
stage, pre-treatment BPSD severity, living 
setting)? 

KQ 4c: In adults with CATD and BPSD, 
what are the efficacy and harms of 
prescription pharmacological interventions 
versus placebo/inactive control for acute 
treatment of BPSD? 

KQ 4d: In adults with CATD and BPSD, 
does the efficacy of prescription 
pharmacological interventions versus 
placebo/inactive control for acute treatment 
of BPSD vary as a function of patient 
characteristics (i.e., age, sex, race/ethnicity, 
depression, pre-treatment cognitive or 
functional level/CATD stage, pre-treatment 
BPSD severity, living setting)? 

KQ 5: In adults with CATD and BPSD, 
what are the efficacy and harms of 
nonprescription pharmacological 
interventions versus placebo/inactive control 
for treatment of BPSD in adults with CATD 
and BPSD? 

KQ 5a: In adults with CATD and BPSD, 
what are the efficacy and harms of 
nonprescription pharmacological 
interventions versus placebo/inactive control 
for reducing frequency and severity of future 
BPSD? 

KQ 5b: In adults with CATD and BPSD, 
does the efficacy of nonprescription 
pharmacological interventions versus 
placebo/inactive control for reducing 
frequency and severity of future BPSD vary 
as a function of patient characteristics (i.e., 
age, sex, race/ethnicity, depression, pre- 
treatment cognitive or functional level/CATD 
stage, pre-treatment BPSD severity, living 
setting)? 

KQ 5c: In adults with CATD and BPSD, 
what are the efficacy and harms of 

VerDate Sep<11>2014 00:45 Dec 18, 2018 Jkt 247001 PO 00000 Frm 00030 Fmt 4703 Sfmt 4703 E:\FR\FM\18DEN1.SGM 18DEN1am
oz

ie
 o

n 
D

S
K

3G
D

R
08

2P
R

O
D

 w
ith

 N
O

T
IC

E
S

https://effectivehealthcare.ahrq.gov/topics/alzheimers-type-dementia/protocol
https://effectivehealthcare.ahrq.gov/topics/alzheimers-type-dementia/protocol
https://effectivehealthcare.ahrq.gov/topics/alzheimers-type-dementia/protocol
https://www.effectivehealthcare.ahrq.gov/email-updates
https://www.effectivehealthcare.ahrq.gov/email-updates
mailto:epc@ahrq.hhs.gov


64839 Federal Register / Vol. 83, No. 242 / Tuesday, December 18, 2018 / Notices 

nonprescription pharmacological 
interventions versus placebo/inactive control 
for acute treatment of BPSD? 

KQ 5d: In adults with CATD and BPSD, 
does the efficacy of nonprescription 
pharmacological interventions versus 
placebo/inactive control for acute treatment 
of BPSD vary as a function of patient 
characteristics (i.e., age, sex, race/ethnicity, 
depression, pre-treatment cognitive or 
functional level/CATD stage, pre-treatment 
BPSD severity, living setting)? 

KQ 6: In adults with CATD and BPSD, 
what are the comparative effectiveness and 
harms of prescription pharmacological 
interventions versus other active 
interventions for treatment of BPSD? 

KQ 6a: In adults with CATD and BPSD, 
what are the comparative effectiveness and 
harms of prescription pharmacological 
interventions versus other prescription 
pharmacological interventions for reducing 
frequency and severity of future BPSD? 

KQ 6b: In adults with CATD and BPSD, 
what are the comparative effectiveness and 
harms of prescription pharmacological 
interventions versus nonprescription 
pharmacological interventions for reducing 
frequency and severity of future BPSD? 

KQ 6c: In adults with CATD and BPSD, 
what are the comparative effectiveness and 
harms of prescription pharmacological 
interventions versus nonpharmacological 

interventions for reducing frequency and 
severity of future BPSD? 

KQ 6d: In adults with CATD and BPSD, 
does the comparative effectiveness of 
prescription pharmacological interventions 
versus other active interventions for reducing 
frequency and severity of future BPSD vary 
as a function of patient characteristics (i.e., 
age, sex, race/ethnicity, depression, pre- 
treatment cognitive or functional level/CATD 
stage, pre-treatment BPSD severity, living 
setting)? 

KQ 6e: In adults with CATD and BPSD, 
what are the comparative effectiveness and 
harms of prescription pharmacological 
interventions versus other prescription 
pharmacological interventions for acute 
treatment of BPSD? 

KQ 6f: In adults with CATD and BPSD, 
what are the comparative effectiveness and 
harms of prescription pharmacological 
interventions versus nonprescription 
pharmacological interventions for acute 
treatment of BPSD? 

KQ 6g: In adults with CATD and BPSD, 
what are the comparative effectiveness and 
harms of prescription pharmacological 
interventions versus nonpharmacological 
interventions for acute treatment of BPSD? 

KQ 6h: In adults with CATD and BPSD, 
does the comparative effectiveness of 
prescription pharmacological interventions 
versus other active interventions for acute 
treatment of BPSD vary as a function of 

patient characteristics (i.e., age, sex, race/ 
ethnicity, depression, pre-treatment cognitive 
or functional level/CATD stage, pre-treatment 
BPSD severity, living setting)? 

KQ 7: In adults with suspected CATD, 
what are the accuracy, comparative accuracy, 
and harms of different individual cognitive 
diagnostic tests and their combinations for 
making the diagnosis of CATD as defined by 
full clinical evaluation and/or 
neuropsychological testing with explicit 
diagnostic criteria? 

KQ 7a: Do the accuracy and comparative 
accuracy of cognitive tests for making the 
diagnosis of CATD as defined by full clinical 
evaluation and/or neuropsychological testing 
with explicit diagnostic criteria vary as a 
function of patient characteristics (i.e., age, 
sex, race/ethnicity, education, pre-testing 
cognitive or functional level CATD stage)? 

KQ 8: In adults with a clinical diagnosis of 
CATD, what are the accuracy, comparative 
accuracy, and harms of brain imaging, CSF, 
and blood tests for diagnosing pathologically 
confirmed Alzheimer’s disease as the 
underlying etiology? 

KQ 8a: Do the accuracy and comparative 
accuracy of brain imaging, CSF, and blood 
tests for pathologically confirmed 
Alzheimer’s disease as the underlying 
etiology of CATD vary as a function of 
patient characteristics (i.e., age, sex, race/ 
ethnicity, depression, education, pre-testing 
cognitive or functional level CATD stage)? 

VerDate Sep<11>2014 00:45 Dec 18, 2018 Jkt 247001 PO 00000 Frm 00031 Fmt 4703 Sfmt 4703 E:\FR\FM\18DEN1.SGM 18DEN1am
oz

ie
 o

n 
D

S
K

3G
D

R
08

2P
R

O
D

 w
ith

 N
O

T
IC

E
S



64840 Federal Register / Vol. 83, No. 242 / Tuesday, December 18, 2018 / Notices 
T

A
B

LE
1—

P
IC

O
T

S
 

[P
op

ul
at

io
ns

, 
in

te
rv

en
tio

ns
, 

co
m

pa
ra

to
rs

, 
ou

tc
om

es
, 

tim
in

g,
 s

et
tin

gs
/s

tu
dy

 d
es

ig
n]

 

K
Q

 
P

op
ul

at
io

n 
In

te
rv

en
tio

n 
T

re
at

m
en

t 
co

m
pa

ra
to

r 
or

 d
ia

gn
os

tic
 r

ef
er

en
ce

 
st

an
da

rd
 

H
ea

lth
 o

ut
co

m
es

 &
 h

ar
m

s 
T

im
in

g 
S

et
tin

g 
S

tu
dy

 d
es

ig
n 

K
Q

 1
–3

: 
D

ru
g 

tr
ea

tm
en

t 
ef

fic
ac

y,
 c

om
pa

ra
tiv

e 
ef

-
fe

ct
iv

en
es

s 
&

 h
ar

m
s 

on
 

co
gn

iti
on

, 
fu

nc
tio

n 
&

 
qu

al
ity

 o
f 

lif
e.

A
du

lts
 w

ith
 C

A
T

D
 ≥

50
 y

ea
rs

 o
f 

ag
e

P
at

ie
nt

 c
ha

ra
ct

er
is

tic
s 

to
 b

e 
as

-
se

ss
ed

 a
s 

po
ss

ib
le

 t
re

at
m

en
t 

ef
-

fe
ct

 m
od

ifi
er

s:
 A

ge
, 

S
ex

, 
R

ac
e/

 
et

hn
ic

ity
, 

D
ep

re
ss

io
n,

 P
re

-t
re

at
-

m
en

t 
co

gn
iti

ve
 o

r 
fu

nc
tio

na
l l

ev
el

/ 
C

A
T

D
 s

ta
ge

, 
Li

vi
ng

 s
et

tin
g.

P
re

sc
rip

tio
n 

ph
ar

m
ac

ol
og

ic
 (

dr
ug

) 
tr

ea
tm

en
t: 

C
ho

lin
es

te
ra

se
 in

hi
bi

-
to

rs
, 

N
M

D
A

 a
nt

ag
on

is
ts

.
N

on
pr

es
cr

ip
tio

n 
ph

ar
m

ac
ol

og
ic

 
(d

ru
g)

 t
re

at
m

en
t: 

O
T

C
 s

up
pl

e-
m

en
ts

, 
V

ita
m

in
s,

 H
er

ba
ls

.

F
or

 e
ffi

ca
cy

 c
om

pa
ri-

so
ns

: 
P

la
ce

bo
, 

O
th

er
 

in
ac

tiv
e 

co
nt

ro
l.

F
or

 c
om

pa
ra

tiv
e 

ef
fe

c-
tiv

en
es

s 
co

m
pa

ris
on

s:
 

P
re

sc
rip

tio
n 

dr
ug

 
tr

ea
tm

en
t, 

N
on

-
pr

es
cr

ip
tio

n 
dr

ug
 

tr
ea

tm
en

t, 
N

on
dr

ug
 

tr
ea

tm
en

t.

E
ffi

ca
cy

 a
nd

 c
om

pa
ra

tiv
e 

ef
fe

ct
iv

e-
ne

ss
: 

C
ha

ng
e 

in
 p

at
ie

nt
 c

og
ni

tio
n 

(g
lo

ba
l s

cr
ee

n,
 m

ul
tid

om
ai

n,
 m

em
-

or
y,

 e
xe

cu
tiv

e 
fu

nc
tio

n,
 la

ng
ua

ge
, 

at
te

nt
io

n)
, 

fu
nc

tio
n,

 o
r 

Q
O

L 
on

 
va

lid
at

ed
 t

es
t.

C
ha

ng
e 

in
 d

is
ea

se
 s

ta
ge

 b
as

ed
 o

n 
va

lid
at

ed
 t

es
t.

C
ha

ng
e 

in
 p

at
ie

nt
 ‘‘

at
 h

om
e’

’ I
A

D
L 

or
 A

D
L 

fu
nc

tio
n.

C
ha

ng
e 

in
 p

at
ie

nt
 r

es
id

en
ce

 t
o 

di
f-

fe
re

nt
 le

ve
l o

f 
in

de
pe

nd
en

ce
.

≥2
4 

w
ee

ks
...

...
...

...
...

...
...

C
og

ni
tiv

e 
ou

tc
om

es
: 

C
om

m
un

ity
-d

w
el

lin
g,

 
A

ss
is

te
d 

liv
in

g.
F

un
ct

io
na

l &
 Q

O
L 

ou
t-

co
m

es
: 

C
om

m
un

ity
- 

dw
el

lin
g,

 A
ss

is
te

d 
liv

-
in

g,
 N

ur
si

ng
 h

om
e.

E
ffi

ca
cy

 a
nd

 c
om

pa
ra

-
tiv

e 
ef

fe
ct

iv
en

es
s:

 
R

C
T

, 
C

C
T

, 
sy

st
em

at
ic

 
re

vi
ew

 o
f 

R
C

T
s 

or
 

C
C

T
s.

 
H

ar
m

s:
 R

C
T

, 
C

C
T

, 
co

n-
tr

ol
le

d 
pr

os
pe

ct
iv

e 
co

-
ho

rt
 s

tu
di

es
 w

ith
 

≥1
,0

00
 p

ar
tic

ip
an

ts
, 

sy
st

em
at

ic
 r

ev
ie

w
 o

f 
an

y 
of

 t
he

se
 s

tu
dy

 d
e-

si
gn

s.
 

H
ar

m
s:

 
G

en
er

al
: 

F
D

A
 d

ef
in

ed
 S

A
E

s,
 W

ith
-

dr
aw

al
s 

du
e 

to
 A

E
s.

P
sy

ch
ia

tr
ic

: 
S

om
no

le
nc

e,
 C

on
fu

si
on

/ 
D

el
iri

um
.

N
on

ps
yc

hi
at

ric
: 

F
al

ls
, 

E
xt

ra
py

ra
m

id
al

 
sy

m
pt

om
s,

 S
tr

ok
e.

M
or

ta
lit

y 
(a

ll-
ca

us
e,

 C
V

D
, 

no
n-

C
V

D
).

K
Q

 4
–6

: 
D

ru
g 

tr
ea

tm
en

t 
ef

fic
ac

y,
 c

om
pa

ra
tiv

e 
ef

-
fe

ct
iv

en
es

s 
&

 h
ar

m
s 

on
 

B
P

S
D

.

A
du

lts
 w

ith
 C

A
T

D
 ≥

50
 y

ea
rs

 o
f 

ag
e 

w
ith

 B
P

S
D

 (
st

ud
ie

s 
sp

ec
ifi

ed
 

B
P

S
D

 in
cl

us
io

n 
cr

ite
rio

n)
.

P
at

ie
nt

 c
ha

ra
ct

er
is

tic
s 

to
 b

e 
as

-
se

ss
ed

 a
s 

po
ss

ib
le

 t
re

at
m

en
t 

ef
-

fe
ct

 m
od

ifi
er

s:
 A

ge
, 

S
ex

, 
R

ac
e/

 
et

hn
ic

ity
, 

P
re

-t
re

at
m

en
t 

co
gn

iti
ve

 
or

 f
un

ct
io

na
l l

ev
el

/C
A

T
D

 s
ta

ge
, 

P
re

-t
re

at
m

en
t 

B
P

S
D

 s
ev

er
ity

, 
Li

v-
in

g 
se

tti
ng

.

P
re

sc
rip

tio
n 

ph
ar

m
ac

ol
og

ic
 t

re
at

-
m

en
t: 

C
ho

lin
es

te
ra

se
 in

hi
bi

to
rs

, 
N

M
D

A
 a

nt
ag

on
is

ts
, 

A
nt

ip
sy

ch
ot

ic
s,

 s
ec

on
d 

ge
ne

ra
tio

n 
(a

ny
) 

an
d 

fir
st

 g
en

er
at

io
n 

(o
nl

y 
ha

lo
pe

rid
ol

),
 A

nt
id

ep
re

ss
an

ts
, 

A
nt

i-s
ei

zu
re

/m
oo

d 
st

ab
ili

ze
rs

, 
A

nx
io

ly
tic

s,
 b

en
zo

di
az

ep
in

e,
 

A
nx

io
ly

tic
s,

 o
th

er
 H

or
m

on
al

 
ag

en
ts

 (
D

is
in

hi
bi

te
d 

se
xu

al
 b

eh
av

-
io

r 
on

ly
),

 C
an

na
bi

no
id

s,
 C

om
bi

na
-

tio
ns

.
N

on
pr

es
cr

ip
tio

n 
ph

ar
m

ac
ol

og
ic

 t
re

at
-

m
en

t: 
O

T
C

 s
up

pl
em

en
ts

, 
V

ita
-

m
in

s,
 H

er
ba

ls
.

E
ffi

ca
cy

 c
om

pa
ris

on
s:

 
P

la
ce

bo
, 

O
th

er
 in

ac
-

tiv
e 

co
nt

ro
l.

C
om

pa
ra

tiv
e 

ef
fe

ct
iv

e-
ne

ss
 c

om
pa

ris
on

s:
 

P
re

sc
rip

tio
n 

dr
ug

 
tr

ea
tm

en
t, 

N
on

-
pr

es
cr

ip
tio

n 
dr

ug
 

tr
ea

tm
en

t, 
N

on
dr

ug
 

tr
ea

tm
en

t.

E
ffi

ca
cy

 a
nd

 c
om

pa
ra

tiv
e 

ef
fe

ct
iv

e-
ne

ss
: 

P
rim

ar
y:

 C
ha

ng
e 

in
 t

he
 f

re
qu

en
cy

 
an

d/
or

 s
ev

er
ity

 o
f 

pa
tie

nt
 B

P
S

D
* 

on
 v

al
id

at
ed

 t
es

ts
, 

A
gi

ta
tio

n/
ag

-
gr

es
si

on
, 

P
sy

ch
os

is
, 

D
ep

re
ss

io
n,

 
A

nx
ie

ty
, 

D
is

in
hi

bi
te

d 
se

xu
al

 b
e-

ha
vi

or
, 

C
ha

ng
e 

in
 p

at
ie

nt
 Q

oL
 o

n 
va

lid
at

ed
 t

es
t, 

C
ha

ng
e 

in
 v

al
id

at
ed

 
ge

ne
ra

l b
eh

av
io

r 
sc

al
e.

S
ec

on
da

ry
: 

C
ha

ng
e 

in
 c

ar
eg

iv
er

/ 
st

af
f 

ou
tc

om
es

 o
n 

va
lid

at
ed

 t
es

ts
, 

D
ep

re
ss

io
n,

 G
lo

ba
l s

tr
es

s/
di

st
re

ss
, 

Q
O

L,
 B

ur
de

n.
H

ar
m

s:
 

G
en

er
al

: 
F

D
A

 d
ef

in
ed

 c
om

po
si

te
 

S
A

E
 o

ut
co

m
e,

 W
ith

dr
aw

al
s 

du
e 

to
 

A
E

.

A
gi

ta
tio

n,
 a

gg
re

ss
io

n,
 

ps
yc

ho
si

s 
or

 
D

is
in

hi
bi

te
d 

se
xu

al
 

be
ha

vi
or

 o
ut

co
m

es
: 

≥2
 w

ee
ks

.
D

ep
re

ss
io

n 
or

 a
nx

ie
ty

 
ou

tc
om

es
: 

≥2
4 

w
ee

ks
.

C
om

m
un

ity
-d

w
el

lin
g,

 
A

ss
is

te
d 

liv
in

g,
 N

ur
s-

in
g 

ho
m

e.

E
ffi

ca
cy

 a
nd

 c
om

pa
ra

-
tiv

e 
ef

fe
ct

iv
en

es
s:

 
R

C
T

, 
C

C
T

, 
sy

st
em

at
ic

 
re

vi
ew

 o
f 

R
C

T
s 

or
 

C
C

T
s.

 
H

ar
m

s:
 R

C
T

, 
C

C
T

, 
co

n-
tr

ol
le

d 
pr

os
pe

ct
iv

e 
co

-
ho

rt
 s

tu
di

es
 ≥

1,
00

0 
pa

rt
ic

ip
an

ts
, 

sy
st

em
-

at
ic

 r
ev

ie
w

 o
f 

an
y 

of
 

th
es

e 
st

ud
y 

de
si

gn
s.

 

P
sy

ch
ia

tr
ic

: 
S

om
no

le
nc

e,
 C

on
fu

si
on

/ 
D

el
iri

um
. 

N
on

ps
yc

hi
at

ric
: 

F
al

ls
, 

E
xt

ra
py

ra
m

id
al

 
sy

m
pt

om
s,

 S
tr

ok
e,

 M
or

ta
lit

y 
(a

ll-
 

ca
us

e,
 C

V
D

, 
no

n-
C

V
D

).

VerDate Sep<11>2014 00:45 Dec 18, 2018 Jkt 247001 PO 00000 Frm 00032 Fmt 4703 Sfmt 4703 E:\FR\FM\18DEN1.SGM 18DEN1am
oz

ie
 o

n 
D

S
K

3G
D

R
08

2P
R

O
D

 w
ith

 N
O

T
IC

E
S



64841 Federal Register / Vol. 83, No. 242 / Tuesday, December 18, 2018 / Notices 
K

Q
 7

–8
: 

D
ia

gn
os

tic
 t

es
t 

ac
cu

ra
cy

 &
 h

ar
m

s 
(a

ls
o 

se
e 

T
ab

le
 2

 b
el

ow
).

C
og

ni
tiv

e 
te

st
s:

 A
du

lts
 ≥

50
 y

ea
rs

 o
f 

ag
e 

w
ith

 s
us

pe
ct

ed
 C

A
T

D
.

B
io

m
ar

ke
r 

te
st

s 
on

ly
: 

A
du

lts
 ≥

50
 

ye
ar

s 
of

 a
ge

 w
ith

 c
lin

ic
al

 s
yn

-
dr

om
e 

of
 C

A
T

D
.

P
at

ie
nt

 c
ha

ra
ct

er
is

tic
s 

to
 b

e 
as

-
se

ss
ed

 a
s 

po
ss

ib
le

 e
ffe

ct
 m

od
i-

fie
rs

 o
f 

di
ag

no
st

ic
 t

es
t 

ac
cu

ra
cy

: 
A

ge
, 

S
ex

, 
R

ac
e/

et
hn

ic
ity

, 
E

du
-

ca
tio

n,
 D

ep
re

ss
io

n.
P

re
-t

es
t 

co
gn

iti
ve

 o
r 

fu
nc

tio
na

l l
ev

el
/ 

C
A

T
D

 s
ta

ge
.

B
rie

f, 
va

lid
at

ed
 c

og
ni

tiv
e 

te
st

s:
 G

lo
b-

al
 (

br
ie

f 
sc

re
en

s,
 m

ul
ti-

do
m

ai
n 

ba
tte

rie
s)

, 
S

in
gl

e 
do

m
ai

n 
te

st
s 

(m
em

or
y,

 e
xe

cu
tiv

e,
 la

ng
ua

ge
, 

at
-

te
nt

io
n.

B
io

m
ar

ke
r 

te
st

s:
 

B
ra

in
 im

ag
in

g:
 C

T
/M

R
I: 

M
ed

ia
l t

em
-

po
ra

l a
tr

op
hy

/h
ip

po
ca

m
pa

l v
ol

-
um

e,
 C

or
tic

al
 t

hi
ck

ne
ss

, 
D

T
I 

in
di

-
ce

s 
P

E
T

: 
1

8
F

-F
D

G
 P

E
T

, 
A

m
yl

oi
d 

P
E

T
, 

1
1
C

-P
iB

 a
nd

 f
lu

or
in

at
ed

 t
ra

ce
rs

 
(e

.g
. 

flo
rb

et
ap

ir,
 f

lu
te

m
et

am
ol

, 
flo

rb
et

ab
en

),
 T

au
 P

E
T

 
fM

R
I: 

R
es

tin
g 

st
at

e 
an

d 
ta

sk
 s

pe
ci

fic
 

ac
tiv

at
io

n 
S

P
E

C
T

: 
R

es
tin

g 
st

at
e 

ce
re

br
al

 p
er

-
fu

si
on

 
C

S
F

 t
es

ts
: 

A
b
42

, 
A

b
42

/A
b
40

 r
at

io
, 

t-
 

ta
u,

 p
-t

au
, 

t-
ta

u/
A

b
42

 r
at

io
, 

p-
ta

u/
 

A
b
42

 r
at

io
, 

ne
ur

of
ila

m
en

t 
lig

ht
 p

ro
-

te
in

 
B

lo
od

 t
es

ts
: 

A
b
42

, 
A

b
42

/A
b
40

 r
at

io
, 

A
P

P
 

C
om

bi
na

tio
ns

 

C
og

ni
tiv

e 
te

st
s:

 F
ul

l c
lin

-
ic

al
 e

va
lu

at
io

n 
an

d/
or

 
ne

ur
op

sy
ch

ol
og

ic
al

 
te

st
in

g 
w

ith
 e

xp
lic

it 
di

-
ag

no
st

ic
 c

rit
er

ia
.

B
io

m
ar

ke
r 

te
st

s:
 P

os
t-

m
or

te
m

 
ne

ur
op

at
ho

lo
gi

ca
l 

co
nf

irm
at

io
n 

of
 A

D
.

A
cc

ur
ac

y 
an

d 
co

m
pa

ra
tiv

e 
ac

cu
ra

cy
 

(e
.g

., 
T

P
, 

F
P

, 
T

N
, 

F
N

, 
se

ns
iti

vi
ty

, 
sp

ec
ifi

ci
ty

, 
P

P
V

, 
N

P
V

).
O

f 
co

gn
iti

ve
 t

es
ts

 f
or

 c
on

fir
m

in
g 

cl
in

-
ic

al
 s

yn
dr

om
e 

of
 C

A
T

D
.

O
f 

bi
om

ar
ke

r 
te

st
s 

fo
r 

co
nf

irm
in

g 
th

at
 e

tio
lo

gy
 o

f 
C

A
T

D
 is

 A
D

.
H

ar
m

s:
 

P
sy

ch
ol

og
ic

al
 o

r 
be

ha
vi

or
al

 
T

ru
e 

po
si

tiv
e:

 L
ab

el
in

g 
st

ig
m

a 
F

al
se

 p
os

iti
ve

: 
In

co
rr

ec
t 

di
ag

no
si

s,
 

La
be

lin
g 

st
ig

m
a,

 S
id

e 
ef

fe
ct

s 
of

 
un

ne
ed

ed
 in

te
rv

en
tio

ns
 (

e.
g.

, 
re

-
st

ric
tio

ns
 o

n 
in

de
pe

nd
en

ce
).

F
al

se
 n

eg
at

iv
e:

 U
ne

xp
la

in
ed

 s
ym

p-
to

m
s,

 F
ai

lu
re

 t
o 

m
ak

e 
ap

pr
op

ria
te

 
in

te
rv

en
tio

ns
 (

e.
g.

, 
sa

fe
ty

 p
re

-
ca

ut
io

ns
, 

fu
tu

re
 p

la
nn

in
g)

.
A

ny
 t

es
t 

re
su

lt:
 P

at
ie

nt
 o

r 
ca

re
gi

ve
r 

m
en

ta
l d

is
tr

es
s.

P
hy

si
ca

l: 
D

ire
ct

ly
 f

ro
m

 d
ia

gn
os

tic
 

te
st

s:
 P

ai
n,

 I
nf

ec
tio

n,
 H

ea
da

ch
e,

 
R

ad
ia

tio
n.

A
ny

...
...

...
...

...
...

...
...

...
...

..
C

om
m

un
ity

-d
w

el
lin

g,
 

A
ss

is
te

d 
liv

in
g.

A
cc

ur
ac

y 
an

d 
co

m
pa

ra
-

tiv
e 

ac
cu

ra
cy

: 
C

on
-

tr
ol

le
d 

ob
se

rv
at

io
na

l 
st

ud
ie

s 
(i.

e.
, 

cr
os

s-
 

se
ct

io
na

l, 
re

tr
os

pe
c-

tiv
e 

co
ho

rt
, 

ca
se

 c
on

-
tr

ol
);

 s
ys

te
m

at
ic

 r
e-

vi
ew

 o
f 

co
nt

ro
lle

d 
ob

-
se

rv
at

io
na

l s
tu

di
es

. 
H

ar
m

s:
 

C
on

tr
ol

le
d 

ob
se

rv
at

io
na

l 
st

ud
ie

s 
(i.

e.
, 

cr
os

s-
 

se
ct

io
na

l, 
re

tr
os

pe
c-

tiv
e 

co
ho

rt
, 

ca
se

 c
on

-
tr

ol
, 

pr
os

pe
ct

iv
e 

co
-

ho
rt

);
 s

ys
te

m
at

ic
 r

e-
vi

ew
 o

f 
co

nt
ro

lle
d 

ob
-

se
rv

at
io

na
l s

tu
di

es
. 

*F
or

 t
hi

s 
re

po
rt

, 
tw

o 
ps

yc
ho

lo
gi

ca
l s

ym
pt

om
s 

th
at

 a
re

 c
om

po
ne

nt
s 

of
 B

P
S

D
 h

av
e 

be
en

 e
xc

lu
de

d 
du

e 
to

 t
he

ir 
co

ve
ra

ge
 in

 r
ec

en
t, 

hi
gh

 q
ua

lit
y 

sy
st

em
at

ic
 r

ev
ie

w
s—

ap
at

hy
 a

nd
 s

le
ep

 d
is

tu
rb

an
ce

s.
1
8

1
9

In
 a

dd
iti

on
, 

w
an

de
rin

g 
w

as
 a

ls
o 

el
im

in
at

ed
, 

as
 t

hi
s 

sy
m

pt
om

 is
 u

su
al

ly
 t

re
at

ed
 w

ith
 n

on
ph

ar
m

ac
ol

og
ic

 in
te

rv
en

tio
ns

, 
w

hi
ch

 a
re

 n
ot

 c
ov

er
ed

 a
s 

in
te

rv
en

tio
ns

 in
 t

hi
s 

re
vi

ew
. 

†
S

tr
en

gt
h 

of
 e

vi
de

nc
e 

(S
O

E
) 

w
ill

 b
e 

ev
al

ua
te

d 
fo

r 
th

e 
1–

2 
m

os
t 

co
m

m
on

ly
 r

ep
or

te
d 

va
lid

at
ed

 t
re

at
m

en
t 

ef
fic

ac
y 

ou
tc

om
es

 f
or

 e
ac

h 
of

 t
he

 f
ol

lo
w

in
g 

te
st

 c
at

eg
or

ie
s:

 d
is

ea
se

 s
ta

ge
, 

gl
ob

al
 c

og
ni

tiv
e 

sc
re

en
in

g 
te

st
s,

 g
lo

ba
l 

m
ul

tid
om

ai
n 

co
gn

iti
ve

 t
es

ts
, 

m
em

or
y,

 e
xe

cu
tiv

e 
fu

nc
tio

ni
ng

, 
la

ng
ua

ge
, 

at
te

nt
io

n,
 f

un
ct

io
n,

 q
ua

lit
y 

of
 li

fe
, 

B
P

S
D

 a
gi

ta
tio

n/
ag

gr
es

si
on

, 
an

d 
th

e 
ha

rm
s 

ou
tc

om
e 

of
 s

er
io

us
 a

dv
er

se
 e

ve
nt

s.
 A

dd
iti

on
al

 t
re

at
m

en
t 

ou
tc

om
es

 w
ill

 b
e 

co
ns

id
er

ed
 f

or
 S

O
E

 g
ra

di
ng

 w
he

n 
av

ai
la

bl
e 

da
ta

 a
llo

w
. 

F
or

 
di

ag
no

st
ic

 t
es

ts
, 

S
O

E
 w

ill
 b

e 
gr

ad
ed

 f
or

 t
he

 1
–2

 m
os

t 
co

m
m

on
ly

 r
ep

or
te

d 
va

lid
at

ed
 t

es
ts

 f
or

 e
ac

h 
of

 t
he

 f
ol

lo
w

in
g 

ca
te

go
rie

s:
 g

lo
ba

l 
co

gn
iti

ve
 s

cr
ee

ni
ng

 t
es

ts
, 

gl
ob

al
 m

ul
tid

om
ai

n 
co

gn
iti

ve
 t

es
ts

, 
m

em
or

y,
 M

R
I, 

P
E

T
, 

an
d 

C
S

F
 t

es
ts

. 
A

dd
iti

on
al

 d
ia

gn
os

tic
 

te
st

in
g 

ou
tc

om
es

 w
ill

 b
e 

co
ns

id
er

ed
 f

or
 S

O
E

 g
ra

di
ng

 w
he

n 
av

ai
la

bl
e 

da
ta

 a
llo

w
. 

A
+

=
 b

et
a 

am
yl

oi
d,

 A
D

 =
 A

lz
he

im
er

’s
 d

em
en

tia
, 

A
D

L 
=

 a
ct

iv
iti

es
 o

f 
da

ily
 l

iv
in

g,
 A

E
 =

 a
dv

er
se

 e
ve

nt
s,

 A
P

O
E

 =
 a

po
lip

op
ro

te
in

 E
, 

A
P

P
 =

 a
m

yl
oi

d 
pr

ec
ur

so
r 

pr
ot

ei
n,

 B
P

S
D

 =
 b

eh
av

io
ra

l 
an

d 
ps

yc
ho

lo
gi

ca
l 

sy
m

pt
om

s 
of

 d
em

en
tia

, 
C

A
T

D
 =

 c
lin

ic
al

 A
lz

-
he

im
er

’s
-t

yp
e 

de
m

en
tia

, 
C

C
T

 =
 c

on
tr

ol
le

d 
cl

in
ic

al
 t

ria
l, 

C
S

F
 =

 c
er

eb
ro

sp
in

al
 f

lu
id

, 
C

T
 =

 c
om

pu
te

d 
to

m
og

ra
ph

y,
 C

V
D

 =
 c

ar
di

ov
as

cu
la

r 
di

se
as

e,
 D

T
I 

=
 d

iff
us

io
n 

te
ns

or
 i

m
ag

in
g,

 F
D

G
 =

 f
lu

or
od

eo
xy

gl
uc

os
e,

 f
M

R
I 

=
 f

un
ct

io
na

l 
m

ag
ne

tic
 r

es
on

an
ce

 i
m

ag
in

g,
 

F
N

 =
 f

al
se

 n
eg

at
iv

e,
 F

P
 =

 f
al

se
 p

os
iti

ve
, 

IA
D

L 
=

 in
st

ru
m

en
ta

l a
ct

iv
iti

es
 o

f 
da

ily
 li

vi
ng

, 
M

C
I 

=
 m

ild
 c

og
ni

tiv
e 

im
pa

irm
en

t, 
M

R
I 

=
 m

ag
ne

tic
 r

es
on

an
ce

 im
ag

in
g,

 N
M

D
A

 =
 N

-m
et

hy
l-D

-a
sp

ar
ta

te
, 

N
P

V
 =

 n
eg

at
iv

e 
pr

ed
ic

tiv
e 

va
lu

e,
 O

T
C

 =
 o

ve
r-

th
e-

co
un

te
r,

 P
E

T
 =

 
po

si
tr

on
 e

m
is

si
on

 t
om

og
ra

ph
y,

 P
P

V
 =

 p
os

iti
ve

 p
re

di
ct

iv
e 

va
lu

e,
 p

-t
au

 =
 a

bn
or

m
al

ly
 p

ho
sp

ho
ry

la
te

d 
ta

u,
 Q

O
L 

=
 q

ua
lit

y 
of

 li
fe

, 
R

C
T

 =
 r

an
do

m
iz

ed
 c

lin
ic

al
 t

ria
l, 

R
O

C
 =

 r
ec

ei
ve

r 
op

er
at

in
g 

ch
ar

ac
te

ris
tic

, 
S

A
E

 =
 s

er
io

us
 a

dv
er

se
 e

ve
nt

s,
 S

P
E

C
T

 =
 s

in
gl

e-
ph

o-
to

n 
em

is
si

on
 c

om
pu

te
d 

to
m

og
ra

ph
y,

 T
N

 =
 t

ru
e 

ne
ga

tiv
e,

 T
P

 =
 t

ru
e 

po
si

tiv
e,

 t
-t

au
 =

 t
ot

al
 t

au
. 

VerDate Sep<11>2014 00:45 Dec 18, 2018 Jkt 247001 PO 00000 Frm 00033 Fmt 4703 Sfmt 4703 E:\FR\FM\18DEN1.SGM 18DEN1am
oz

ie
 o

n 
D

S
K

3G
D

R
08

2P
R

O
D

 w
ith

 N
O

T
IC

E
S



64842 Federal Register / Vol. 83, No. 242 / Tuesday, December 18, 2018 / Notices 

TABLE 2—PRESCRIPTION DRUGS USED FOR TREATMENT OF CATD COGNITION, FUNCTION, QUALITY OF LIFE OR BPSD 

Class of drug Drug name(s) 

Cholinesterase inhibitor ............................................................................ Donepezil *, rivastigmine *, galantamine *. 
NMDA receptor antagonist ....................................................................... Memantine *. 
Cholinesterase inhibitor/NMDA receptor antagonist combination ............ Donepezil/Memantine *. 
1st generation (typical) antipsychotic ....................................................... only Haloperidol. 
2nd generation (atypical) antipsychotic .................................................... e.g., Risperidone, quetiapine, olanzapine, aripiprazole, clozapine. 
Anti-depressant, selective serotonin-reuptake inhibitor (SSRI) ............... e.g., Citalopram, escitalopram, sertraline, fluoxetine, fluvoxamine, 

paroxetine. 
Anti-depressant, serotonin-norepinephrine reuptake inhibitor (SNRI) ..... e.g., Duloxetine, venlafaxine. 
Anti-depressant, other † ............................................................................ e.g., Trazodone, bupropion, mirtazapine. 
Anti-seizure/mood stabilizer ..................................................................... e.g., Valproate, gabapentin, carbamazepine, lamotrigine. 
Anti-anxiety, benzodiazepine .................................................................... e.g., Clonazepam, diazepam, lorazepam, temazepam, alprazolam. 
Anti-anxiety, other ..................................................................................... Buspirone. 
Mixed ........................................................................................................ Dextromethorpan/Quinidine. 
Hormones (antiandrogens, estrogens, gonadotropin-releasing hormone 

analogues).
e.g., medroxyprogesterone acetate, cyproterone acetate, leuprolide. 

Cannabinoids ............................................................................................ e.g., medical marijuana. 

* US FDA approved indication for Alzheimer’s dementia. 
† Excludes MAO-inhibitor, tricyclic and tetracyclic antidepressants. 
BPSD = behavioral and psychological symptoms of dementia, CATD = clinical Alzheimer’s-type dementia, NMDA = N-methyl-D-aspartate, 

SSRI = selective serotonin reuptake inhibitor, SNRI = selective norepinephrine reuptake inhibitor. 
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Comment Request 

AGENCY: Centers for Medicare & 
Medicaid Services, HHS. 
ACTION: Notice. 

SUMMARY: The Centers for Medicare & 
Medicaid Services (CMS) is announcing 
an opportunity for the public to 
comment on CMS’ intention to collect 
information from the public. Under the 
Paperwork Reduction Act of 1995 (the 
PRA), federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information (including each proposed 
extension or reinstatement of an existing 

collection of information) and to allow 
60 days for public comment on the 
proposed action. Interested persons are 
invited to send comments regarding our 
burden estimates or any other aspect of 
this collection of information, including 
the necessity and utility of the proposed 
information collection for the proper 
performance of the agency’s functions, 
the accuracy of the estimated burden, 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected, and the use of automated 
collection techniques or other forms of 
information technology to minimize the 
information collection burden. 
DATES: Comments must be received by 
February 19, 2019. 
ADDRESSES: When commenting, please 
reference the document identifier or 
OMB control number. To be assured 
consideration, comments and 
recommendations must be submitted in 
any one of the following ways: 

1. Electronically. You may send your 
comments electronically to http://
www.regulations.gov. Follow the 
instructions for ‘‘Comment or 
Submission’’ or ‘‘More Search Options’’ 
to find the information collection 
document(s) that are accepting 
comments. 

2. By regular mail. You may mail 
written comments to the following 
address: 
CMS, Office of Strategic Operations and 

Regulatory Affairs, Division of 
Regulations Development, Attention: 
Document Identifier/OMB Control 
Number _, Room C4–26–05, 7500 
Security Boulevard, Baltimore, 
Maryland 21244–1850. 
To obtain copies of a supporting 

statement and any related forms for the 
proposed collection(s) summarized in 
this notice, you may make your request 
using one of following: 

1. Access CMS’ website address at 
https://www.cms.gov/Regulations-and- 
Guidance/Legislation/ 
PaperworkReductionActof1995/PRA- 
Listing.html. 

2. Email your request, including your 
address, phone number, OMB number, 
and CMS document identifier, to 
Paperwork@cms.hhs.gov. 

3. Call the Reports Clearance Office at 
(410) 786–1326. 
FOR FURTHER INFORMATION CONTACT: 
William N. Parham at (410) 786–4669. 
SUPPLEMENTARY INFORMATION: 

Contents 

This notice sets out a summary of the 
use and burden associated with the 
following information collections. More 
detailed information can be found in 
each collection’s supporting statement 

and associated materials (see 
ADDRESSES). 
CMS–10465 Minimum Essential 

Coverage 
Under the PRA (44 U.S.C. 3501– 

3520), federal agencies must obtain 
approval from the Office of Management 
and Budget (OMB) for each collection of 
information they conduct or sponsor. 
The term ‘‘collection of information’’ is 
defined in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA 
requires federal agencies to publish a 
60-day notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension or reinstatement of an existing 
collection of information, before 
submitting the collection to OMB for 
approval. To comply with this 
requirement, CMS is publishing this 
notice. 

Information Collection 
Type of Information Collection 

Request: Extension of a currently 
approved collection; Title of 
Information Collection: Minimum 
Essential Coverage; Use: The final rule 
titled ‘‘Patient Protection and Affordable 
Care Act; Exchange Functions: 
Eligibility for Exemptions; 
Miscellaneous Minimum Essential 
Coverage Provisions,’’ published July 1, 
2013 (78 FR 39494) designates certain 
types of health coverage as minimum 
essential coverage. Other types of 
coverage, not statutorily designated and 
not designated as minimum essential 
coverage in regulation, may be 
recognized by the Secretary of Health 
and Human Services (HHS) as minimum 
essential coverage if certain substantive 
and procedural requirements are met. 
To be recognized as minimum essential 
coverage, the coverage must offer 
substantially the same consumer 
protections as those enumerated in the 
Title I of Affordable Care Act relating to 
non-grandfathered, individual health 
insurance coverage to ensure consumers 
are receiving adequate coverage. The 
final rule requires sponsors of other 
coverage that seek to have such coverage 
recognized as minimum essential 
coverage to adhere to certain 
procedures. Sponsoring organizations 
must submit to HHS certain information 
about their coverage and an attestation 
that the plan substantially complies 
with the provisions of Title I of the 
Affordable Care Act applicable to non- 
grandfathered individual health 
insurance coverage. Sponsors must also 
provide notice to enrollees informing 
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