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suppliers likely to enter this market in
the near future. As there is no peneric
version of Transderm Scop on the
market today, it is likely that the price
for scopolamine transdermal pa

would significantly decreasa with the
onsel of generic competition. Without a
remedy, the proposed acquisition would
aliminate the price reductions that
would likely have accompanied Mylan's
independent entry into this market.

1L Entry

Entry into each of these generic
pharmaceutical markets would not be
timely, likely, or sufficient in
magnitude, character, and scope to deter
or counteract the anticompetitive effects
af the sed acquisition. The
ccmhigg‘talﬁ af d:?l:lg development limes
and I\egulatnrz raquiraments, includi
approval by the United States Food and
Drug Administration (“FDA™), is costly
and lengthy.

111, Effects

The proposed acquisition likely
would cause significant anticompetitive
harm to consumers by eliminating
current or future competition between
Mylan and Perrigo in these seven
concentrated markets. In each of thase
markets, Mylan and Perrigo are two of
a limited number of current or likely
future suppliers in the United States.
Market participants characteriza each of
the markets as a current or likely future
commaodity market, in which the
number nfgnneric suppliers has a direct
impact on pricing. Costomers and
competitors have observed that the price
of generic pharmaceutical products
decreases with new entry even after
several suppliers have entered the
market. Removal of an independent

aneric pharmacentical supplier from
HIJ:I.E relevant markets in w]:lEll.cPh Mylan
and Perrigo currently compete likely
would result in significantly highar
prices post-acquisition. Similarly, the
alimination of a future inl:le&emienl
competitor would prevent the price
decreasas that are likely to result from
the firm’s entry. Thus, absent a remedy,
the proposed acquisition will likely
cause 1.5, consumears to pay
significantly higher prices for thase
generic drgs.
IV. The Consent Agreamaent

The proposed Consent ant
affectively remedies the proposed
acquisition’s anticompetitive effects in
each relevant market. Under the
Consant Agreament, Mylan is required
o divest to Alvogen its rights to the
seven relevant products. Alvogen is an
international pharmaceutical company,
with commercial operations in thirty-

four countries. Its business focuses on
developing, manufacturing, and
distributing generic, branded, and OTC
pharmaceutical products. Mylan must
accomplish the divestitures to Alvogen
and ralinguish its rights to these
products no later than thiry days after
the proposed acquisition is
consummated.

The Commission’s goal in evaluating
possible purchasers of divested assets is
o maintain the compatitive
environment that existed prior o the
proposed acquisition. If the Commission
datarmines that Alvogen is not an
acceprable acquirer, or that the manner
of the divestitures is not acceptable, the
proposed Order requires Mylan to
unwind the sale of rights to Alvogen
and to divest the products to a
Commission-a red acquirer within
six months of l'i:.ew?ale theqﬂrd.er
becomes final. The proposed Order
further allows the ission o
Eepninl a trustee if Mylan fails to divest

Tﬂmdw:ts as required.

e proposed Consent Agreemant
contains several provisions wo help
ensure that the divestitures are
successful. The Order requires Mylan to
take all action to maintain the economic
viability, marketability, and
competitivenass of the products to be
divested until such time that they are
transferred to a Commission-approved
acquirer. Mylan must provide
transitional services to Alvogen to assist
it in establishing independent
manufacturing capabilities. Thesa
transitional services include technical
assistance to manufacture the
divestiture products in substantially the
same manner and guality Empln].reﬂ or
achieved by Mylan, and advice and
training from knowledgeable Mylan
employees. Mylan must also provide
Alvogen with a supply of the divested
products while Mylan transfers
manufacturing tachnology to Alvogen or
its designated manufacturer. The goal of
the transitional services is to ensure that
Alvogen will be able to operate
independent of Mylan in the
manufacture and sale of the divested
products. Nothing in the Consent
Agreement, however, precludes Alvogen
from sourcing active pharmaceutical
ingredients or other divestiture product
inputs from Mylan on a negotiated
basis.

As Alvogen was unable to parform
due diligence on the Parrigo products at
issue, Mylan divested its own on-
market, generic acyclovir cintment
product rather than Parrigo’s product in
development. Because the competition
that is preserved by the proposed
Consant Agreament will only ooour
when the Perrigo product is launchad,

the proposed Order permits Mylan o
retain the right to sell acyclovir
ointment through a license from
Alvogen until thiny days after Mylan
receives approval for the Perrigo ANDA,
but for no longer than three years. This
provision is designed to permit Mylan
o remain an active market participant
panding the approval of Perrign’s
acyclovir ointment ANDA but also
ensures Mylan's continued incentive to
develop and launch the Perrigo product.

The purpose of this analysis is to
facilitate public comment on the
proposed Consent Agreement, and it is
not intended to constitute an official
imerpretation of the proposed Order or
to modify its terms in any way.

By direction of the Commission.
Danald 5. Clark,
Secrefary.
[FR Do 201528522 Filed 11-5-15; B:45 am|
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Prevention

[60Day—16-0943; Docket No. COC-2015—
00948]

Proposad Data Collections Submitted
for Public Comment and
Recommendations

AGENCY: Canters for Disease Control and
Prevention (CI)C), Department of Health
and Human Services [HHS).

ACTION: Notica with comment period.

SUMMARY: The Centers for Disease
Control and Prevention (CDC), as part of
its continuing efforts w reduce public
burden and maximize the utility of
government information, invites the
general public and other Federal
agencies to take this opportunity to
comment on proposed and/or
continuing information collections, as
required by the Paperwork Reduction
Act of 1995, This notice invites
comment on Data Collection for tha
Residential Care Community and Adult
Day Services Center Componenis of the
Mational Study of Long-Term Cara
Providers. The purpose is to collect data
for the residential care community and
adult day services center components
for the 2016 wave of the National Study
of Long-Term Care Providers.

DATES: Wrilten comments must be
received on or before January 11, 2016.
ADDRESSES: You may submit comments,
idantified by Docket No. CIDC-2015-
0094 by any of the following methods:
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+ Federal eRulemaking Portal:
Regulation. gov. Follow the instructions
for submitting comments.

* Mail: Leroy A. Richardson,
Information Collection Review Office,
Centers for Disease Control and
Prevention, 1600 Clifton Road NE., M5—
D74, Atlanta, Georgia 30329,

Instructions: All submissions received
must include the agency name and
Docket Mumber. All relevant comments
received will be posted without change
to Regulations.gov, including any
personal information provided. For
access to the docket to read ba
documents or comments receive
Regulations.goy.

Flease note: All public comment should be
submitted throngh the Federal efulemaki

| [Regulations gov) or by 1.5, mail to
niddress listed shove.

FOR FURTHER INFORMATION CONTACT: To
request more information on the
proposed project or to obtain a copy of
the information collection plan and
instruments, contact the In ation
Collection Review Office, Centers for
Disease Control and Prevention, 1600
Clifton Road ME., ME-D74, Atlanta,
Georgia 30320; phone: 404—639-7570;
Email: om C_gov.
SUPPLEMENTARY INFORMATION: Under the
Paperwork Reduction Act of 1905 [PRA]
(44 UL5.C. 3501-3520), Federal agancies
must obtain approval from the Office of
Ma ent and Budget ((OMB) for each
collection of information they conduct
or sponsor. In addition, the PRA also
requires Federal agencies to provide a
E?Jq-da}l notice in the Federal Register
concerning each proposed collection of
information, including each new
proposed collection, each proposed
extension of existing collection of
information, and each reinstatement of
previously approved information
collection before submitting the
collection to OMB for approval. To
comply with this requirement, we are
publishing this notice of a proposed
data collection as described below.
Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper periormance
of the functions of the agency, including
whather the information shall have
practical utility; (b) the accuracy of the
apgency's astimate of the burden of the
proposed collection of information; (c)
ways to enhance the quality, utility, and

und
. BOo

clarity of the information to be
collected; (d) wavs to minimize the
burden of the collection of information
on respondents, including through the
usa of automated collection technigques
or other forms of information
technology, and () estimates of capital
or start-up costs and costs of operation,
maintenance, and purchase of services
to provide information. Burden means
the total time, effort, or financial
resources expended by persons to
generate, maintain, retain, disclose or
provide information to or for a Federal
agency. This includes the time needad
to review instructions; to develop,
acquire, install and utilize technology
and systems for the ose of
collecting, validating and verifying
information, processing and
maintaining information, and disclosing
and providing information; to train
personnel and to be able to respond to
a collection of information, to search
data sources, to complete and review
the collection of information; and to
transmit or otherwise disclose the
information.
Propused Project

Residential Care Community and
Adult Day Service Center Com, 15
of the Mational Study of Long-Term Care
Providers (OME Control Mo, 09200943
Exp. Date: 07/31/2015}—Reinstatement
with change—MNational Center for
Health Statistics ([WCHS), Centers for
Disease Control and Prevention [(CDC).

Background and Brief Description

Section 306 of the Public Health
Sarvice (PHS) Act (42 U.5.C. 242k), as
amended, authorizes that the Secretary
of Health and Human Services (HHS),
acting h NCHS, “shall collect
statistics on th resources . . . [and]
utilization of health care, including
extended care facilities, and other
institutions.™

MCHS seeks approval to collect data
for the residential care community
(ROC) and adult day services center
{ADSC) survey components of the 3rd
wave of the National Study of Long-
Term Cara Providers (MSLTCP). A two
year clearance is reques

As background here are some details
on the complete study design. The
NSLTCP, a voluntary survey, is
designed wo (1) broaden NCHS™ ongoing
coverage of paid, regulated long-term

ESTIMATED ANNUALIZED BURDEN TABLE

care [LTC) providers; [2) merge with
existing administrative data on LTC
roviders and service users [ie., Centers

r Maedicare and Medicaid Services
(CME) data on nursing homes and
residents, home health agencies and
patients, and hospices and patients); [3)
update data more frequently on LTC
providers and service users for which
nationally representative administrative
data do not exist; and (4) enabla
comparisons across LTC sectors and
timely monitoring of supply and use of
thasa sectors over time.

Data will be collected from two types
of LTC providers in the 50 states and the
District of Columbia: 11,600 ROCs and
5,440 ADSCs in each wave. Data were
collected in 2012 and 2014. The data to
be collectad beginning in 2016 include
the basic characteristics, services,
staffing, and practices of ROCs and
ADSCs, and aggregate-level
distributions of the demographics,
selected health conditions and health
care utilization, physical functioning,
and cognitive functioning of RCC
residents and ADSC participants.

Expected users of data from this
collection effort include, but are not
limited to CI)C; other Department of
Health and Human Services ([XHHS)
agencies, such as the Office of the
Assistant Secretary for Planning and
Evaluation and the Agency for
Healthcare Research and Cruality;
associations, such as LeadingAge
(formerly the American Association of
Homes and Services for the Aging],
Mational Center for Assisted Living,
Amearican Seniors Housing Association,
Assisted Living Federation of America,
and Mational Adult Day Services
Association; universities; foundations;
and other private sector organizations
such as the Alzheimer’s Association and
the AARP Public Policy Institute.

Expected burden from data collection
is 30 minutes per respondant. We
astimate that 5% of RCC and ADSC
directors will be called for an additional
5 minutes of data retrieval when there
are arrors of omissions in their returned
questionnaires. Two vear clearance is
requested to cover the collection of data.
The burden for the collection is shown
in Table 1 below. There is no cost to
respondents other than their time to
participate.

Nurmbar of Avaraga
Number of burden per Total burden
Type of respondents Form name mdentz | "ESponses per nee in hre
faspo respondent 'ﬁ?ﬁlm_; {in frs.)
RCC DirectorDesignated Staff ... RCC Questionnaing .....o.coccoeeae 5,846 1 300 2823
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GOETO

ESTIMATED ANNUALIZED BURDEN TaSLE—Continued

Numbar of Auerage
Mumber of burden per Total burden
Type of raspondents Form name respondents w = ;;a;h {in hrs}
ADSC DirectorDesignated Staff ... ADSC Questionnaire .. 2720 1 anen 1,380
RCC and ADSC Directors/Tes- Data Retriaval 428 1 /80 36
ignated Staff.
L= —— | 4,318

Leroy A. Richardson,

Chief, Informmtion Collaction Review Office.
Office of Scientific Integrity, Office of the
Associnte Director for Science, Office of the
Directar, Centers for Disense Control and
Prevention.

[FR Dioez 201528475 Filed 11-8-15; B:45 am|
BILUNG CODE 4883-18-F

DEFARTMENT OF HEALTH AND
HUMAN SERVICES

Canters for Disease Control and
Provention

[60D&y-16-16C0; Dockst Mo, CDC-2015—
um]

Proposed Data Collection Submiltted
for Publlc Comment and
Recommendations

AGENCY: Centers for Diseasa Control and
Prevention [CDC), Department of Health
and Human Sarvices (HHS).

ACTION: Notice with comment period.

SUMMARY: The Centers for Disease
Control and Prevention (CDC), as part of
its continuing efforts o reduce public
burden and maximize the utility of
government information, invites the
general public and other Federal
agencies to take this opportunity to
comment on proposed and/or
continuing information collections, as
required by the Paparwork Reduction
Act of 1995, This notice invites
comment for Developing a Self-
Management Tool for Individuals with
Systemic Lupus Erythematosus (SLE], to
assess the value of a tool aimed to
enhance the ability of persons with SLE
to effectivel v manage their condition.
DATES: Written comments must be
received on or before January 11, 2016.
ADDRESSES: You may submil comments,
identified by Docket No. CDC-2015-
0099 by any of the following methods:

Federal eRulemaking Fortal:
Regulation.gov. Follow the instructions
for submitting comments.

Mail: Leroy A. Richardson,
Information Collection Review Office,
Centers for Disease Control and

Prevention, 1600 Clifton Road NE., M5-
D74, Atlanta, G‘-ec-rgja J03Z9.

Instructions: All submissions received
must include the agency name and
Dockst Number. All ralavant comments
received will be posted without change
to Regulations gov, including any
personal information provided. For
acoess o the docket to read background
documents or comments received, go to
Regulations gov.

Please note: All PubEl: oomment should be
submitted through the Federal eRulemaki

| [Regulations.gov] or by 1.5, mail hrll:ﬂ:le

niddress listed above.

FOR FURTHER INFORMATION COMTACT: To
request more information on the
roposed ject or o obtain a copy of
Plh.e]'ilnl'urruapli?nlm collection plan :
instruments, contact the Information
Caollaction Review Office, Centers for
Disease Control and Prevention, 1600
Clifton Road NE., M5-D74, Atlanta,
Georgia 30329; phone: 4M4—639-7570;
Email: smbEcde.gov.
SUPPLEMENTARY INFORMATION: Uindar tha
Paperwork Reduction Act of 1905 [FRA)
(44 11.5.C. 3501-3520]), Federal agencies
must obtain approval from the Office of
Management and Budget (OMB) for each
colledtion of information they conduc
or sponsar. In addition, the PRA also
requires Faderal agencies to provide a
60-day notice in the Federal Register
concerning each proposed collection of
information, including each new
proposed collection, each propoesed
axtension of existing collection of
information, and each reinstatement of
previously approved information
collection before submitting the
collection o OMB for approval. To
comply with this requirement, we are
publishing this notice of a proposed
data collection as described below.
Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whather the information shall have
practical utility; (b) the accuracy of the
apgency's estimate of the burden of the
proposed collection of information; (c)
ways o enhance the quality, utility, and
clarity of the information to be

collected; (d) ways o minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of informati on
technology; and [e] estimates of capital
or start-up costs and costs of operation,
maintenance, and purchase of services
to provide information. Burden means
the total time, effort, or financial
resources expended by persons to
generate, maintain, retain, disclose or
provide information to or for a Federal
agency. This includes the time needed
o review instructions; o develop,
acquire, install and utilize technology
and systems for the purpose of
collecting. validating and verifying
information, processing and
maintaining information, and disclosing
and providing information; w train
personnel and 1o be able to respond to
a collection of information, to search
data sources, to complete and review
the collection of information; and to
transmit or otherwise disclose the
information.
Propused Project

Developing a Self-Management Tool
for Individuals with Systemic Lupus
Erythematosus [SLE}—New—National
Center for Chronic Disease Prevention
and Health Promotion (NCCDPHP),
Centers for Disease Control and
Prevention (CDC).
Background and Brief Description

Systemic Lupus Erythematosus [SLE)
is an autoimmune disease in which the
immune system produces antibodies to
cells within the body leading to
widespread inflammation and tissue
damage. SLE has a variety of clinical
manifestations and can affect joints,
skin, the brain, lungs, kidneys, and
blood vessels. Effactive SLE
management depends not only upon
clinical interventions, but also on self-
management—ihose things done on a
day-to-day basis to manage SLE. SLE
self-management requires gaining
assential knowledge, skills, and
confidence o manage the condition.

CDC previously launched a two-year
project called " Filling a Gap: Creating



