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Objectives:

* Understand basic concepts and definitions of the 340b
program

* |[dentify policies and procedures that should be maintained
and the available resources to support

* Gain knowledge of common issues with 340b compliance
and how to avoid them



340b University — On Demand

* https://www.340bpvp.com/340b-university/online-learning



Concepts



Intent of 340Db

* Permits eligible safety net providers “to stretch scarce Federal
Resources as far as possible, reaching more eligible patients and

providing more comprehensive services.”
* Provides discounts on outpatient drugs to certain safety-net covered
entities.

e Average savings of 25-50%
e Savings may be used to:
* Reduce price of pharmaceuticals for patients.
* Expand services offered to patients.
* Provide services to more patients.
 Manufacturers that participate in Medicaid must also participate in the

340B Program.



340b Acronyms

* Acronym guide -
https://www.340bpvp.com/Documents/Public/340B%20Tools/340b-
acronym-Guide.pdf

 HRSA - Health Resources and Services Administration - an agency of
the U.S. Department of Health and Human Services, is the primary
Federal agency for improving health care to people who are
geographically isolated, economically or medically vulnerable
* https://www.hrsa.gov/

* Apexus - the only national 340B call center verified and endorsed by
the HRSA - https://www.340bpvp.com/




340b Acronyms

* OPA — Office of Pharmacy Affairs — the office within HRSA responsible
for the 340b program.

* OPAIS — Office of Pharmacy Affairs Information system— the official
database for the 340b program

* https://340bopais.hrsa.gov/




340b key terms

e https://www.340bpvp.com/Documents/Public/340B%20Tools/340b-
glossary-of-terms.pdf

* 340b ID

* Covered Entity (CE)
Authorizing Official (AO)
Primary Contact (PC)
Registration
Recertification

Patient Definition
Contract pharmacy
Duplicate discount
Material breach




Covered Entity Types

* Health Centers
* Federally Qualified Health Centers <— A few LHDs are FQHCs.
* Federally Qualified Health Center Look-Alikes
* Native Hawaiian Health Centers
e Tribal / Urban Indian Health Centers

* Ryan White HIV/AIDS Program Grantees

* Hospitals
* Children’s Hospitals
* Critical Access Hospitals
* Disproportionate Share Hospitals
* Free Standing Cancer Hospitals
* Rural Referral Centers
* Sole Community Hospitals

* Specialized Clinics
* Black Lung Clinics
* Comprehensive Hemophilia Diagnostic Treatment Centers
* Title X Family Planning Clinics

» Sexually Transmitted Disease Clinics All LHDs have all 3 of these CD types.
* Tuberculosis Clinics



Registration vs. Recertification vs. Open Enrollment

 Registration - the process of adding a covered entity, outpatient facility,
or contract pharmacy to the 340B program that is not already
participating.



Registration vs. Recertification vs. Open Enrollment

» Recertification - Once a site has been registered and is listed as active in
the 340B program, HRSA is required by statute to conduct annual
recertification of participating 340B covered entities' information listed
in the HRSA 340B Database. As part of this process, an authorizing
official from each 340B entity certifies basic information about the
entity and its 340B compliance. Recertification is done at different
points in the year by entity-type. HRSA will notify the listed Authorizing
Official and Primary Contact when the recertification for their entity

type is approaching.



Registration vs. Recertification vs. Open Enrollment

* Open Enrollment —the window in which a covered entity can make
changes (such as adding or deleting a contract pharmacy) or a new site
can be added. Open enrollment is on the following schedule:

January 1-15 April 1
April 1-15 July 1
July 1-15 October 1

October 1-15 January 1



340b Patient Definition

* Patients must receive health care services other than drugs from the 340B covered
entity.

* Anindividual is a patient of a 340B covered entity only if:

* the covered entity has established a relationship with the individual, such that the covered entity maintains
records of the individual's health care; and

* the individual receives health care services from a health care professional who is either employed by the
covered entity or provides health care under contractual or other arrangements (e.g. referral for consultation)
such that responsibility for the care provided remains with the covered entity; and

» the individual receives a health care service or range of services from the covered entity which is consistent
with the service or range of services for which grant funding or Federally-qualified health center look-alike
status has been provided to the entity. Disproportionate share hospitals are exempt from this requirement.

* Anindividual will not be considered a patient of the covered entity if the only health care
service received by the individual from the covered entity is the dispensing of a drug or
drugs for subsequent self-administration or administration in the home setting.



340b and Medicaid

* Prevention of duplicate discounts

e Carve in — use 340b purchased medications on Medicaid patients and
bill with the UD modifier

e Carve out — use NON-340b purchased medications on Medicaid
patients and Medicaid seeks the rebate

* Must bill Medicaid at actual acquisition cost



Material Breach

* Sample Statement: [Entity Name] defines a material breach of
compliance as a violation(s) that exceeds [threshold indicator — see
examples below*]. Such violations require self-disclosure. Violations
identified through internal self-audits, independent external audits,
or otherwise that [meet or] exceed this threshold, and that remain
non-correctable within the entity-defined period timeframe of review,
will be immediately reported to HRSA (at
340Bselfdisclosure@hrsa.gov) and applicable manufacturers using the
following self-disclosure report template:
https://www.340bpvp.com/Documents/Public/340B%20Tools/self-
disclosure-to-hrsa-and-manufacturer-template.docx




Material breach thresholds examples

e *Examples of threshold indicators (use one or more in each definition
to be applied within entity-defined review period timeframe of
review):

1. X% of total 340B purchases or impact to any one manufacturer

2. SX (fixed amount), based upon total outpatient or 340B spend, or impact to
any one manufacturer

3. X% of total 340B inventory (units)

4. X% of audit sample

5. X% of prescription volume/prescription sample
6. Will not self-correct within x months

*Select one quantity and one time frame for local policy*



Policies
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340B Tools

Apexus PVP has developed a number of tools to help covered entities operationalize 3408 Program compliance guidelines. Tools are grouped by type
of covered entity. Find 340B tools such as templates for policies and procedures, registration, audit and compliance plans, and additional resources to
ensure 3408 program integrity

Each of the available tools has been reviewed by HRSA. They are based on best practice sites from across the country and HRSA FAQs. These tools
are meant to be a guide and should be carefully considered and updated based on your particular site’s needs.

GPO Prohibition Hospitals
DSH, PED, CAN

Rural Hospitals
GAH, RRC, SCH

Community Health Centers

gl CH, FQ FQHC, FQHCLA, NH
Grantees
> STD, RW. HM, FP. BL, TB, MH, Ul

All Tools

Home Apexus.com FAQs Publications Aboutthe PVP

"W 8 € g «~ PV



Policy and Procedure Manuals

s Grantee - Title X Family Planning Sample Policy and Procedure Manual (FP)
« Grantees — Hemophilia Treatment Center Sample Policy and Procedure Manual (HM)

Registration

« Contract Pharmacy Medicaid Carve-In Checklist

Auditing/Compliance

Entity

« Self-Audit: Policy and Procedure
« Self-Audit Contract Phammacy

HRSA

« Self-Disclosure to HRSA and Manufacturer Template
« Establishing Material Breach Threshold

« 3408 Ceiling Price Unavailable/incorrect 3408 Ceiling Price Nofification for HRSA
« HRSA Audits of Entities

« Sample HRSA 3408 Audit Data Request for Covered Entities



Policies and Procedures

* Eligibility — entity and patient

* Roles and responsibilities

* Enrollment, recertification, change requests
* |Inventory management

* Duplicate discount prevention

* Contract pharmacy if applicable
e https://www.govinfo.gov/content/pkg/FR-2010-03-05/pdf/2010-4755.pdf

 Material breach
e Self audits




Policy and Procedure Manuals

« Grantee — Title X Family Planning Sample Policy and Procedure Manual (FP)
« Grantees — Hemophilia Treatment Center Sample Policy and Procedure Manual (H)

Registration
« Contract Pharmacy Medicaid Carve-in Checklist

Auditing/Compliance

Entity

« Self-Audit: Policy and Procedure
« SelfAudit Confract Phamacy

HRSA

» Self-Disclosure to HRSA and Manufacturer Template
« Esiablishing Material Breach Threshold

» 3408 Ceiling Price Unavailable/incorrect 3408 Ceiling Price Nofification for HRSA
« HRSA Audits of Entities

» Samplie HRSA 3408 Audil Data Request for Covered Entities

https://www.340bpvp.com/education/340b-tools/




Self Audits

ols/

> Community Health Centers
CH, FQ, FQHC, FQHCLA, NH

Oversight
« 340B Oversight Best Practices Dashboard

Auditing/Compliance

Entity

» Self-Audit: Eligibility (CHC/FQHC)
» Self-Audit: Prevention Duplicate Discounts (CHC/FGHC)

»
»

Recommended quarterly, but should
» Self-Audit: Prevention of Diversion (CHC/FQHC)

. Selt-Audit: Policy and Procedure (CHC/FQHC) meet the CE specific auditing needs
» SelfAudit Contract Pharmacy

https://www.340bpvp.com/education/340b-tools/




Self Audit:
Prevention of
Diversion

Compliance Element: Prevention of Diversion

Section 3408 of the Public Health Service Act prohibits the resale, or other transfer, of a 340B drug to a person who is

not a patient of the entity. Covered entities are responsible for maintaining an accurate patient eligibility determination
system, including tracking and accounting all of 340B drugs at the covered entily to ensure that diversion has not

occurred.

Table 1

PATIENT ELIGIBILITY VERIFICATION

e For each of the 20 administrations/dispenses selected in step 2c¢ of the instructions (page 1) and for the date
range selected in step 1 of the instructions, verify patient eligibility by validating the dispense/administration
record against the entity’s health care record

o Validate that the prescription/drug order is the result of a health care service included in the scope of grant and
was provided to a covered entity patient at an eligible site by an eligible provider such that the covered entity
documents its responsibility for care in its health care record

Time period tested: begin date

Table 1
340B Eligibility Determination Verification Table

to end date

(attach actual data to substantiate eligibility for each sample)

(1) (2) (3) (4) (5) (6) (7)
Sample ID Date Drug Drug Drug ELIGIBLE Provider DRUG and
(prescription dispensed/ dispensed/ dispensed/ dispensed/ VISIT

number or administered administered/ administered/ administered (A) (B) documented in
dispense prescribed from prescribed asaresultofa | EmPloyed/ | Documented covered

tracking eligible from location service contracted? referral? entity’s health

number) location? with a included in the care record?

340B ID? scope of grant?
YES NO YES NO YES NO YES | NO YES NO YES NO




https://www.340bpvp.com/education/340b-tools/

Grantees
STD, RW HM FP. BL, TB, MH. LI

Auditing/Compliance

Entity

« Self-Audit: Policy and Procedure
« Sel-Audit: Contract Pharmmacy

HRSA

—————» » Self-Disclosure to HRSA and Manufacturer Template
« Establishing Material Breach Threshold

« 3408 Ceiling Price Unavailable/incorrect 3406 Ceiling Price Nofification for HRSA
« HRSA Audits of Entities

« Sample HRSA 3408 Audit Data Request for Covered Entities

Operational/Purchasing

« 340B Manual Dispense Tracking Log
« Controlied Substance Orderina Svstem (CSOS) Compliance Considerations



OPAIS

c

& https;//340bopais.hrsa.gov/coveradentityssarch

U.S. Department of Health and Human Services HRSA OPA

HR Office of Pharmacy Affairs

Health Resources & Services Administration 340 B OPAI S

Home Search - Repornts/Files

Covered Entity Search Criteria

Keyword

Enter the

Searches the following fields: Name, SubName, 340B ID. Site ID, MPN, Grant
Number, Address Line 1, Address Line 2, City

340BID

2
g

state zZip

All =
Alabama

Alaska

American Samoa
Arizona
Arkansas

Friday, July 19, 2019 3:12 PM

—
3
">

Entity Type
Al

Entity Name

Advanced Query Options

Populates Start or Termination Date Tields with quarterly dates.

Start Date

Fi
Termination Date

From To

£ Clear Search

ApexusAnswers@340bpvp.com | 1-888-340-2787

Login Help
Entity Classification Grant/iProvider Number
All \d
Searches both Medicare Provider
Number and Grant Number fields
Site ID
Participating
All v

Select All or No to include entities with a future start date in the search results
Edit Date
Frem To

Registration Date

B e

‘OMB Number. 0915-0327, Expiration: 08/31/2019

Viewers & Players | Privacy Policy | Disclaimers | Accessibility | Freedom of Information Act | No Fear Act | USA.gov | WhiteHouse.gov |

CIERGEE G




CE ID Number

and Type

] | CAH341326-10

[ CAH31526-11

|| | CHC28348-03

[ | DSH340012
| DsH340016C

| FP267341

|| | STD26734

CAH

CAH

CH

D3H

D3H

FP

STD

Angel Medical Center

Angel Medical Center

APPALACHIAN MOUNTAIN COMMUNITY

HEALTH CENTERS

ANGEL MEDICAL CENTER, INC.

HARRIS REGIONAL HOSPITAL

IMACON COUNTY HEALTH
DEPARTMENT

IMACON COUNTY HEALTH
DEPARTMENT

Angel Medical Center Pain Clinic / Pain
Management

Angel Medical Center - Cancer Care of
Westem North Carolina

Frankiin Community Health Center

CENTER FOR FAMILY MEDICINE

120 Riverview Street

834 Depot Street

100 Thomas heights, Suite 206

120 RIVERVIEW STREET

99 HOLLY SPRINGS PARK DRIVE

1830 LAKESIDE DRIVE

1830 LAKESIDE DRIVE

Franklin

Frankiin

Frankiin

FRANKLIN

FRANKLIN

FRANKLIN

FRANKLIN

NC

NC

NG

NC

NC

NC

NC

Start, Termination, Last Edit

frot2n7

10012018

1010112016

(70112008

100112013

01011998

0110172009

Dates

04101219

04/0172019

0101728

070172009

10/01/2014

0410172019

(/0172019

010172019

06/30/2009

09112014

05/06/2019

05032019



51026734 MACON COUNTY HEALTH DEPARTMENT (Active)

Name
Subdivision Name
Type

J40B1D

Grant Number
Nature of Support

Authorizing Official

Macon County Public Health
Caming Rocco, Interim Heatth Director
(528) 345-2420

MACON COUNTY HEALTH DEPARTMENT

Sexually Transmitied Diseases
STD28734
5H26PS004343-04

Direct Funding (dollars received from COC or an intermediate organization)

Note: In-kind contributions may be in the form of real property, equipment, supplies and ather
expendable property, and goods and services directly benefting and specifically identifiable to
the project or program

Primary Contact

Macon County Public Health
Jennifer Ganet, Director of Nursing
(528) 349-2466

Comments ~ Medicaid Biling ~ Shipping Addresses  Confract Pharmacies  History

Comment

09/03/2013 AO andlor PC updated, this per the arrangement between OPA and the N.C. Depariment of Health and Human Services

Strest Address

1630 LAKESIDE DRIVE
FRANKLIN, NC 25734

Billing Address

Same as Street Address

Last Updated On =

09/03/2013

Currant Program Status
Registration Date
Participating Start Date
Participating Approval Date
Last Recertification Date

Active
12/3/2008
11112009
12/412008
82212019

T
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Keyword Entity Type Entity Classification Grant/Provider Number

Enterlhe earch All " All v
Searches the following fields: Name, SubName, 340B ID, Site ID, MPN, Grant Searches boih Medicare Provider
Number, Address Line 1, Address Line 2, City. Number and Grant Number fields
3J40B 1D Entity Name Site ID
City Advanced Query Options Participating

v All v
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Al = Start Date Edit Date

Alabama

Alaska From To From To

American Samoa

Arizona Termination Date Registration Date

Arkansas -

A timein Erem To From To

£ Clear earch

Friday, July 19, 2019 3:12 PM ApexusAnswers@340bpvp.com | 1-888-340-2787
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<« U.S. Department of Health and Human Services HRSA OPA

HR Office of Pharmacy Affairs
Health Resources & Services Administration 3408 OPAIS

Home Search - Reports/Files

amanda.fullermoore@dhhs.nc.gov - Help
Welcome to 340B OPAIS
What would you like to d
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My Entities Register Covered Entity Search Reports/Files Pricing

© Have questions? Contact the 340B Prime Vendor

A%

S DY
1-888-340-2787
www 340bpvp com BAM-5PM CT Mon-Fri ApexusAnswers@340Bpvp.com

You are entering an official US Government computer network! NEVER save your user-|D of password when accessing this system (especially
on non-government computers). Please Note: You are entering an official United States government system, which may be used only for
authorized purposes. This system may contain nonpublic HRSA information within the meaning of 12 CFR 4.32(b) that is subject to use and
disclosure restrictions specified at 12 CFR 4.37. The unautherized use or disclosure of nonpublic HRSA information or the unauthorized
medification of any information stored on this system may result in criminal prosecution or administrative proceedings

Public Burden Statement. An agency may not conduct or sponsor, and a persen is not required to respond 1o, a collection of information unless
it displays a currently valid OMB control number. The OMB control number for this project is 0915-0327. Public reporting burden for this

collection of information is estimated to average 2.0 hour(s) per response, including the time for reviewing instructions, searching existing data
sources, and completing and reviewing the collection of information. Send comments regarding this burden estimate or any other aspect af this
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U.S. Department of Health and Human Services HRSA OPA

HR Office of Pharmacy Affairs
Health Resources & Services Administration 340 B O PAI S

Home Search - Repors/Files amanda.fullermeore@dhhs.nc.gov ~ Help

My Entities Export
MPN/Grant 340B
340B ID Number Name SubName Address Line 1 Address Line 2 City State Type Status
b T i T A Y ¥ .4 ¥ ¥
FP276114 1 NC DEPT. OF HEALTH & HUMAN | Div. OF PUBLIC 5601 Six Forks Rd RALEIGH NC P Active
FPHPAQO64C SERVICES HEALTH/MWCH
0100 SECTION/WOMEN'S

HEALTH BRANCH

Friday, July 19, 2019 3:19 PM ApexusAnswers@340bpvp.com | 1-888-340-2787 OMB Number. 0915-0327, Expiration: 08/31/2019

Viewers & Players | Privacy Policy | Disclaimers | Accessibility | Freedom of Information Act | No Fear Act | USA gov | WhiteHouse.gov |
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r;.’ U.S. Department of Health and Human Services

H - Office of Pharmacy Affairs
Health Resources & Services Administration 340 B 0 PAI S

Home Search ~ Reporis/Files amanda fullermoore@dnhs nc.gov = Help

FP276114 NC DEPT. OF HEALTH & HUMAN SERVICES (Active)

Change Request  Terminate

Name NC DEPT. OF HEALTH & HUMAN SERVICES Current Program Status Active
Registration Date 11/1998
o Participating Start Date 1/1/1998
Subdivision Name DIV. OF PUBLIC HEALTH/WCH SECTION/WOMEN'S HEALTH BRANCH g
Participating Approval Date 1111998
Type Family Planning (Title X only) A
Last Recertification Date 51222019
3408 ID FP276114
Grant Number -01-4
1 FPHPAOD6400-01-00 Straet Adtiaas
Employer Identification Number (EIN) 56-1636462

5601 Six Forks Rd
RALEIGH, NC 27609

Authorizing Official Primary Contact
NC Dept of Health NC Division of Public Health Billing Address
Kristen Carroll, Family Planning & Reproductive Healin Unit Manager Amanda Fuller Moore, Pharmacist NC Division of Public Health
AL (F19p 2200620 1929 Mail Service Center
kristen carroli@dhhs. nc.gov amanda fullermeore@dhhs nc gov Raleigh, NC 27639-1929
Comments  Medicaid Biling ~ CE Aftachments  Shipping Addresses  Contract Pharmacies  History
Comment Comment Type Last Updated By tasLipdaied O
b T T \
2/26/2006 UPDATED ADDR; 2/26/05 UPDATED SUBDIV NAME; Public OPA Reviewer 01/28/2010

Friday, July 19, 2019 3:19 PM ApexusAnswers@340bpvp com | 1-888-340-2787 ‘OMB Number: 0915-0327, Expiration: 08/31/2019

Viewers & Players | Privacy Policy | Disclaimers | Accessibility | Freedom of Information Act | No Fear Act | USA_gov | WhiteHouse.gov |

3:20 PM
7/19/2019




Resources
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Search FAQs:

Search FAQs Here

o

Can't Find The Answer to Your Question? Contact Us

Frequently Asked Questions

Apexus PVP is communicating these HRSA FAQs with the intention of improving program
compliance. Additional FAQs may be available to address specific circumstances by
contacting Apexus Answers. The removal of an FAQ from the website does not imply that the
FAQ is ne longer supported by HRSA. Cerfain FAQs are best applied when details are
presented in the appropriate context, according to a specific covered entity's situation, and
Apexus Answers can facilitate that level of communication and application

Please also see HRSA's website for additional 340B FAQs.

Searching tips:

= The FAQs are organized by categories and subcategories

« Each FAQ has a numerical [D; this number can be useful if you are irying to identify the
FAQ for discussion with others, including Apexus Answers

To search:

= Enter a search term in the search box.
= The results will be displayed.

To narrow & search

= After an initial search is completed, narrow the search results by clicking on one of the
categories or subcategories on the left

« Clicking on one of these categories or subcategeries will return only the FAQs that meet
the selected search term that falls within the category or subcategery you selected.
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340B Answers Aligned with HRSA Policy

Assistance with your 3408 questions is just a phone call, email, or chat away. When you have a 3408 question. contact Apexus Answers, a free 3408
information resource provided by Apexus to promote program integrity for 3408 Prime Vendor Program (PVP) participants and other stakeholders.

Apexus Answers is the only Health Resources and Services Administration (HRSA) aligned national 3408 call center. When you reach out to Apexus
Answers, you can expect to receive an expert answer that aligns with HRSA policy and guidance. Our staff is in constant communication with HRSA to
ensure that messaaina is consistent. IT our staff doesn't have the answer fo vour question. it will forward the issue to HRSA for clarification

Call: 888.340. BPVP ( 888.340.2787) Email: apexusanswers@340Bpvp.com Chat: Chat Now

Reasons to contact Apexus Answers:

HRSA 3408 Guidance on all Program Eligibility —Covered Outpatient Medicaid/ Duplicate Annual Pricing

Database 340B policy Questions Drugs Discounts Recertification

Change requests The patent definition  Covered entities Definition of Covered  State agency contact  Assistance with login - Sub-WAC Pricing
Outpatient Drug information

Registration process  GPO Prohibition Outpatient facilities Exclusions; Orphan  Medicaid Exclusion  Recertify/decertify Pharmaceutical
Drug and GPO File Pricing Agreement
Prohibition

Locating covered Purchasing/lnventory Contract pharmacies 340Bpvp.com General policy Status of Value added

entity resources Catalog submission/OPA products

review

Please be advised that responses from Apexus Answers are riot dispositive with respect fo complisnce with or participafory status in the 3408 Drug Pricing Program. 3408 entities are ultimately
responsibie for 3408 program compliance, and Apexus encourages sniifies fo includs legal counsel as part of their program integrity efforis.

The responsibility fo ensure compliance with 3408 program requirements remains with covered entities and manufacturers that perticipste. Information received from vendors, consuitants, and other
third parties cannot be assumed to be comgiisnt with HRSA policy.




340b Common issues

* Failure to meet the patient definition

* The patient definition is not contingent on the clinic in
which the patient was seen

* Transferring inventory to another entity
* Ordering under the wrong 340b account



340b Common issues

* Inventory
* Failure to separate inventory by 340b registration
* Not tracking inventory to the NDC and Lot #
* Lack of material breach policy

* Tracking of acquisition cost to ensure proper Medicaid
billing



340b Common issues

* Contract pharmacy registrations

* Can only be completed in open registration windows and
are not effective until the next quarter.

* Required elements of the contract
* Covered Entity retains all responsibility

* Not all entity types are equivalent



340b University — On Demand

* https://www.340bpvp.com/340b-university/online-learning
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