DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

7500 Security Boulevard
Baltimore, Maryland M

CENTER FOR MEDICARE

March 20, 2025

‘Warning Letter- Notice of Determination to Impose a Civil Money Penalty for Pharmaceutical Manufacturer
Contract ID: P1444

Manufacturer Name: Scilex Pharmaceuticals, Inc.

Michele Pericci

Primary Contact

960 San Antonio Road
Palo Alto, California 94303

VIA EMAIL: mpericci@scilexholding.com

RE: Notice of Determination to Impose a Civil Money Penalty for Pharmaceutical Manufacturer Contract Number Contract
ID: P1444

Dear Michele Pericci:

The Centers for Medicare & Medicaid Services (CMS) is issuing this notice of determination to impose a civil money penalty to Scilex
Pharmaceuticals, Inc., P1444. Pursuant to 42 CFR §423.2340, CMS is providing notice of a civil money penalty (CMP) assessment
in the amount of $108,201.91.

Basis for Civil Money Penalty

CMS is imposing a CMP of $108,201.91 on Scilex Pharmaceuticals, Inc., P1444 based on a report provided by the Third Party
Administrator (TPA) for the Coverage Gap Discount Program. The information which the TP A provided indicates that your
organization failed to pay specified Part D sponsors for applicable discounts within 38 calendar days from receipt of the 2024 third
quarter invoice. This is a violation of 42 CFR §423.2315(b)(3) and Section II(b) of the Medicare Coverage Gap Discount Program
Agreement (Discount Agreement).

Specifically, the following Part D sponsors did not receive payments within the requisite 38-day time period:

e 103 Part D Sponsors: $432,807.65
o List of Impacted Sponsors see Attachment 3

The CMP that your company owes is equal to:
o The 25% late payment penalty; $108,201.91

You must contact the TPA, 1-877-534-2772, to pay any invoiced amounts your company has failed to pay to Part D sponsors. You
must pay the 25% late payment penalty via Pay.gov. Please see the required payment method below under Method to Submit CMP
Payments.

The determination by CMS to impose a CMP will become final and due no later than sixty (60) days, May 19, 2025, if you do not
request a hearing to appeal in the manner and time frame described below under Right to Request a Hearing,

Please note that any further failures by Scilex Pharmaceuticals, Inc. to comply with these or any other CMS requirements may subject
your organization to termination as described in 42 CFR §423.2345 and section VIII of the Discount Agreement.

Method to Submit CMP Payments

CMP payments must be made using Pay.gov (Instructions on Attachment 1). Pay.gov provides a free service to entities that make
online payments to a Federal government agency. The Pay.gov Collection Service collects and processes the Internet-authorized
deductions from a checking or savings account via Automated Clearing House (ACH) debit entries processed at the Federal Reserve
Bank of Cleveland (FRB-C). Your Pay.gov payment transaction will not require a Username and Password.
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Companies sometimes have blocks on their bank accounts that will only allow designating transactions to be processed. It may be
necessary to provide your banking institute with the following two pieces of information to unblock the bank account:

o Originating Depository Financial Institution (ODFI): FRB-C is the payment processor for ACH payments made through
Pay.gov and will appear as the ACH ODFI. FRB-C processes Pay.gov ACH transactions under the American Bankers
Association (ABA) routing numbers 041036046 and 042736141.

o Company ID: Every ACH batch contains a company ID number in accordance with the National Automated Clearing House
Association (NACHA) requirements. CMS’ company ID number for Pay.gov payments is 7505008012.

For Pay.gov technical issues contact Pay.gov Customer Service at (800) 624-1373 or (216) 579-2112, Monday-Friday from 6:00
AM. to 7:00 P.M. Eastern Time.

You will find it helpful to have the following information available when you complete your payment:

P# (P#itt)

CMP payment demand letter from CMS
Bank account and routing numbers
Point of contact regarding the payment
Business mailing address

Right to Request a Hearing

Your organization may request a hearing before an administrative law judge of the Department of Health and Human Services,
Departmental Appeals Board (DAB) to appeal CMS’ determination to impose a civil money penalty in accordance with Section IV(b)
of the Discount Agreement. Procedures governing this process are set out in 42 C.F.R. § 423.2340.

You must:

o file your hearing request electronically by using the Departmental Appeals Board’s Electronic Filing System (DAB E-File) at
https://dab.efile.hhs.gov no later than sixty (60) days after receiving this letter, May 19, 2025 (Instructions on Attachment 2);
and

o email a copy of your hearing request to CMS:

Centers for Medicare & Medicaid Services, Craig Miner, Deputy Director, Division of Part D Policy at
CGDPandManufacturers@cms.hhs. gov.

Acknowledgement of this letter is required, please reply to CGDPandManufacturers@cms.hhs.gov. If you have any questions about
this notice, please contact Sonia Eaddy, sonia.eaddy@cms.hhs.gov.

Sincerely,

Vanessa Duran, Director
Medicare Drug Benefit and C & D Data Group
Center for Medicare

CC via email:
GDP andManufacturer: hhs.

MDBG, MPPG, OC, OGC
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Attachment 1
Step 1

Access Pay.gov at https://www.pay.gov

D - & O] G raygor- Home

B O < oo

Ele Est Yiew Ffavorites Tools Help

%ow B - 2 - fges sy Teous @+ O M
Pay.gov

MAKE A PAYMENT FIND AN AGENCY

Welcome to Pay.gov

Pay.gov is the convenient and fast way to make securs elocironic
payments to Federal Government Agencies. Many common forms of
payment are accepted, Including credit cards, debit cands, and direct debit:

Click on a link below or use the search box above 1o gel started

MAKE A PAYMENT

I NEED TO PAY COMMON PAYMENTS

Signin | Create an Account A

ONLINE HELP

o below 10 56 8 list of forms and agences Mat tal Pay gov proces:

gory e most et 1 of which are Isted bolow

* LOAN PAYMENT

rayments for hundreds of Federal powsmment sgencies

DEPARTMENT OF VETERANS AFFAIRS

# MEDICAL EXPENSE ¥ VA Modcal Carm Cogayment

# FINE. VIOLATION, OR PENALTY
¥ Moo 3l SBA Korrng

* FOIA REQUEST

* NFAT

Step 2

SMALL BUSINESS ADMINISTRATION (SBA)

o In the Search by keyword... box (under number 2), Type: Medicare Coverage Gap Discount (not case sensitive)

e then click on Search

°° N heips PaY.QOV heguy P = B O | G paygor - Make s Payment
Ble Eot Yiew favorites Tools Help
B - B -2 @ per s> Toons @~ T O WM
1. Selact from the list of commonly used forms
DEPARTMENT OF VETERANS AFFAIRS o

edecal Cove

SMALL BUSINESS ADMINISTRATION (SBA)

» View af SBA

DEPARTMENT OF DEFENSE

Mivary Meaber of Formn § raban Emgdrges

Pament
UNITED STATES COAST GUARD @
¥ USCG Marchant Manng User Fee Paymes
IRS 1023-EZ

» o Recagodion of Exerrotion Under

2 Search by keyword such &4 the type of payment, agency name, form name o number
oo e o9 Bt

3. Click hare fo view a listing of all forms

4 Click here 1o view a listing of all agencies

Have an Access Code?

If you received a notice that you have an slectronic b, you may Sign In; to your Pay.gov user account 1o see your
bl or click the enter access code button to proceed without signing Into Pay.gov.

Send Us A Message
You will hear from us
by the end of the nex
business day

Call Us Toll Free
Inside USA only
800-624-1373

International Number
OCutside tha US A
+1-218-579-2112
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Medicare Coverage Gap Discount Program CMPs

e Click on Continue to the Form.

° & higs paygov . o L i ok O = B G| G Paygov- Sesrch Resutty
Ble Eot Yiew Favorites Tools Help
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Signin | Create an Account A

Search Results for "medicare coverage gap discount”

Refine Your Results We're here to help!
Nanow your choices by Forms (10) Agencies (1)
::w-:nrv] from the following We're Availat
Sertby | Relevance ~ Monday - Friday
7am. -7 pm. Eastem
: 2 Open
Med c ge Gap Di Program
CMPs
Send Us A Message
= Please use this form to pay your Medicare Coverage Gap Discount Program
i Sarvices Civil Manetary Penalties You Wl hese from Ue
e Form Number: Medicare CGDP CMPs by the end of the next
Agency: Health and Human Services (HHS). Centers for Medicare & Medicaid business day.
Services (CMS)

» Vi 0l Ioms foe tus agency

Call Us Toll Free
Inside U.S.A. only
800-624-1373

)

Hurry

[HH International Number
of End a Outside the U.SA

ard An .2016 ACA Transitional Reinsurance Program ‘1.2‘5‘57&2;,‘
Raivoad Annual Enroliment Contributions “
::m:‘:ﬂ"“ e Pigase use this form ONLY to submit your 2016 benefit year annual enroliment

count and rernt the conribution amaunt owed for the ACA Transitional
Reinsurance Program. ACH Company D = 7505008016 and Company Name
= USDEPTHHSCMS. Please email reinsurancecontributions@cms. hhs gov i
you need to submit your Previous Year's ACA Transitional Reinsurance

Step 4

¢ You may Preview Form, cancel, or Continue to Form.
e Click on Continue to the Form. Have available your payment demand letter from CMS.

°° & fnps pay gov ’ P - B O | G Paygo - Medicare Covera.

Ele Est Yiew Faworites Jools Help

% v B - 2 i~ e~ Seye Toowe @ 01 O M

MAKE A PAYMENT FIND AN AGENCY

Medicare Coverage Gap Discount Program CMPs

Betors YouBagin 1 Compiete Agency Form 2 Uster Paymentinfe 3 Revwd Submit 4 Conimmation Need Help?
" o n

Please use this form to pay your Medicare Coverage Gap Discount Program Civil Monetary Penalties Contact: Shelly Winston

Paying ondine with Pay.gov Is safe, secure, and the preferred method to make a payment. To make a Email: Click to emall

payment using one of the below accepted payment methods. please click the Continue to the Form button Website: Click to visit site

Accepted Payment Methods:
» Bank account (ACH)

This i a secure sanvice provided by United States Department of the Treasury. The Information you will enter will
remain private. Please ravieyw our pavacy policy for more information

Contact Us | Notoms & Agroamants | Accessaty Folcy | Fivacy & Secunty Polkcy | For Agences | * S foc Sarwcx
WARNING WARNING WARNING

You have uccessed o 5 computer e OF Dis conmpaied 1% & viokaon of ROl ke and ey SUbEC you Iy OV and Crmenal perafties, This computes
and the ausomunied systems which nin on 1§ ane mundooed v ane ot y Wil 2aing go Lol and shoukt. theretire, not epect i Commurscation

s L TS Sy SIS mary b GRCMOG 45 AW B Sederal

Note This 5y siem miaty contain Senstive ful Unciasssed (SBU) Gl Bl 0ques Spociic Bats HIVACY Nanaing

Step 5

o Complete the required fields
o Manufacturer P Number: (P###) must be a P followed by 4-digits
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Manufacturer Name: manufacturer’s complete name

Point of Contact: person authorized to make the payment

Point of Contact Phone: (***-**¥*_*¥¥¥) telephone number must include dashes

Point of Contact Email: email address

Mailing address: Street, city, state, and zip code

Date of Demand Letter: (MM/DD/YEAR) typed date on the demand letter received from CMS

Quarter: (Q1, Q2, Q3, Q4) use the drop arrow to select the calendar year quarter in which the invoice payment was late
or unpaid

Year: use the drop down arrow to select the calendar year in which the invoice payment was late or unpaid

o Payment Amount: the total amount indicated on the demand letter from CMS

0O 0 0 0o o o o

o

- oER
e N hetps Pay.gOv P = @ O | G raygor - Messicare Coveta
File Ect View Favorites Tools Help
B - ) - 2 v Pages Suey> Toows @+ B O M
Civil Money Panaity Payment 2
“Required Fields
P Number: |
Name: IL ]
* Address: [ ]
o | |
* State: 7
* Zip Code:
“Point of Contact Name: | ]

*Point of Contact Phone: | |

"Point of Contact Email: | I

ste ofDemanaLoter. ||

Invoice Quarter for which Penalties are due:

*Quarter: Y Year: [

<

“Payment Amount: S[—*

{Note: Thés must be the 1otal smount dee)

[CPOF Proview | [ Conrue |

e Review
e Click on Submit Data

NOTE: You will immediately receive a message if any of the required information is missing on the payment form. Click OK,
complete the missing information, and click on Submit Data.

™

'E Please complete:

Date of Demand Letter
Invoice Cuarter

Payment Amount

Step 6

Have your banking information available to enter the payment information. Enter bank information, review, and print your payment
confirmation to complete your Pay.gov payment.
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Medicare Coverage Gap Discount Program CMPs

Botue us Boge 1 Clanglets Agesey by L T LT I pe— Need Help?

Piease provide the beicw. Hequired rieg with an * Contact: Snaly Wiiton
Email: ik 1o ol
Website: CIck 10 vist st

* Payment Amount:

Payment Date (menddryyyy)

Aceount Heloer Name

* Salect Account Type

* Canfirm Account Number

Manutacturer P Number
0001

Notice the payment amount you entered on the previous screen has populated. Click on Return to Form at the bottom of the
screen to correct the payment amount.

Enter,

o Payment Amount

o Payment Date: automatically populates the next available date in which the financial institutes can initiate the payment
transaction

o Account Holder Name: name as it appears on the actual banking account

o Select Account Type: (Personal Checking, Personal Savings, Business Checking, or Business Savings) use the drop down
arrow to select account type

¢ Routing Number: bank routing number

¢ Account Number: bank account number

o Confirm Account Number: re-type your bank account number

Click on Review and Submit Payment when you are ready

e Review the payment summary,
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. Pay gov - Online Payment - Windows Internet Explorer

« ‘ ’W hitps //qa. pay.govipaygowpayments/enterACHD abit Peymantinformation tmi

Payment Summary  £attha nigmates

ol

Account Hoider Name: manufacturer Inc

Payment Amount: 5100000
‘Account Type: Business Checking
Payment Date: 01127/20
Routing Humber: 041000124 DRIz
Account Number: D424
(Check Number: 0002
[Email Confirmation Receipt
Tohave a sent1o jou upon oftis orovide an emall address and confirmation belaw:
Email Addrass: | |
Confirm Email Address: | ]
cC E Seserate mutfinie ewnil sddreazes with 3 covme
Authorization and Disciosure
Required fieids are Indicated with a red astersk *
| agree tothe ization and di 2"

[che U.5. Treasury Department‘'s Financial Managementz ice. R® used in this document, "we" or "us" refers to the Financial Management Sexvice and

its agents and contractors operatcing Fay.gov. "You" refers to che end-user reading this document and agreeing to 1t prior to engaging in a debic
TransacTios.

I. Consumexs
|&. Authorization

Yoz acknmowledge that you have read and the ¥ discloaure I and
Cleveland tc debit the named fipancial iR2TITUCICH ACCOURT.

auchorize the Federal Ressrve financial imscitucion of
This aurhorizacion ia to remain in full force and effect until we have received
notification of its terminavion in such tims and in such manner as to affcrd Fay.gov a reasonable cpportunity to &Ct on LT, Or uniess otherwise
terminated for any resscn by Pay.gov.

8. Disclosure

o Enter email address(es) to receive the payment confirmation

o Please add to the CC box: cgdp manufacturers@cms.hhs.gov

o Read and/or print the Authorization and Disclosure. If you agree, Click, I agree fo the authorization and disclosure
language

Submit Payment- will submit your payment and move you to the final step of your payment
Cancel- will cancel all information entered during this session
Return To Your Form- will take you back to the Civil Money Penalty form

o Print the payment confirmation.
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gov - O

“Find Public F 5

B il s
by Foem liame

by Agency Name

Search Public Forms

yrment

Thank you.
Your tion has been fully pleted.
Itis recommended you print a copy for your records.

Pay.gov Tracking information
Application Name: Medicare Coverage Gap Discount Program CHFs
Pay.gov Tracking ID: SFOHCEO0
Agency Tracking ID: 120008875801
Transaction Date and Time: 01/26/2012 1236 EST

==y
T
| Public Resources
Resources

Account Holder Name: manufacturar Inc
Payment Amount: 51.000.00
Account Type: Business Cheching
Routing Number: 041000124
Account Number: =424
Check Number: 0002

Payment Date: 01/27/2012

112]3
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Attachment 2
Department of Health and Human Services, Departmental Appeals Board (DAB)
Registering to Use DAB E-File
To file a new appeal using DAB E-File, you first need to register a new account by:

o clicking “Register” on the DAB E-File home page;

o entering the information requested on the “Register New Account” form; and

o clicking “Register Account” at the bottom of the form. If you have more than one representative, each representative must
register separately to use DAB-File on your behalf.

Filing an Appeal through DAB E-File

The e-mail address and password provided during registration must be entered on the login screen at
http://dab.efile.hhs.gov/user_sessions/new to access DAB E-File. A registered user’s access to DAB E-File is restricted to the appeals
for which he is a party or authorized representative. Once registered, you may file your appeal by:

o clicking the “File New Appeal” link on the “Manage Existing Appeals” screen, then clicking “Civil Remedies Division” on the
“File New Appeal” screen; and
o entering and uploading the requested information and documents on the “File New Appeal - Civil Remedies Division” form.

At a minimum, the Civil Remedies Division (CRD) requires a party to file a signed request for hearing and the underlying notice letter
from CMS that sets forth the action taken and the party’s appeal rights. All documents must be submitted in Portable Document
Format (‘PDF’). Any document, including a request for hearing, will be deemed to have been filed on a given day, if it is uploaded to
DAB E-File on or before 11:59 p.m. ET of that day. A party that files a request for hearing via DAB E-File will be deemed to have
consented to accept electronic service of appeal-related documents that CMS files, or CRD issues on behalf of the Administrative Law
Judge, via DAB E-File. Correspondingly, CMS will also be deemed to have consented to electronic service. More detailed instructions
on DAB E-File for CRD cases can be found by clicking the CRD E-File Procedures link on the File New Appeal Screen for CRD
appeals.

The DAB no longer accepts requests for a hearing submitted by U.S. mail or commercial carrier, unless you do not have access to a
computer or internet services. In those circumstances you may contact the Civil Remedies Division to request a waiver from e-filing
and provide an explanation as to why you cannot file electronically or you may mail a written request for a waiver along with your
written request for a hearing. A written request for a hearing must be filed no later than sixty (60) days after receiving this letter, by
mailing to the following address:

Department of Health and Human Services
Departmental Appeals Board, MS 6132
Director, Civil Remedies Division

330 Independence Avenue, S.W.

Cohen Building - Room G-644
Washington, D.C. 20201

(202) 565-9462

The request for a hearing will contain a statement as to the specific issues or findings of fact and conclusions of law in the notice letter
with which the petitioner or respondent disagrees, and the basis for his or her contention that the specific issues or findings and
conclusions were incorrect. 42 C.F.R. § 423.1020(b).
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