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

7500 Security Boulevard
Baltimore, Maryland M

CENTER FOR MEDICARE

February 23, 2026

Warning Letter - Medicare Coverage Gap Discount Program (CGDP): Notice of Determination to Impose a Civil Money
Penalty for Pharmaceutical Manufacturer

Contract ID: P1855
Manufacturer Name: KVK Tech, Inc.

Keith Fleming

Primary Contact

110 Terry Drive

Newtown, Pennsylvania 18940

VIA EMAIL: kfleming@kvktech.com

RE: CGDP Notice of Determination to Impose a Civil Money Penalty for Pharmaceutical Manufacturer Contract Number
Contract ID: P1855

Dear Keith Fleming:

The Centers for Medicare & Medicaid Services (CMS) is issuing this notice of determination to impose a civil money penalty to KVK
Tech, Inc., P1855. Pursuant to 42 CFR §423.2340, CMS is providing notice of a civil money penalty (CMP) assessment in the
amount of $97.24.

Basis for Civil Money Penalty

CMS is imposing a CMP of $97.24 on KVK Tech, Inc., P1855 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 2025 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 5 Part D Sponsors: $388.97
o List of Impacted Sponsors see Attachment 3

The CMP that your company owes is equal to:
e The 25% late payment penalty; $97.24

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 Friday, April 24, 2026, 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 KVK Tech, 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
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Bank of Cleveland (FRB-C). Your Pay.gov payment transaction will not require a Username and Password.

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:

¢ 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 7:00
A.M. to 7:00 P.M. Eastern Time.

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

P# (PHit#H)

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

e o o o o

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, Friday, April 24, 2026 (Instructions on
Attachment 2); and

e 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.

If you've filed for bankruptcy or are involved in a bankruptcy proceeding, Medicare financial obligations will be handled in accordance
with the applicable bankruptcy process. If you haven't already notified CMS, please inform us promptly of this bankruptcy so we can
coordinate the Department of Justice to ensure your case is managed properly. When notifying us of the bankruptcy, include the name
under which it was filed, the docket number, and the district where it was filed. If you dispute this determination, please follow the
appropriate appeals process described in Attachment 2: Right to Request a Hearing.

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,

\( e v

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

CC via email:

CGDPandManufacturers@cms.hhs. gov
MDBG, MPPG, OC, OGC

2/9



Attachment 1
Step 1

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

P - @O |G raygor- Home

eo e N pay e

Eile Eott Miew Fgeorites Tools Help

& ~ v pagev meeye Toouv @ 0O M
[rosrom geoes | search] MAKE A PAYMENT FIND AN AGENCY ONLINE HELP

Signin | Create an Account

Welcome to Pay.gov

Pay.gev is the conveniant and fast way to make securs electronic
paymants to Fedaral Governmant Agencies. Many common forms of
payment are accapted, Including credit cards, debit cands, and direct debit.

Click on & Bnk below or use the saarch box sbove 10 get started. 7
MAKE A PAYMENT
I NEED TO PAY COMMON PAYMENTS
Se of the options below 0 5ee 8 fist of lorms and apencees hat tal Pry v processes payments for hundreds of Federal ovsmment sjencies

i St category e mast commee of which e bsted below

S —— DEPARTMENT OF VETERANS AFFAIRS

* MEDICAL EXPENSE PVA ]

# FINE. VIDLATION, OF PENALTY SMALL BUSINESS ADMINISTRATION (SBA)

# EQIA REQUEST ¥ W SEA

& NFAT

Step 2

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

o then click on Search

OO -
Bl Egit Yiew Fguorites Tools  Help
b~ E] ~ 2 o v Fager Satery> Toou~ i@ T O M@
1. Salect from the list of commonly usad foms
DEPARTMENT OF VETERANS AFFAIRS

B = B O | G Paygov - Make s Payment

©) 5endUs A Message
Wou will hear from us
by the end of the naxt

SMALL BUSINESS ADMINISTRATION (SBA) business day

decfical Cace Copaymisnt

® call s Toll Free
Inside US.A only
800-524-1373

International Number
Cutside the U.S A
+1-218-579-2112

2 Search by keyword such a4 the type of payment, agency name, form name of numbar
e (S5 |

3 Click hare 10 view o listing of all forms

4 Click here to view a listing of all agencies

Have an Access Code?

M you received a notice that you have an electronic bil, you rmay Sign In; to your Pay.gov user account 1o see your
bill o click the enter access code buiton to proceed without signing into Pay.gov.

Enter Accss Code
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Step 3

Medicare Coverage Gap Discount Program CMPs

e Click on Continue to the Form.

o & hrips pay.gov

E Eoit Yiew Fpeorites Tools  Help

I o g v Pager Sueye Tgouw i@ B O W

Pay.gov

P - B O | G raygor - Search Resuits

MAKE A PAYMENT

Search Results for "medicare coverage gap discount”

FIND AN AGENCY

Signin | Create an Account A

ONLINE HELP

Refine Your Results
Hearmow your chisces by
selacting fom he following
optons.

Agency -

Hoalth snd
Human Senvices
{HHS). Centers for
Misdhcase &
Miadicand Sandces
{CMS) (7)

Health and
Hurman Senices
5

prica Data
whysis (1)

of Ena
and Ang
Raoad
Rtirsment Board
{REB} (1)

Step 4

Forms (10) Agencies (1)

Sort by | Reievance v

Medicare Coverage Gap Discount Program
CMPs

Please use this form fo pay your Medicare Coverage Gap Discount Program
Civil Monetary Penaities

Form Number: Medicars CGDP CMPs

Agency: Health and Human Services (HHS): Centers for Medicare & Madicaid
Services (CMS)

2016 ACA Transitional Reinsurance Program
Annual Enroliment Contributions

Pigase use this form ONLY 10 submit your 2016 benefit year annual enroliment
count and remi the contribution amaunt cwed for the ACA Transhional
Reinsurance Program. ACH Company ID = 7TE05008016 and Company Name
= USDEPTHHSCMS. Please email reinsurancecontrbutionsf@oms. hls.gov i
you need to submit your Previous Year's ACA Transitional Reinsurance

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

QO

File Eoit Yimw Faworites

o~ E) - 2 i v e~ Sateye Toowv @ WO M

Pay.gov

ols  Help

cicare Covera

[ search | MAKE A PAYMENT

Medicare Coverage Gap Discount Program CMPs

FIND AN AGENCY

We're here to help!

@ Wwere available
Monday - Friday
Tam. -7 p.m. Eastemn
Open

G Send Us A Message
You will hear from us
by the end of the next
business day.

o Cail Us Toll Free
Inside U.5.A. only

BO0-624-1373

@ International Number
Cutside the U.S A
+1-216-579-2112

OMNLINE HELP

Befeen You Begin 1 Compiets Agency Form 2 Wnter Paymentinfe 3 Revewd Sabmit 4 Confimmation

Please use this form to pay your Medicare Coverage Gap Discount Program Civil Monetary Penalties

Paying online with Pay.gov is safe, secure, and the preferred method to make a payment. To make a
payment using one of the below accepted payment mathods. please click the Continue to the Fom button

Accepted Payment Methods:

¥ Bank account (ACH)

This [s & secure sarvice provided by United States Department of the Treasury. The Information you will enter will
remain private. Please review our privecy policy for mone information

Contact Uis [ Wotoes & Agroamants | Accessaey Follcy | Privacy & Securfly Policy | For Agencws | *

WARNING WARNING WARNING

You have sooesaed 5 Unied Siotes

and e aETuRed SyFHEmA which flin 00 1 ane Munsceed whie gsing s

compister e 0f

A Lsang T Sy St sy Be SRRCE0d WS Alwed Y fedieal i

Note T sysiem mury contin 5

Step 5

o Complete the required fields

L ) spocific nanng

Need Help?

Contact: Shelty Winston
Email: Click to emall
Website: Click to visit site

o i vt

15 8 yiolon of Seceta lrw G iy SUDRECE POU 3 Ol 30 Crnas peraties. Tiiis computer
and should. meretre, nof #rpect . Communcahon
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Manufacturer P Number: (P####) must be a P followed by 4-digits

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

o 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 0 0o 0 0o o

- olEN
o & hips pay o form/amart D = & O |G paygon - Metscare Covera_
File Edt View Favorites Tools Help
Y ow ) - (2 o v rages Sateye tooww @ B O M
Civil Money Penalty Payment -
“Required Fields
P Number: | j
Name: | ]
* Address: | |
[ J
o | |
State: w
"2 oo —
*Point of Contact Name: | |
“Point of Contact Phone: | |
“Point of Contact Email: | |

Dste ot DemandLorer: ||

Invoice Cuarter for which Penalties are due:

*Quarter: Y Year [

<

“Payment Amount: §———

{Nota: Thés must ba the 1otal smount des)
| POF Proview | |  Conlinua

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.

x|

Flease complete:

N

Date of Demand Letter
Invoica Cluarter

Payment Amotint

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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P - @ O | 3 Poygoy - Meicare Covera_. = | BE Blank Page

» gateryv Tgosv @ m

Medicare Coverage Gap Discount Program CMPs

Bstur usBoge 1 Cunsleis Agescy bum Eber Pt bl 3 ik Saberst 4 Conrbiresion Need Help?

Fsase pravide the b thied wath an *

* Fayment Amount:

* Payment Date [ren'ddiyyyy)

* hezount Helaer Name

* Confirm Account Number

Manitactirer P Number
Poast

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,

¢ Payment Amount

e 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

e Routing Number: bank routing number

e Account Number: bank account number

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

Click on Review and Submit Payment when you are ready

o Review the payment summary,
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|
T 0B 0 0 I — 2

REFIT
-
Account Hoider Name: manutacturer Inc
Payment Amount: $1.000.00
‘Account Type: Business Checking

Payment Date: 01/27/201,
Routing Humber: 041000124 D
Account Humber; = (424
Check Humber: 0002
Email Confirmation Receipt
Ta hava a confirmation sent 1o you upon compietion of his fransaction, provide an emall addrass and confirmation Below.
Emadl Mm:|_ I
Confirm Email Address: | |
o = et i s il i

Authorization and Disciosure
Required fisids are indicated vith @ red asterisk *
| agree fothe and disclasiire "

the U.5. Treasury Deparcment's Finaocial Mapagement Service. Ae used in this document, "we" or "ua" refers tc the Financial Management Sexvice and

its agents and contractors operating Fay.gowv. "You" refers to che end-user reading this docoment and agreeing to 1t prior to engaging in a debac e
Transactics.

T. Copaumess

|&. Ruchorization

Yoz acknowledge thac you have read and the r disclosure X and auchorize the Federal Reserwe financial imstitution of
Claveland to debitc the named fipansial insvicvucicn account. This aurharizacion 18 To remaie in full faoree and effect unril we have received

notificacion of ita cermination in such cims and in such manosr as To afford Pay.gov a4 reasonable opporcunity to act on it, or uniess ptherwise
tesminated for any zesscn by Payv.gov.

8. Disclosure

o

Enter email address(es) to receive the payment confirmation

Please add to the CC box: cgdp_manufacturers@cms.hhs.gov

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

o o

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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/7 Pay. gov - Online Payment - Windows Internet Explorer

6.’\" 1@ hittps e pey. govipaygovpayments/authorize ACHFayment iml :j & |5 2l % B e Search P~
File Edt View Favortes Tools Help
.. Faworitas | o=
: = »
& Pay gav - Orline Payment [ | v B - im v Bage~ Sefey~ Toolsv @+
@ =2
Mm Provided by the US Dopariment of tha Trosaury
/ Home = Onilin
Login | Online Payment
LIPS Step 3: Confirm Payment 11213
Password Thank you. =
Your ien has been fully pleted. fmﬂs_nm
Login I It is recommended you print a copy for your records,
Trouble Logging In? Pay.gov Tracking Information
Find Public Forms | Application Name: Medicare Coverage Gap Discount Program CHMPs

Pay.gov Tracking ID: ZFOH

Agency Tracking ID: 120008878801

Tranaaction Date and Time: 01
Payment Summary

Account Holder Name: manufaciurar Inc
Payment Amount: 51.000.00
Account Type: Business Checking
Routing Number: 041000124
#Account Humber: * (424
Check Humber: 0002

Payment Date: D1/27/2012

furmn 10 vour fgom sgarch
Bebuinto Hom

Er Agkpg Questions

Information

4

[ [ onem [ oo ~ 4

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
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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).

9/9



