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I. Introduction and Opening Remarks
II. CMCS Division of Pharmacy Policy
III.CMCS Division of Pharmacy Operations
IV. Closing Remarks
V. Q&A
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1. COVID-19 Update

2. SUPPORT for Patients and Communities Act

3. Drug Utilization Review (DUR) 

4. VBP/DUR Notice of Proposed Rule Making 
(NPRM) 

5. FDA Drug Importation Final Rule

6. 340B Update

7. National Average Drug Acquisition Cost (NADAC) 
Update

Policy –Topics for Discussion
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COVID-19 Update
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One requirement of section 6008 of the FFCRA (Pub. L. 116-127 ):

– A state or territory must cover COVID-19 testing services and treatments, including vaccines 
and their administration, specialized equipment, and therapies for Medicaid enrollees 
without cost sharing.  

– States that meet this and the other 6008 FFCRA requirements could receive a temporary 6.2 
percentage point increase in the Federal Medical Assistance Percentage (FMAP) through the 
end of the quarter in which the PHE ends if the state claims the increase in that quarter. 

– Coverage of the COVID-19 vaccine and its administration, without cost-sharing, is expected 
to be available for most Medicaid beneficiaries

– These requirements do not apply to Medicaid eligibility groups whose coverage is limited by 
statute or existing section 1115 demonstration to a narrow range of benefits, such as groups 
that receive Medicaid coverage only for COVID-19 testing, family planning, or tuberculosis-
related services

– These requirements also do not apply to Children’s Health Insurance Program or the Basic 
Health Program, but vaccine coverage is provided in both of these programs. 

COVID-19 Vaccines
During the Period that the FFCRA is in Effect
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• States must cover COVID-19 vaccines recommended by the Advisory Committee on 
Immunization Practices (ACIP), and their administration, for several populations 
including:

– All Medicaid-enrolled children under the age of 21 eligible for the Early and Periodic 
Screening, Diagnostic, and Testing (EPSDT) benefit;

– Adult Populations who receive coverage through Alternative Benefit Plans; and
– Adults in states that elected to receive a 1 percentage point FMAP increase for 

providing vaccines under section 1905(a)(13)(A) and (B) of the Social Security Act 
(i.e., 4106 of Patient Protection and Affordable Care Act (PPACA))

• States also have the option to cover vaccines and their administration for other Medicaid-
eligible groups

• In the Children’s Health Insurance Program, vaccine coverage is the same during and after 
the pubic health emergency  - cover ACIP-recommended vaccines at no cost sharing

• States must continue to provide Basic Health Program enrollees with a COVID-19 vaccine 
with no cost sharing 

COVID-19 Vaccines
After the Period that the FFCRA is no Longer in Effect
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• During and After the Period of the Public Health Emergency: Tests 
for the detection of SARS-CoV-2 or diagnosis of COVID-19 are 
covered under the  Medicaid mandatory 1905(a) state plan 
laboratory services benefit.  

• During the PHE: Section 6004(a) of the FFCRA added a new 
mandatory benefit in the Medicaid statute, at section 1905(a)(3)(B) 
of the Act, which in turn was amended by section 3717 of the 
Coronavirus Aid, Relief, and Economic Security (CARES) Act. 
– Medicaid coverage must include in vitro diagnostic products for 

the detection of SARS-CoV-2 or diagnosis of COVID-19, and the 
administration of such in vitro diagnostic products. 

COVID-19 Testing
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• CMS-5531 Interim Final Rule with Comment amended 42 C.F.R. 
§440.30 to provide flexibility for Medicaid coverage:
– Can cover a COVID-19 test without it being first ordered by a 

physician or other licensed practitioner
– Can cover COVID-19 tests administered in certain non-office 

settings that are intended to minimize transmission of COVID-
19, such as parking lots

– Can cover laboratory processing of self-collected COVID-19 
tests that the FDA has authorized for home use

– Applies to any period of active surveillance subsequent to the 
declared PHE

COVID-19 Testing (Continued)
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Pediatric Vaccinations - Third amendment to PREP Act emergency 
declaration, effective 8/24/2020 

– Certain state-licensed pharmacists who order and administer 
and state-licensed or registered pharmacy interns under the 
supervision of the licensed pharmacist who administer any 
ACIP-recommended vaccines to persons ages 3 – 18 according to 
ACIP’s standard immunization schedule, are considered 
“covered persons” who are immune from liability

– States must meet requirements for the vaccines and 
qualifications of the pharmacists and pharmacy interns

– https://www.govinfo.gov/content/pkg/FR-2020-08-24/pdf/2020-
18542.pdf

Public Readiness and Emergency 
Preparedness Act (PREP Act) 
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COVID-19 Vaccinations - HHS guidance on 9/3/2020:  
– State-licensed pharmacists who order and administer, and 

state-licensed or registered pharmacy interns acting under the 
supervision of the qualified pharmacist who administer 
COVID-19 vaccinations to persons ages 3 or older, are 
considered “covered persons” who are immune from liability

– Requirements for the vaccines and qualifications of the 
pharmacists and pharmacy interns must be met

– https://www.hhs.gov/sites/default/files/licensed-pharmacists-
and-pharmacy-interns-regarding-covid-19-vaccines-
immunity.pdf

Public Readiness and Emergency 
Preparedness Act (PREP Act) (Continued)
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Pharmacy Interns and Technicians – HHS Guidance on 10/20/2020
– In contrast to the August amendment to the PREP Act 

declaration, this guidance clarified that pharmacy interns did 
not need to be licensed or registered with the state’s board of 
pharmacy, but they did have to “be authorized by the state or 
board of pharmacy in the state in which the practical pharmacy 
internship occurs.”  

– Similarly, this guidance noted that a “pharmacy technician” has 
two pathways to be considered “qualified” to administer 
COVID-19 or pediatric vaccines depending on whether the state 
requires them to be licensed and/or registered under state 
requirements.

– https://www.hhs.gov/sites/default/files/prep-act-guidance.pdf

Public Readiness and Emergency 
Preparedness Act (PREP Act) (Continued)
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Pharmacies – HHS Guidance on 10/29/2020
– In some circumstances, a pharmacy may submit claims for 

reimbursement for testing or vaccine administration carried out by 
its staff pharmacists, pharmacy interns, and pharmacy technicians 
acting consistently with the Secretary’s Declaration and HHS 
guidance documents

– This guidance clarifies that pharmacies are considered “covered 
persons” who are immune from liability when their staff 
pharmacists order and administer, or their pharmacy interns and 
pharmacy technicians administer, certain COVID-19 tests, routine 
childhood vaccinations, and COVID-19 vaccinations, provided that 
the conditions described in the Secretary’s Declaration have been 
satisfied

– https://www.hhs.gov/sites/default/files/prep-act-authorization-
pharmacies-administering-covered-countermeasures.pdf

Public Readiness and Emergency 
Preparedness Act (PREP Act) (Continued)
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Questions: COVID-19
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Substance Use-Disorder Prevention that 
Promotes Opioid Recovery and 

Treatment for Patients and 
Communities Act 

(AKA: SUPPORT for Patients and 
Communities Act or SUPPORT Act)
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State FFS programs and managed care programs 
required to implement new DUR safety edits by 
October 1, 2019:

– Many states already implemented, but 2018 FFY 
DUR survey results indicated there was still work 
to be done

– Contract updates between state and MCOs are a 
requirement for funding based on 1902(oo)

SUPPORT for Patients and Communities Act 
Section 1004
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Title 1 - Section 1004: Medicaid Drug Review and 
Utilization
Have in place managed care contracts that include these 
provisions:
 Opioid Safety Edits: Morphine Milligram Equivalent 

(MME), days’ supply, early refill 
 Concurrently prescribed opioids & benzodiazepines
 Concurrently prescribed opioids & antipsychotics
 Opioid retrospective reviews
 Monitoring antipsychotic prescribing for children
 Process that identifies potential fraud or abuse 

SUPPORT for Patients and Communities Act 
Section 1004
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Congressional Oversight Report – Opioid 
Utilization

– First submission October 2021 based on 
FFY 2020 DUR activities (FFY20 Data: 
October 2019 through September 2020)

– Report will be prepared from state DUR 
surveys

SUPPORT for Patients and Communities Act
Section 1004
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• Medication-assisted treatment (MAT) as a mandatory 
state plan benefit for a 5 year period, effective October 
1st, 2020, for opioid use disorder (OUD) – Not optional

• All drugs approved under section 505 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 355), including 
methadone, and all biological products licensed under 
section 351 of the Public Health Service Act (42 U.S.C. 262)

• States may use Section 1927 utilization management 
controls to promote the efficient delivery of care and to 
control costs, such as preferred generics, prior 
authorization, and preferred drug lists

SUPPORT for Patients and Communities Act
Section 1006(b)
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A statutory change was made to the original 
language at Section 1905(a)(29) and 1905(ee) by 
the Section 2601 of the Continuing 
Appropriations Act of 2021, and other Extensions 
Act (Pub. L. 116-159H.R.8337) to specify that these 
MAT drugs covered under the mandatory benefit 
are deemed prescribed drugs, and thus covered 
outpatient drugs subject to Section 1927 
requirements, as appropriate.

SUPPORT for Patients and Communities Act
Section 1006(b)
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CMS 64 Reporting of MAT Drugs

LINE 46A OUD MAT DRUG REBATE with the following lines:
• 46A1 FFS National Agreement
• 46A2 FFS State Sidebar
• 46A3 MCO National Agreement
• 46A4 MCO State Sidebar
• 46A5 Increased ACA Offset Fee for Service -100%
• 46A6 Increased ACA Offset MCO – 100%

SUPPORT for Patients and Communities Act
Section 1006(b)  
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• This provision requires Medicaid providers to query 
Prescription Drug Monitoring Program (PDMP) state 
databases before prescribing controlled substances to 
Medicaid patients (October 2021)

• MCO must integrate PDMP information to monitor 
clinicians, beneficiaries, and pharmacies to comply with 
data and system criteria for a minimum of a 12-month 
period (October 2023)

• In 2023, data from the DUR survey will be used to report 
to Congress on coordination and utilization of the PDMP 
data  

SUPPORT for Patients and Communities Act
Section 5042
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Drug Utilization Review 
(DUR)
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• FFY 2020 (2019) Postings:
– FFS National Summary/Comparison Report
– FFS State Reports
– MCO National Aggregate 

Summary/Comparison Reports
– MCO State Reports only to SMDs/SPDs/State 

DUR Contacts
• FFY 2021 (2020) responses will be included in the 

first report to Congress

Drug Utilization Review (DUR) 
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• All MCO Surveys will be available to download through our 
Medicaid Drug Program (MDP) system to allow states to 
send these surveys to their MCOs, including those MCOs 
with a “pharmacy carve-out” (Abbreviated Survey)

• Survey questions enhanced and/or clarified from FFY 2020 
(FFY 2019) feedback
– Additional response options to better represent what 

programs are doing
– More user-friendly

• Additional Survey questions (15) to support:
– The SUPPORT Act
– Outpatient Treatment Programs (OTP)
– Medication-assisted Treatment (MAT)  
– Prescription Drug Monitoring Program (PDMP)

FFY 2021 (FFY 2020 Data) 
DUR Survey Enhancements
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• Regular reoccurring State and MCO meetings to:  
– Identify strengths and weaknesses 
– Determine what’s working and what’s not, i.e. 

PDLs, Separate PT/DUR Boards, Best 
Practices, etc…

– Discuss potential barriers
• Design coordinated initiatives

Suggested Action Plan to Improve 
FFS and MCO DUR Programs
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Establishing Minimum Standards in 
Medicaid State Drug Utilization Review 

(DUR) and Supporting Value-Based 
Purchasing (VBP) for Drugs Covered in 

Medicaid, Revising Medicaid Drug 
Rebate and Third Party Liability (TPL) 

Requirements - CMS-2482-P
27



• Value Based Purchasing Changes
– Multiple Best Prices for VBP 

• Definition of Line Extension
• Inclusion of Manufacturer Cost Sharing Assistance in 

Best Price
• Inclusion of Sales of Authorized Generics
• Minimum DUR Standards and Implementation of 

Opioid Related Provisions of the SUPPORT Act
• SDUD Data Certification

Notice of Proposed Rule Making (NPRM) 
CMS-2482-P
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FDA Importation of 
Prescription Drugs 
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FDA Importation

30

• Importation of certain FDA-Approved Human 
Prescription Drugs, under Section 801(d)(1)(B) of the 
Federal Food, Drug, and Cosmetic Act (FFDCA) (MFR 
114)
– Addresses the importation of certain FDA-approved 

drugs that are also authorized for sale in a foreign 
country in which the drugs were originally intended 
to be marketed. 

• Importation of Prescription Drugs related to Section 
804(b) through (h) of the FFDCA (MFR 187) 
– Allows importation of certain “eligible prescription 

drugs” shipped from Canada into the United States. 



• Imported products (referred to as Multi Market Approved, 
MMA products) meet the definition of covered outpatient 
drugs and, therefore, subject to the requirements set forth 
in section 1927 of the Social Security Act (the Act) and 
therefore eligible for rebates

• The manufacturer should report a separate average 
manufacturer price (AMP) for the MMA product that is 
different from the other FDA-approved version of the same 
drug marketed under the same NDA

• The manufacturer’s best price, as defined at § 1927(c)(1)(C) 
of the Act and 42 C.F.R. § 447.505, should  take into 
account the sales of the manufacturer’s MMA product

FDA Importation 
Section 801(d)(1)(B) of the FFDCA 
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• States implementation of this final rule
– Submit time limited Section 804 Importation Program (SIP) 

proposals to FDA for review and authorization 
• Importation Requirements

– Each prescription drug imported complies with Section 505 
• Safe and effective for intended use
• Meets conditions in an FDA-approved NDA / ANDA 

• Implications for MDRP
– For Drug imported under 804 

• Would not meet the definition of a COD (Section 1927(k)(2))
• Not eligible for federal rebates / Manufacturers would not 

report for best price or AMP purposes 
• CMS will not publish a NADAC for these drugs 
• Eligible for Federal Financial Participation 

FDA Importation
Section 804(b) through (h) of the FFDCA 
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340B
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• States cannot obtain manufacturer rebates 
on already-discounted 340B drugs that are 
dispensed to Medicaid beneficiaries.

• States continue to have significant 
challenges with avoiding duplicate 
discounts, in both FFS and managed care, 
with drugs dispensed by covered entities 
and contract pharmacies.

Challenges with Avoiding 
Duplicate Discounts
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• In January, 2020, CMS released a guidance entitled, 
“Best Practices for Avoiding 340B Duplicate 
Discounts in Medicaid”.

• This guidance was developed to assist states on best 
practices to avoid billing manufacturers for rebates 
on 340B drugs and contains information relevant to 
both FFS and managed care.

• This guidance can be found at: 
https://www.medicaid.gov/sites/default/files/Feder
al-Policy-Guidance/Downloads/cib010820.pdf

CMCS Informational Bulletin
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340B Drug Discount Program: Oversight of the Intersection with the 
Medicaid Drug Rebate Program Needs Improvement” (GAO-20-12) in 
January, 2020

GAO Recommendation:
“The Administrator of CMS should ensure that state Medicaid 
programs have written policies and procedures that specify the extent 
to which covered entities can use 340B drugs for Medicaid 
beneficiaries, are designed to effectively identify if 340B drugs were 
used, and if so, how they should be excluded from Medicaid rebate 
requests. The policies and procedures should be made publically 
available and cover FFS, managed care, and all of the dispensing 
methods for outpatient drugs.” 

GAO Study on Duplicate Discounts
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• States have the option to submit a State Plan 
Amendment (SPA) to limit the ability of some 
or all of the covered entities and/or contract 
pharmacies in the state to use 340B purchased 
drugs for Medicaid beneficiaries. 

• Approximately 2/3 of all states currently 
carve-out contract pharmacies in their State 
Plans for FFS beneficiaries. 

State Plan Amendments
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National Average Drug 
Acquisition Cost 

(NADAC)
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• In addition to the weekly NADAC files that are 
posted on Medicaid.gov, CMS expects to begin 
posting a new report that will list all of the first 
time NADAC rates.

• This monthly report will assist state Medicaid 
agencies in identifying the new additions of NDCs 
that are included in the NADAC files for both 
brand and generics.

NADAC
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Questions: Policy
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Division of Pharmacy 
Operations
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• Coming July 2021: The modernized Medicaid 
Drug Programs (MDP) system  will contain 
modules for:
– Drug Utilization Review (launched Spring 

2019) 
– State Drug Utilization Data
– Manufacturer product and price reporting
– Rebate Calculations

Operations
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• States currently submit their State Drug 
Utilization Data (SDUD) files to CMS via 
Electronic File Transfer (EFT); with MDP, States 
will be able to upload their files directly into the 
MDP system. 

• The rebate file format is being updated to 
accommodate increased Unit Rebate Amounts 
(URAs) and other dollar values. 

New File Layouts for most CMS Forms
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• OMB Approved Forms Being Revised:
– The 304 and 304a forms (ROSI/PQAS) will be 

updated and used for all ROSI/PQAS 
transmissions (regardless of the quarter/year 
combination) beginning July 1, 2021. 

– The R-144 form (SDUD and state invoice) will 
be updated and used by states for all SDUD 
submissions/invoices (regardless of 
quarter/year combination) beginning July 1, 
2021.

New File Layouts for most CMS Forms
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• CMS has sent several notifications to the State 
Technical Contacts over the last 9 months to help 
states begin preparing for the upcoming transition 
to MDP.

• It is essential that states begin the preparations 
now to ensure that their systems are up dated in 
time to accommodate the new field lengths for the 
ROSI/PQAS, Rebate Files as well as the new way in 
which states will be transmitting SDUD data to 
CMS.

Begin Preparing Now!

45



• In NPRM CMS-2482-p CMS proposed changes 
to SDUD data submission:
– Data submitted to CMS must match the data 

submitted to manufacturers (quarterly and any 
updates)

– Added to regulatory text that state data 
submission is due to CMS no later than 60 days 
after the end of each rebate period

– Added to regulatory text that the state data 
submitted to CMS must be certified by the state 
Medicaid director (SMD) or a designee

State Drug Utilization Data

46



For additional information:
• Drug Utilization Review CMSDUR@cms.hhs.gov
• Policy Rxdrugpolicy@cms.hhs.gov
• Operations MDROperations@cms.hhs.gov

Contacts
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Resources
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• Medicaid.gov Drug Utilization Review Home Page: 
https://www.medicaid.gov/medicaid/prescription-
drugs/drug-utilization-review/index.html

• Opioid SUPPORT Act Legislation 
https://www.congress.gov/115/bills/hr6/BILLS-115hr6enr.pdf 

• NPRM CMS-2482-P: 
https://www.govinfo.gov/content/pkg/FR-2020-06-
19/pdf/2020-12970.pdf

• COVID-19 Vaccine Toolkit: 
https://www.medicaid.gov/state-resource-
center/downloads/covid-19-vaccine-toolkit.pdf

https://www.medicaid.gov/medicaid/prescription-drugs/drug-utilization-review/index.html
https://www.congress.gov/115/bills/hr6/BILLS-115hr6enr.pdf
https://www.govinfo.gov/content/pkg/FR-2020-06-19/pdf/2020-12970.pdf
https://www.medicaid.gov/state-resource-center/downloads/covid-19-vaccine-toolkit.pdf


Questions
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