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AGENDA

I. Litigation Update

II. Regulatory and Key Policy Updates
– Uniform Grants Guidance (review)

– Federal Award Performance and Integrity Information 

System (“FAPIIS”)

– Final and Proposed Rules 

– HIPAA and 340B Enforcement Activity
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I. Litigation Update
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LITIGATION UPDATE: MEDICAID PPS

• Can a state refuse to make supplemental payments unless an MCO pays the health 
center first?
– No, predicating wraparound payments on the payment of a claim by an MCO violates the 

statutory supplemental payment requirement
– A state cannot use MCO claim payment as proxy for whether a claim is Medicaid-eligible

• Can a state fully delegate its supplemental payment obligation to MCOs?
– Longstanding CMS guidance interpreting the FQHC payment rights noted that a state cannot 

delegate its supplemental payment obligation to MCOs
• In Texas, a court upheld this concept, finding that the statutory language of the PPS payment provision 

is so clear as to prohibit a state from fully delegating its wraparound obligation, the only obligation a 
state can impose on an MCO is to pay FQHCs “not less than” the amount it pays non-FQHC providers

– However, many states have implemented or are considering variants of a methodology whereby all 
FQHC payment obligations are delegated to MCOs

– Under the Medicaid Managed Care Final Rule, States may “delegate wrap” to MCOs only for those 
health centers that have agreed to this approach (beginning in July 2017)
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II. Regulatory and Key Policy 
Updates
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UNIFORM GRANTS GUIDANCE GRACE PERIOD

• Dec. 26, 2014 – Effective date of Uniform Guidance provisions for 
grantees and subrecipients (effective as to grant awards made after
this date)
– Grace period is almost up: health centers have TWO full fiscal years

after the effective date to implement the new procurement rules 
(originally one year, but extended by HHS Technical Amendments)

– To take advantage of the grace period, health center must:

• Document in internal procurement policies that the health center is 
following the old procurement rules AND

• Meet the documentation standard
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• Federal Award Performance and Integrity Information System 
(“FAPIIS”)
– What information is stored in FAPIIS?

• Agencies must report certain decisions not to award grants as well as 
terminations of existing awards

• Information remains in the system for five years 
• Agencies must check FAPIIS before making future awards
• Non-Federal entities (including health centers) are required to make 

certain mandatory disclosures if they meet certain thresholds (see 
next slide)

FEDERAL AWARD PERFORMANCE AND INTEGRITY 
INFORMATION SYSTEM

© 2016 Feldesman Tucker Leifer Fidell LLP. All rights reserved.  |  www.ftlf.com 



8

• What does FAPIIS mean for health centers?
– Health centers must self-report certain criminal, civil, and administrative proceedings if:

• The non-Federal entity receives more than $500,000 from HHS over the period of 
performance or over $10 million in aggregate federal awards

• The proceeding
– is in connection with the award or performance of a federal grant, cooperative agreement, or 

procurement contract
– occurred in the past five years, but not prior to April 5, 2011
– resulted in a conviction (criminal); a finding of fault and liability and payment of a monetary 

fine, penalty, reimbursement, restitution, or damages above $5,000 (civil); or a finding of 
fault and liability and reimbursement, restitution, or damages over $100,000 (administrative)

– If a health center is listed in FAPIIS, it may impact the health center’s ability to compete for 
federal awards during the five-year reporting period. However, agencies are not prohibited 
from awarding funds to organizations listed in FAPIIS

FAPIIS CONT’D
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• Semiannually, health centers must report any new proceedings, or confirm that there 
are no reportable proceedings

• Health centers should routinely examine FAPIIS information because recipients (and 
potential recipients) of Federal awards have certain rights to: 
– Comment on agency entries

– Contest erroneous entries

– Seek protection of posted information that may be proprietary

• Though not required, it would be wise for health centers to check FAPIIS when making 
subawards or procurements to other organizations
– It is not illegal to do business with an organization listed in FAPIIS, but may provide 

information to aid health center decision-making 

• FAPIIS is available at: https://www.fapiis.gov/fapiis/index.action

FAPIIS CONT’D
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MEDICAID MANAGED CARE
FINAL RULE

• Medicaid and Children’s Health Insurance Program (CHIP) 
Programs; Medicaid Managed Care, CHIP Delivered in Managed 
Care, Medicaid  and CHIP Comprehensive Quality Strategies, and 
Revisions Related to Third Party Liability 

– CMS released the final rule on April 25, 2016 (published in the 
Federal Register on May 6, 2016)

– Aimed at addressing the changing needs of the population: 
beneficiaries with more complex needs, larger geographic areas, 
additional services, and newly eligible adults under the ACA
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• The following changes are of particular relevance to FQHCs:
– Network adequacy standards

• Medicaid and CHIP MCOs will be required to contract with at least one FQHC in each service area starting 
in July 2017

– Wrap-around payments directly to health centers
• Beginning in July 2017, States may “delegate wrap” to MCOs only for those FQHCs that have agreed to this 

approach 

• For more information on wrap-around payments, see the State Health Official Letter from CMS issued 
April 26, 2016

– Value-based purchasing initiatives must adhere to the statutory requirements for PPS 
– Incentive payments made by Medicaid MCOs may not be counted against PPS payment
– Other considerations for health centers under the final rule: 

• Credentialing requirements under MCOs

• New beneficiary protections

• The intersection of the 340B program and Medicaid managed care

MEDICAID MANAGED CARE:
FINAL RULE
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MEDICAID MANAGED CARE:
CMS GUIDANCE

• On April 26, 2016, CMS released guidance regarding the Medicaid and CHIP payment 
requirements for FQHCs and rural health clinics (RHCs) in a managed care environment. In 
State Health Official Letter #16-006, CMS:

– Reiterated that States are required to ensure that a managed care entity (MCE) pays FQHCs and RHCs at a 
rate “not less than” the amount the MCE pays other providers of similar services

– Described how states could use alternative payment methodologies (“APM”) to achieve “delegated 
wraparound” (when a state requires MCEs to reimburse FQHCs and RHCs at their full PPS rates instead of 
allowing MCEs to reimburse at a lower rate and covering the difference through wraparound):

• States may use APM if each FQHC or RHC agrees to the arrangement and the arrangement results in 
payments of at least the full PPS rate; HOWEVER, the state remains responsible for ensuring FQHCs and 
RHCs receive the full PPS rate

• States have until July 1, 2017 to submit APM State Plan Amendments that comply with these requirements

– Clarified that each MCE must include access to at least one FQHC and RHC in each service area, if 
available, in their provider networks (unless FQHC and RHC services are not included in the MCE’s 
contract with the State)
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SAMHSA PROPOSED RULE: CONFIDENTIALITY OF SUBSTANCE 
USE DISORDER RECORDS

• Substance Abuse and Mental Health Services Administration (SAMHSA) 
Proposed Rule: Confidentiality of Substance Use Disorder Patient Records 
(also known as 42 CFR Part 2 or “Part 2”)
– “Part 2” protects the confidentiality of patient records maintained in connection with a 

federally-assisted alcohol and drug abuse program
• Must obtain patient consent before sharing any information from a program subject to Part 2
• Regulations established in 1975, last substantively updated in 1987

– Proposed Rule aims to modernize the regulations and address major changes in health care 
over the past 29 years, including:

• Rise of technology and use of electronic health records
• Integrated models of care and heightened practice of information sharing
• Increased emphasis on performance metrics

– Also addresses concerns regarding potential barriers to research
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• NACHC submitted comments on April 11, 2016:
– Advocating for careful, ongoing oversight to ensure that the rule continues to adequately protect 

patient confidentiality going forward
– Encouraging the addition of SAMHSA’s updated definition of “Program” (i.e., a federally-assisted 

alcohol program) to the regulatory text
• Part 2 does not apply to “general medical facilities,” which includes FQHCs
• However, Part 2 can cover individual providers within FQHCs (e.g., dedicated treatment programs or staff 

whose primary function is diagnosing substance use disorders and treating or referring patients for such 
treatment)

– Requesting that SAMHSA reconsider the proposal for sharing information via a Health Information 
Exchange (HIE) since relying on HIEs to share data is problematic: 

• Most systems cannot isolate substance use disorder and treatment-related data (“Part 2 information”) 
from other data in a patient record

• Manually tracking and managing disclosures according to the standard outlined in the current regulation 
is impractical (e.g., identifying which provider added certain data to the record and/or confirming that a 
provider-patient treatment relationship exists in order to input or access Part 2 data in the first place)

– Although health centers are not covered by Part 2, some health center providers may be and health 
centers may still encounter obstacles when collaborating with other providers to coordinate 
patient care

SAMHSA PROPOSED RULE: CONFIDENTIALITY OF SUBSTANCE 
USE DISORDER RECORDS
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HIPAA ENFORCEMENT ACTIVITY:  UPDATES ON 
AUDITS

• Phase 1 (2011- 2012): OCR conducted a pilot audit program to assess 115 covered 
entities’ (CEs) compliance with HIPAA requirements

• Phase 2 is HERE!
– Every covered entity and business associate is eligible for an audit 
– On July 11, 2016, 167 covered entities were notified that they had been selected for desk 

audits; business associate audits will begin in the fall
– OCR will conduct multiple sets or “rounds” of audits:

• Desk audits of CEs and desk audits of business associates to be completed by December 2016 
• Onsite assessments of either CEs or business associates – organizations receiving a desk 

audit may nonetheless be selected for an onsite audit
– Updated protocol is available on website for review: http://www.hhs.gov/hipaa/for-

professionals/compliance-enforcement/audit/protocol/index.html
– Additional Information and FAQs are also available through OCR’s website: 

http://www.hhs.gov/hipaa/for-professionals/compliance-enforcement/audit#when
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340B DRUG DISCOUNT PROGRAM UPDATES

• 340B Drug Discount Program audits are on the rise: 51 conducted in 2012 and 172 
in 2015
– The audit process and related guidance is ever-changing
– New this spring: once an audit report is finalized by OPA, the findings are summarized on OPA’s

public website without input from the covered entity (CE)
• Previously, CEs provided OPA with a letter outlining the findings, which was then posted on OPA’s

website, giving CEs the opportunity to frame and contextualize (and to speak directly to 
manufacturers about) audit findings

• No recent updates on the status of the 340B Program Omnibus Guidance (HHS/HRSA)
– Published August 28, 2015
– “Mega Guidance” proposed a major change to the patient definition with potentially broad 

implications for health centers, including:
• Prescriptions resulting from referrals to outside specialty care will not be covered because the service 

is not rendered at the health center site and is not billed by the health center
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QUESTIONS?

Jacqueline C. Leifer, Esq.
JLeifer@FTLF.com

Feldesman Tucker Leifer Fidell LLP
1129 20th Street N.W. – Suite 400

Washington, D.C.  20036
(202) 466-8960
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