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About MDMA 

• Founded in 1992 by handful of smaller medical device 
executives seeking a voice in Washington 

 

• Today MDMA represents nearly 300 member companies 

 

• Leverage collective resources to provide top-tier advocacy and 
educational assistance to companies 

 

• Appreciate collaboration with FMMC over the years 



Agenda 

• Current Political Landscape 

• Second Session of the 115th Congress 

• Priority Issues for MedTech 

 Cost of Care/Pricing Transparency 

 Reimbursement/Patient Access 

 Medical Device tax  

 FDA 

 Cybersecurity  

 Pain Management 

 Patent Reform 



Current Political 
Landscape 



House Balance of Power: 
115th Congress 



House Elections 

• Dems need to pick up 24 seats 

in order to gain majority 

 

• Suburban districts are expected 

to be battlegrounds 

 

• GOP maintains an advantage in 

seats deemed “safe” or “likely 

GOP” but currently hold 23 

Clinton seats and are dealing 

with record retirements 

 

• 39 GOP retirements and 

counting 

 

• 33 seat average loss for the 

president’s party in midterm 

when POTUS is below 50% 

 







Senate Elections 

• Senate less predictable in President’s 1st midterm, but Dems only need +2 seats  

• Senate GOP looking at a favorable map with Dems defending 26 seats to GOP’s 9 

• 10 Dem seats in states Trump won (FL, IN, MI, MO, MT, ND, OH, PA, WI, WV) 



Why Both Sides are Hopeful 
 

Democrats 

 President Trump’s approval rating is 
historically low and midterms typically 
are tougher for the incumbent party  

 Victories in Alabama and Virginia show 
that Dem turnout can be significant  

 The Democrat base is generally 
expected to be more motivated to vote 
in 2018 

 Generic ballot polls have favored 
Democrats by as much as 12 points  

 Demographic changes and generational 
turnover favors Democrats  

 

 

 

Republicans 

 Electoral map favors the GOP in both 
the House and Senate 

 Midterm electorate generally older and 
whiter – groups that tend to favor GOP 

 GOP outraised Dems by over $50 
million in 2017  

 Tax reform victory demonstrates 
ability to govern with President Trump 
at the helm 

 

 

 



2018 Primary Election 



Second Session of the 115th Congress 
 • Calendar and composition of Congress Limit Opportunities in 2018. GOP will 

focus on selling tax and regulatory reform. 

 

• Compounded by Russia investigation and scandals related to workplace 

misconduct.  

 

• Budget deal in March effectively “cleared the decks” of “must pass” 

legislation until September 30th. 

 

• Legislation that could pass this year includes: 
 Continuing Resolution to fund the government 

 Opioids package 

 NDAA 

 Animal Drug User Fees 

 FAA Reauthorization 

 

 

 

 

 

 
 
 
 
 
 
 



Pricing Transparency 
 • Transparency has been major focus with Admin. 

 Azar’s comments at FAH Meeting 

• EKG list $5500 

• EKG negotiated insurer rate at hospital $3500 

• EKG in docs office $500 

 

• Gottlieb’s comments at AHIP 
 Rebated between pharma, PBMs and insurers too complicated 

 Advocates for companies to move away from a rebate system 

 

• Focus on making EHRs Interoperable/Portable 
 Verma comments at HIMSS 

• Want to empower the patient 

• Called on insurers to provide patients with claims data 

• Called on hospitals to prevent data blocking 

  

 

 

 

 

 
 
 
 
 
 
 



Reimbursement Reform/Patient Access 
 • Ongoing efforts to narrow the gap between regulatory and 

reimbursement decisions 
 Ongoing discussions with CMS regarding “provisional coverage” 

 

• CMS reorg of the Coverage Group (4 divisions) 
 Evidence Development 

 NCDs 

 Policy Coordination 

 LCDs 
 

• Push for more clarity by private payers around coverage 

determinations 

• CMS hired the CMS Ombudsman as required by the 21st Century 

Cures Law 

• CMS also making sure local MACs following new transparency and 

process improvements under CURES 
 

 

 

 
 
 
 
 
 
 



Best Practices for Evidence Generation 
 

• Principles to Enhance Patient Access 
 Transparency of Process and Decision making 

 Consider all types of evidence 

 Multiple opportunities for public input & appeals process 

 Engage clinical and expert advise in the decision-making process 

 Allow “coverage with evidence” or “funding with evidence” 

 Clearly defined assessment language 
 

 

 

 
 
 
 
 
 
 



Device Tax Repeal 

• Tax Reinstated on Jan 1, 2018 with payments set to be 
due to IRS on Jan 29 

Clock ran out in 2017 after ACA Repeal & Replace failed and 
GOP pivoted to Tax Reform 
 

• 2-year Suspension of Device Tax Passed in CR 
 Includes 2-year delay of Cadillac Tax and 1-year suspension of 

Health Insurance Tax in 2019  
 

• Other Opportunities for More Relief This Year 
 Tax Extenders 
 Tax Reform Technical Corrections Bill 
 Stand alone bill 

 
 



Medical Device Safety Action Plan 

• FDA Issues “Medical Device Safety Action Plan” on April 17 

 

• Key elements include:  
 

1. Total Product Life Cycle Reorganization 

2. Develop NEST ($100M FY19 Budget Request) 

3. Create “Breakthrough” pathway for devices that improve safety 

4. Expand the Case for Quality 

5. Implement Expanded Abbreviated 510(k) Program 

6. Focus on cybersecurity (Software Bill of Materials) 
  



FDA 

• Implementation of MDUFA IV and Cures Act 
 Risked based approach to inspections  

 Establish a quality management team 

 Reinvigorate “least burdensome” approach  

 Greater clarity on deficiencies  

 Increasing accountability and consistency  

 

• Ongoing Priorities: 
 Clarity around “truthful and non-misleading” information  

 Further improvements for combo products 

 Digital Health 

 Cybersecurity  
 

  



Cybersecurity  

• Increasing focus on cybersecurity issues associated with 

medical devices 

 

• Two main areas of focus: 
 Potential for devices to be compromised impacting patient care and 

performance 

 Potential for devices to be used to access patient or other sensitive 

information  

 

• Currently engaged with FDA, HHS, DHS, industry, providers and 

other groups to address 
 

 

 



Pain Management 
• President Trump declared the opioid epidemic a national public 

health emergency 

 

• MDMA working with FDA, CMS, NIH, and Congress to address 

crisis 
• Provides an opportunity to address immediate issues in the space and more 

broadly 

 

• 4 health committees in Congress developing comprehensive 

legislation with device components 
• S.2680 – Opioid Crisis Response Act of 2018 

• H.R. 5685, the Medicare Opioid Safety Education Act 

• H.R. 5686, the Medicare Clear Health Options in Care for Enrollees Act 

• H.R._,  Dr. Graham Pain Management Improvement Act of 2018 

• H.R._, Review and Revisions of OPPS and Physician Fee Schedule to improve access to non-opioid alternative 

treatments 

• H.R._, Review and Revisions to IPPS to improve access to non-opioid treatments 
 

 

 



Patents 
• Advocates for strengthening IP finally on the offensive in Congress 
 

• 7-2 SCOTUS ruling in Oil States v. Greene’s Energy upholds constitutionality 

of IPR 
 

• Reps Stivers (R-OH) & Foster (D-IL) introduced STRONGER Patents Act in 

March 

 Improve IPAB Proceedings 

 End fee-diversion at USPTO 

 Restore injunctive relief 

 Empowers FTC to go after abusive demand letters 
 

• New USPTO Director, Andrei Iancu, gets it 

 “The patent grant is less reliable today than it should be. This onslaught has come 

from all directions… We are at an inflection point with respect to the patent system 

itself.” 

• Speech to the US Chamber on 4/11/18 
 

 

 



Conclusion 

• With a contentious mid-term election looming and deadlines 

driving the agenda the first few months, expect legislative 

activity in Congress to slow 

• CURES, MDUFA and device tax suspension now complete, 

but opportunities exist to highlight and advance policies to 

promote medical technology innovation 

• STAY ENGAGED! 
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