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Government Programs and Commercial Contracting Advisory Services Mitigate risk and strengthen compliance by understanding the relationship between government pricing and commercial contracting.



Government Programs and Commercial Contracting Advisory Services



Knowledge of the regulatory landscape and evolving risks are critical to your company Our advisors collaborate with you to identify key risk areas and help build governance and processes.



How we support you Global transparency



Corporate strategy



Pre- and post commercialization



Government programs



Compliance and Risk



Business transformation



Commercial contracts



Operational Excellence Operational management



Business Insight



Analytics



Compliance audit and assessment
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Managed Services



Technology innovation



Data security and privacy



Financial transactions and pricing strategy



Government Programs and Commercial Contracting Advisory Services



Government programs participation and contracting decisions are an essential component of a product’s commercial success. We can help develop or assess your strategies and assist with administration. Federal Contracts We can assist with decisions made when negotiating Federal Supply Schedules (FSS) contracts that can have financial ramifications. Mitigate risk and obtain market access to federal contracts •• VA/DOD market access



Government Programs



Commercial Contracts



If you are facing challenges associated with market access while maintaining compliance with regulatory changes, pricing conflicts, and evolving enrollments in Government Programs (GP), we can help. We understand the interdependencies between compliance, contracts, and GP.



To effectively monitor transactions such as rebates, chargebacks, and administrative service fees, it is critical to understand the financial and operational impacts of your contracting strategies. Our specialists can help you develop or assess your contracting strategy based on the needs specific to your organization.



Take advantage of our government programs advisory services •• Government programs compliance audits and assessments



Maximize contract effectiveness and reduce revenue leakage •• Pricing and contract analytics •• Contract and membership administration



•• Policy, procedure, and methodology review and development



•• Policy and procedure development



•• Recalculations/restatements •• 340B program compliance and analytics •• M&A due diligence, strategy, and operational support



•• Prospective and retrospective analysis •• Managed care audit



•• Supplemental staffing •• Commercial operations evaluation and strategy



•• FSS solicitations/renewals •• FSS contract administration •• Compliance audits and assessments including Price Reduction Clause analysis



•• Rebate and administration fee calculations



•• PBM/wholesaler audit •• 340B covered entity audit



•• Government market access strategy •• Value-based contracting support •• Training



Commercial success Market access



Effective contracts help you maximize payer access.



Contract compliance Patient access channels HCPs



Facility 3



Payers



Pharmacy



Agencies and policymakers



Federal



States



Health care provider groups



Distributor Wholesaler



Government Programs and Commercial Contracting Advisory Services



AMP final rule implementation deadlines Apr 1 2016



May 30 2016



Jul 1 2016



Jul 30 2016



Aug 30 2016



7/1 Eﬀective date for the AMP ﬁnal rule



Oct 30 2016



Oct 1 2016



First monthly report of 5i AMP due



340B price impacted by the ﬁnal rule



Apr 1 2017



Apr 1 2017



Inclusion of US territories in MDRP



Deadline to recalculate base date AMP



1/1



10/1



Final rule First quarterly First monthly enforcement date report of report of for 5i AMP AMP due AMP due



Jan 1 2017



First quarterly report of 5i AMP due



340B price impacted by 5i AMP



We can help you identify gaps in current processes and develop an action plan to help remediate concerns in preparation for the upcoming AMP reporting deadlines. August 30 and October 30, 2016: First reports of 5i AMP due



April 1, 2017: Inclusion of US territories in MDRP



Ongoing AMP final rule implementation services



•• Systems and calculations testing: While your current calculations system is upgraded to address final rule provisions, we provide a transitional period that parallels your existing systems and processes. Test final rule data, methodologies, and processes while keeping your current systems, data, and processes running with your existing platform.



•• US territory implementation: Review methodologies and provide guidance on changes to maintain compliance. This service includes data mapping to streamline and accept claims from US territories into AMP calculations.



•• Methodology review and development



April 1, 2017: Recalculate base date AMP



•• Bundling requirements



•• GP compliance audit: Proactive assessments of government programs policies and processes to provide a risk profile based on current compliance requirements within government and federal contracts. •• GP calculations: Assistance with calculations of 5i AMP, standard AMP, Best Price, and 340B pricing.



•• Base date AMP recalculation: Assistance with recalculating base date AMP including guidance on sourcing verifiable historical data and identifying reasonable assumptions and methodology.



•• Policies and procedures review •• Financial impact analysis •• Class of Trade classifications and treatment within government pricing



•• Bona Fide Service Fees review •• Training



AMP final rule implementation challenges Areas that are causing more significant operational impacts: •• Class of Trade categories and reclassification •• 340B entity sales identification and exclusion •• 5i AMP-related provisions •• Smoothing considerations •• Treatment of authorized generics •• TRICARE retail pharmacy treatment •• Quarterly AMP formula
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Government Programs and Commercial Contracting Advisory Services



By looking at Gross-toNet sales and forecasted rebates and chargebacks, you can gain a better understanding of the potential impact on your commercial and federal contract decisions.



Gross-to-Net



Fair Market Value



Our gross-to-net analysis includes our proprietary financial model that considers the distribution, commercial, and government discounts to forecast a product’s market potential and return on investment.



An objective analysis or assessment of Fair Market Value (FMV) and Bona Fide Service Fees (BFSF) is a critical component to GP compliance. You can have False Claims Act risk if you cannot demonstrate appropriate due diligence in representing FMV when determining fees in your calculations. Our approach is based on business valuation principles, CMS and IRS guidance, and takes into consideration common industry practice.



See the whole picture for more informed decisions •• Model the impact of price increases on commercial and Medicaid rebates •• Improve contracting strategies through a scenario analysis on contract terms •• Forecast to provide a financial impact analysis for product launches •• Integrate product strategy changes into forecasts and accruals •• Anticipate the potential impact of health care reform on Medicaid and Medicare •• Forecast and calculate fees related to the Prescription Drug Fee Program



Guidance before, during, or after contract negotiation •• FMV valuation •• BFSF analysis and VA service fee review •• Assessments of existing FMV and BFSF framework, process, and documentation •• Policies, procedures, and FMV process development



•• Analyze rebates and contract discounts to identify the potential impact



•• Ongoing managed services for FMV and BFSF evaluation including documentation of rationale, assumptions, and findings



•• Provide accruals for Medicaid, managed care, sales discounts, and 340B



•• Assistance with FMV across commercial contracting and negotiations



cks



•• Assessment of documentation related to the inclusion/exclusion of fees in AMP, BP, ASP, and Non-FAMP
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Better insights for more informed decisions



Government Programs and Commercial Contracting Advisory Services



Global scale and industry excellence Among the largest health care practice in the world Global leader in risk advisory services



#1 Market leader M&A



11k 11,000 professionals



9,000+ health care specialists



Corporate Governance



Business Valuation



Securitization



FCPA



Regulatory Consulting



9 of the 10 large biotech



15 of the 15 large pharma



10 of the 10 top medical device



Serve 90% of the Fortune US 500



(FiercePharma)



99



companies served



countries



(Medical Product Outsourcing)



Specialized industry skills and knowledge Deep industry and compliance knowledge



Finance Transformation



Anti-Money Laundering



(Med Ad News)



in



1,000



Forensics



Cyber



Technology platform to manage complex commercial operations



Experience helping our clients manage strategic, financial, operational, technological, and regulatory risk



Solutions that go beyond inform to implementation, managed services, and technology innovation



Recognized for our subject matter specialists and deep industry experience



More than half of our staff previously worked in the life sciences industry focused on commercial operations.
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34% Managed Markets



23% Operations



24% Government Programs



19% Compliance



Deep knowledge of government programs requirements: Medicare, Medicaid, TRICARE, 340B, Federal Supply Schedule



This document contains general information only and Deloitte is not, by means of this document, rendering accounting, business, financial, investment, legal, tax, or other professional advice or services. This document is not a substitute for such professional advice or services, nor should it be used as a basis for any decision or action that may affect your business. Before making any decision or taking any action that may affect your business, you should consult a qualified professional advisor. Deloitte shall not be responsible for any loss sustained by any person who relies on this document. As used in this document, “Deloitte” means Deloitte & Touche LLP, a subsidiary of Deloitte LLP. Please see www.deloitte.com/us/about for a detailed description of the legal structure of Deloitte LLP and its subsidiaries. Certain services may not be available to attest clients under the rules and regulations of public accounting. Copyright © 2016 Deloitte Development LLC. All rights reserved.
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