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2017 and beyond promises to be a time for continued evolution 

and uncertainty for life sciences companies doing business in 

the United States. In addition to the potential changes in policy 

typically posed by a transition in Presidential Administration, 

life sciences companies are now carefully watching a number 

of “game-changing” regulatory and legislative actions, includ-

ing potential impacts from congressional consideration of the 

future of the Affordable Care Act (“ACA”),1 as well as the near-

term and long-term implementation of the recently enacted 

21st Century Cures Act (“Cures Act”).2 Also on the regulatory 

agenda in 2017 is the proposed reauthorization of impor-

tant user fee programs administered by the Food and Drug 

Administration (“FDA”).

In addition, continued conversations are anticipated regarding 

complex issues such as drug pricing, off-label promotion, and 

biosimilar development. 

This White Paper contains a summary of several major issues 

that life sciences companies should monitor as the new 

Presidential Administration begins its governance. The top-

ics include: FDA Leadership; Funding and Deployment of 

Resources; Drug Pricing Issues; Taxation Initiatives; Research 

Harmonization and Modernization; Patient Experience Data 

and Real World Evidence; Biosimilars; “Off-label” Promotion; 

Potential Health Care Enforcement Activity; and Digital Health. 

FDA LEADERSHIP 

Essential to implementation of the incoming President’s 

agenda is the appointment of senior leaders in the execu-

tive departments and administrative agencies responsible for 

implementing the agenda. With respect to the FDA, such lead-

ership comes from the Secretary of the U.S. Department of 

Health and Human Services (“HHS”) and the Commissioner of 

the FDA. President-elect Trump has announced his intention to 

nominate Rep. Tom Price (R-GA), an orthopedic surgeon and 

six-term congressman, as the Secretary of HHS. Rep. Price’s 

appointment will be subject to Senate confirmation.

As of the date of this report, President-elect Trump is yet 

to officially announce potential candidates for the FDA 

Commissioner position. The current FDA Commissioner, Robert 

Califf, MD, garnered bipartisan support for his appointment, 

being confirmed on a vote of 89-4.3 As a matter of historical 

precedent, however, every sitting FDA Commissioner has been 

replaced by a new president, with the exception of Dr. David 

Kessler, who served as FDA Commissioner under both the 

Bush and Clinton Administrations (1990–1997). 

Beyond the political appointees, leaders of the FDA’s nine 

centers and offices have historically had great subject mat-

ter power and autonomy to oversee their respective product 

areas, reporting either directly to the Commissioner or to a 

Deputy Commissioner. It is unclear whether incoming Agency 

leadership will change this historical norm. 

In addition, the internal structure of FDA may undergo change 

as a result of the Cures Act, which requires the Secretary of 

HHS to establish one or more “Intercenter Institutes” within FDA 

for a major disease area or areas. The Secretary is required to 

implement procedures for extensive collaboration and coor-

dination across the major FDA centers, the Center for Drug 

Evaluation and Research (“CDER”), the Center for Biologics 

Evaluation and Research (“CBER”) and the Center for Devices 

and Radiological Health (“CDRH”) with respect to such disease 

area or areas. At least one such institute must be established 

within one year of enactment of the Cures Act.4

FUNDING AND DEPLOYMENT OF RESOURCES

The Cures Act increases FDA funding by $550 million over five 

years, targeting development of new tools and programs and 

enhancing scientific capacity at FDA. The funding is, however, 

subject to ongoing congressional appropriation.5 

How Agency resources are deployed in the new Administration 

remains to be seen, but the President-elect has indicated new 

regulations will not be a high priority. In his “Contract with the 

American Voter,”6 President-elect Trump set forth “a require-

ment that for every new federal regulation, two existing regula-

tions must be eliminated.” In a video message outlining actions 

he would take within the first 100 days in office, President-elect 

Trump reiterated this commitment.7 

However, the Contract with the American Voter also provides 

that, while a goal is the elimination of “FDA red tape,” “… 

there are over 4,000 drugs awaiting approval, and we espe-

cially want to speed the approval of life-saving medications.” 

This suggests that the new Administration desires for FDA 

http://www.jonesday.com/files/Publication/509aacf3-fd7f-46b7-8fce-b28a6e290c4b/Presentation/PublicationAttachment/360caa5c-4815-4b5c-81fc-b55205e5c6fa/Future%20of%20Affordable%20Care%20Act.pdf
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resource deployment to be focused on expedited approval 

of important medicines.8 

Additional funding policies are likely to arise during congres-

sional consideration of the reauthorization of the prescription 

drug, medical device, generics and biosimilars user fee pro-

grams, each of which expires in September 2017. User fees 

represent a substantial portion of FDA’s operating budget.9 

DRUG PRICING ISSUES

Drug Pricing Control Efforts

Many individuals in the United States have identified prescrip-

tion drug pricing as a significant concern.10 In a recent press 

conference, President-elect Trump continued earlier calls from 

his campaign for drug pricing reform and suggested creating 

“new bidding procedures.”11 Soon thereafter, Senator Bernie 

Sanders echoed the President-elect’s sentiments, issuing a 

series of tweets suggesting “price gouging,” a need for “polic-

ing” of drug companies, implementation of policies to support 

“buy[ing] safe medication abroad,” and for “Medicare to nego-

tiate prices.”12 Congress has recently been focused on the 

subject, including hearings and investigations. On December 

21, 2016, the Senate Special Committee on Aging released a 

report and findings from its bipartisan investigation related to 

drug pricing practices by companies.13 In the report, the com-

mittee raised concerns that current market pressures have 

resulted in a “business model that harms patients, taxpayers 

and the U.S. health care system.”14 

As the new Administration takes office, drug pricing controls 

may be a unique area presenting opportunities bipartisan 

legislation.15 However, some Republican leaders have histori-

cally and consistently expressed concern that “bidding” and 

other types of “price control” legislation should be opposed 

because of its negative impact on innovation and business.16 

In 2015, a number of U.S. senators introduced legislation aimed 

at addressing the cost of prescription drugs and authored 

multiple pieces of bipartisan legislation to improve consumer 

protection relating to drug prices.17 

The last time legislation was presented to permit Medicare to 

negotiate prescription drug prices was in 2007.18 The proposed 

bill would have revised the “noninterference provision” of the 

Social Security Act, which prohibits the Secretary of Health and 

Human Services from participating in negotiations with or related 

to drug manufacturers.19 When the proposed legislation was last 

reviewed by the Congressional Budget Office, the proposed 

negotiation power was expected to have a “negligible effect on 

federal spending” for covered Medicare Part D drugs.20 

Drug Pricing Transparency Initiatives

During the 2015–2016 state legislative sessions, a number of 

states introduced bills to require prescription drug cost and 

price transparency.21 As part of these legislative efforts, states 

typically focused on transparency by prescription drug manu-

facturers, health insurers, and pharmacy benefit managers.22 

Of these state efforts, Vermont was the first state to pass leg-

islation requiring manufacturers to disclose costs or explain 

pricing practices.23 This trend for increased state-level legisla-

tive efforts to promote pricing transparency will likely continue; 

federal electors may also take up efforts and legislation to 

require disclosure of manufacturer costs and pricing. 

Medicare Part D Coverage Gap

Effective in 2006, the Medicare Prescription Drug, 

Improvement, and Modernization Act of 200324 established a 

voluntary, outpatient prescription drug benefit (under Medicare 

Part D). This benefit is provided through private prescription 

drug plans (“PDPs”) that offer drug coverage. As structured, 

private drug plans bear some limited financial risk for the 

coverage provided by the plan, but most program costs are 

addressed through federal subsidies designed to encourage 

Medicare beneficiary participation and to keep prescription 

drug benefits affordable. 

Since 2006, the Medicare Part D program has been modified 

through a series of statutes, including the ACA, as amended.25 

The ACA amended the Medicare Part D program by address-

ing a long-standing coverage gap concern in which Medicare 

beneficiaries faced increased out-of-pocket costs (frequently 

referred to as the “doughnut hole”). By 2020, the ACA is set 

to gradually close the doughnut hole coverage gap through a 

combination of manufacturer discounts and government sub-

sidies. If the ACA is appealed in a way that affects closing this 

gap, legislators likely will revisit reform options to address the 

Medicare Part D drug benefit issue. If the coverage gap is not 

addressed by ACA replacement legislation, manufacturers 

may face additional pressures from consumers related to drug 

costs and increased demand for patient assistance programs 

to avoid, delay, or defray costs resulting from the coverage gap. 
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TAXATION INITIATIVES OF INTEREST TO LIFE 
SCIENCES COMPANIES

The incoming Administration has made business tax reform an 

explicit priority. It is too early to predict what will be enacted, 

but significant information may be gleaned from the President-

elect’s campaign website (the “Trump Proposal”)26 and tax 

reforms proposed in the House Republicans’ plan released 

by House Speaker Paul Ryan last year (the “House GOP 

Blueprint”).27 Both favor a significant rate-cutting and base-

broadening change in the taxation of business income. Both 

would significantly impact life science companies. 

The Trump Proposal and the House GOP Blueprint articu-

late an intent to limit the availability of tax deductions and 

credits, particularly those tailored for “special interests.” Both 

plans provide an exception from this goal in order to retain a 

research and development tax credit, but do not indicate any 

intent to keep other deductions and credits applicable to life 

sciences companies (such as the orphan drug credit). 

The Trump Proposal and the House GOP Blueprint propose 

to compensate for the elimination of deductions and credits 

by lowering the corporate tax rate. The Trump Proposal would 

lower the rate from 35 percent to 15 percent, while the House 

GOP Blueprint calls for a rate of 20 percent. Both the Trump 

Proposal and the House GOP Blueprint would repeal the cor-

porate alternative minimum tax.

The Trump Proposal would allow companies engaged in 

manufacturing in the United States to elect to immediately 

expense capital investments (rather than amortize the cost 

over the property’s useful life) or deduct corporate interest 

expense, but not both. The House GOP Blueprint is not elec-

tive; the cost of business investments (other than land) would 

be immediately expensed and corporate interest deductibility 

would be disallowed except to the extent of interest income.

Both the Trump Proposal and the House GOP Blueprint con-

tain proposals for international tax reform. This is one of the 

most controversial areas of business tax reform, and may not 

be implemented as quickly as rate-cutting or repeal mea-

sures. President-elect Trump has not provided much detail 

on his campaign website except that he would impose a one-

time 10 percent deemed repatriation tax on accumulated off-

shore earnings. The House GOP Blueprint would also impose 

a current tax on accumulated offshore earnings, generally at a 

rate of 3.5 percent (increased to 8.75 percent to the extent of 

offshore cash) payable over eight years. Additionally, the House 

GOP Blueprint would introduce a 100 percent exemption for divi-

dends received by a U.S. company from its foreign subsidiaries. 

This would effectively transition the United States from a “world-

wide” system of taxation (taxing U.S. companies on worldwide 

earnings) to a “territorial” system limited to taxing U.S. earnings. 

Furthermore, the House GOP Blueprint would introduce rules 

intended to impose tax on a destination basis. Details regard-

ing the mechanics and implementation of this tax have not been 

formally supplied by the drafters of the House GOP Blueprint 

as of the date of this report, but it seems to provide as follows. 

Regarding imports, U.S. tax deductions would be disallowed for 

tangible property, services or intangible property purchased from 

outside the United States. Regarding exports, U.S. tax deduc-

tions would be allowed for domestic input purchases and labor 

costs, but the proceeds of the sale of any property, services, or 

intangible property outside the United States would not be taxed 

in the United States. House Speaker Paul Ryan has referred to 

this tax as a border adjustment tax intended to level the trade 

playing field for the United States relative to other countries. The 

President-elect is not committed to this approach, but he is dis-

cussing it with congressional lawmakers. He has alternatively pro-

posed levying a U.S. tax on goods imported by companies that 

have shifted production out of the United States

Finally, the medical device excise tax and the branded phar-

maceutical fee (effectively a tax, although not labeled as such) 

were enacted as part of the ACA and help fund the subsidies 

and credits provided by the ACA. Both may be repealed as 

the incoming Administration focuses on the ACA as one of its 

first priorities.28 As of the date of this report, the ACA has not 

yet been repealed. 

The cumulative effect of these various tax initiatives will affect 

investment and transaction strategies.

RESEARCH HARMONIZATION AND MODERNIZATION

Through the enactment of the Cures Act, Congress underlined 

efforts to reduce the administrative burdens for researchers 

and grant recipients, modernize the conduct of clinical tri-

als, and direct the harmonization of regulations and policies 
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among federal agencies that fund and regulate research. It is 

anticipated that implementation of the Cures Act provisions 

and other modernization initiatives at federal agencies will 

continue to be a key focus under the incoming Administration.

Research Rule Harmonization

Under Section 3023 of the Cures Act, the Secretary is directed 

to harmonize differences between HHS and FDA human sub-

ject regulations29 within the next three years.30 Specifically, such 

efforts are to focus on modifying regulations to reduce regulatory 

duplication and unnecessary delays, modernizing processes for 

clinical trials conducted at multiple sites, and protecting vulner-

able populations participating as research subjects. 

Section 3023 also seeks to streamline institutional review 

board (“IRB”) review of research by facilitating joint or shared 

review and the use of independent IRBs. This is consistent 

with other evolving federal agency policies regarding IRBs.31 

Related, Section 3024 of the Cures Act also provides FDA 

with additional authority to modify or waive informed consent 

requirements for clinical trials involving minimal risk.32

The Cures Act “harmonization” mandate continues some 

efforts already underway between HHS and FDA. For example, 

HHS and FDA recently issued a jointly developed final guid-

ance on the use of electronic informed consent in research.33 

The Cures Act goal of modernizing the regulation of human 

subject research occurs in the midst of HHS’s approximately 

five-year effort to finalize comprehensive revisions to the 

“Common Rule,” the HHS human subject regulations, that 

apply to federally funded or supported research and cover 

approximately 20 federal agencies.34 A proposed final version 

of such comprehensive revisions was submitted for review to 

the Office of Management and Budget (“OMB”) on January 4, 

2017.35 OMB completed review of the proposed final version, 

which is set to publish on January 19, 2017.36 

Notably, the proposed Common Rule revisions have generated 

significant controversy, especially as related to the proposed 

stringent requirements regarding research involving biospec-

imens.37 Even if the rule is finalized it is unclear whether it 

may be among the rules potentially targeted by the incom-

ing Administration for revocation.38 Any uncertainty regard-

ing the revisions to the Common Rule will necessarily impede 

the Cures Act mandate for harmonization thereof with FDA 

research regulations. 

The Cures Act also contains a number of provisions related 

to privacy which will need to be considered in light of existing 

HIPAA39 regulations and the privacy provisions of the Common 

Rule (as revised). For example, Section 2036 requires the 

Secretary of HHS to clarify its current position regarding the 

extent of an individual’s ability to authorize use of his or her 

protected health information for future research.40 

Reduction of Grant Funding Administration

The Cures Act contains provisions designed to alleviate admin-

istrative and conflict of interest requirements for grant funding 

recipients. Section 2034 requires the Secretary of HHS to lead 

federal research funding agencies in a review of all regulations 

and policies related to the disclosure of financial conflicts of 

interest, including the minimum threshold for reporting.41 Key 

considerations for this review include modifying reporting 

timelines, and the requirements for financial interest disclo-

sures to ensure that such disclosures are relevant to awards 

that will directly fund the research and to reduce the frequency 

of reporting.42 Section 2034 also calls for measures to reduce 

the administrative burdens on primary awardees of grants 

from the National Institutes of Health (“NIH”) with respect to 

the monitoring of grant sub-recipients. 

These provisions would necessarily require reconsideration 

of the revised regulations issued by HHS in 2011, which were 

designed to tighten financial conflict of interest rules for insti-

tutions and researchers.43 

Modernizing Clinical Trials

Consistent with its emphasis on advancing the precision medi-

cine initiative and expedited approval pathways for important 

medicines, the Cures Act provides for innovative means for 

clinical trial design and the data development in support of 

product approval. Action on certain of these items may begin 

as early as this year.

Section 3021 requires the Secretary of HHS to issue new guid-

ance to assist sponsors in utilizing complex adaptive and 

other novel clinical trial protocols for new drugs and biologics. 

The guidance is to include feedback from FDA as to how novel 

protocols will satisfy the substantial evidence test and how 

sponsors may obtain feedback from FDA on technical matters 
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related to modeling and simulation. A public hearing must be 

held within 18 months of enactment of the Cures Act and a 

draft guidance issued no later than 18 months thereafter.44

Section 3011 requires the Secretary of HHS to establish a process 

for the qualification of “drug development tools,” as requested 

by an applicant, for use in supporting or obtaining approval for, 

or the investigational use of, a drug or biologic. These tools may 

include biomarkers, clinical outcome assessments and “any other 

method, material or measure that the Secretary determines aids 

drug development and regulatory review….”45 This is a longer-

term measure, as draft guidance must be issued within three 

years of enactment of the Cures Act.

PATIENT EXPERIENCE DATA AND REAL 
WORLD EVIDENCE

In recent years, FDA has increasingly exhibited its interest in 

engaging with patient advocacy groups to further develop-

ment of medicines for unmet medical needs, particularly in 

the rare disease space. The Cures Act adds support for this 

approach and also an expansion of the type of data that may 

support the approval of new products. 

Following approval of a drug or biologic, which such approval 

occurs at least 180 days after enactment of the Cures Act, the 

Secretary is required to make a public statement regarding any 

patient experience data submitted and reviewed as part of the 

application for approval.46 Further, FDA is required to develop 

a long-term plan and guidance documents regarding the col-

lection and use of patient experience data in drug develop-

ment. At least one such guidance document must be issued 

in draft form within 180 days of enactment. “Patient Experience 

Data” includes data that are collected by persons such as family 

members, caregivers, disease research foundations, research-

ers, and drug manufacturers and that are intended to provide 

information about patients’ experience with a disease or con-

dition, including (i) the impact of the disease or condition, or a 

related therapy on patients’ lives and (ii) patients’ preferences 

regarding treatment of such disease or condition.47

One of the more controversial provisions of the Cures Act 

requires the Secretary to establish a program to evaluate 

the use of so-called “real-world evidence” to support market-

ing approval for a new indication of a previously approved 

drug and to satisfy post-approval study requirements.48 

Significantly, “real-world evidence” means data regarding the 

potential benefits or risks of a drug based on sources “other 

than randomized clinical trials.”49 Implementation of this pro-

gram will begin with the Secretary’s establishment of a “draft 

framework,” which is required to be issued not later than two 

years after enactment of the Cures Act.50

BIOSIMILARS 

In 2016, FDA approved three biosimilars: Pfizer/Celltrion’s 

Remicade® (infliximib) biosimilar Inflectra® in April, Sandoz’s 

Enbrel® (etanercept) biosimilar Elrezi® in August, and Amgen’s 

Humira® (adalimumab) biosimilar Amjevita™ in September.51 

The biosimilar approval pathway was made possible by the 

Biologics Price Competition and Innovation Act (“BPCIA”) 

as title VII of the ACA. As noted above, the ACA has been a 

focal point for President-elect Trump on the campaign trail 

and a candidate for repeal and replacement under the new 

Administration. However, there has been no indication from 

the President-elect or legislative leaders that the BPCIA is 

expected to be part of actions taken on the ACA. 

While the BPCIA may or may not be retained as a part of any 

broader revision or repeal of the ACA, FDA policies and actions 

in the new Administration may nonetheless implicate biosimi-

lar products, particularly through the Agency’s interpretation 

of the BPCIA and subsequent implementation of the rules and 

policies affecting naming, pricing, and interchangeability. While 

FDA recently finalized guidance on the clinical pharmacology 

data to support biosimilarity to a reference product and non-

proprietary names including an FDA-designated suffix devoid 

of meaning, much work remains in the Agency’s hands to form 

policy and approve products in the coming years, including 

finalizing guidance on the key concept of what it takes for a 

product to be interchangeable.52 

In addition to the regulatory front, a Trump-nominated Supreme 

Court Justice may be in place when the Court begins hearing 

issues arising under the BPCIA, though it is difficult to pre-

dict how quickly a nominee could navigate the confirmation 

process and be appointed. What is recognized, however, is 

that given the significant litigation occurring and likely to occur 

under the BPCIA, there will likely be a need for the Supreme 
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Court to review additional court decisions interpreting the 

scope of the BPCIA. 

At least one significant biosimilar case is pending before the 

Supreme Court this term. The case involves the first inter-

pretations of the BPCIA by the Federal Circuit and regards a 

Sandoz biosimilar of Amgen’s Neupogen. Sandoz petitioned 

the Court for review of part of the 2015 decision while Amgen 

has submitted a conditional cross-petition requesting review 

of another part of the decision should Sandoz’s petition be 

granted.53 Sandoz seeks review of when a biosimilar applicant 

can provide an effective “notice of commercial marketing,” 

which the BPCIA states must issue at least 180 days before 

the biosimilar enters the market. Amgen’s conditional cross-

petition challenges the Federal Circuit’s ruling that the patent 

dance is optional. In June 2016, the Supreme Court asked the 

Solicitor General to provide comments on both petitions. 

In December, the acting Solicitor General filed an amicus brief 

recommending that the petition and cross-petition be granted, 

arguing that the Federal Circuit’s decision on the 180-day delay 

was incorrect. The Federal Circuit held that a biosimilar maker 

can only give effective notice of commercial marketing after the 

biosimilar product is licensed by FDA, meaning that the first sale 

of a biosimilar cannot occur sooner than six months after FDA’s 

approval (for additional insight on the 180-day notice of commer-

cial marketing for biosimilars, see Jones Day Commentary). On 

January 13, 2017, the Court granted cert to both the petition and 

cross-petition.54 The case is expected to be argued in April 2017. 

Beyond U.S. implications, biosimilars and biologic protections 

have global implications. In a video message outlining actions 

he would take within the first 100 days of office, President-

elect Trump stated his intent to withdraw from the Trans-Pacific 

Partnership (“TPP”) “from day one.” In lieu of the TPP, Trump 

indicated he would “negotiate fair bilateral trade deals” with 

foreign countries. Withdraw from the trade deal has ramifica-

tions to available protections for innovator biologics within 

the 12 Pacific Rim nations, including Canada, Mexico, Japan, 

Australia, New Zealand, and Malaysia (for an analysis of the 

anticipated impact of the TPP on the U.S. life sciences industry, 

see Jones Day Insights).

The final text of the TPP agreement requires signatory coun-

tries to provide a minimum of five years of exclusivity, and in 

some instances eight years of exclusivity, to biologics, defined 

as “a product that is, or, alternatively, contains, a protein pro-

duced using biotechnology processes, for use in human 

beings for the prevention, treatment, or cure of a disease or 

condition.” The United States argued for 12 years of protec-

tion, while five other countries came to the table offering no 

protections. The incoming Administration has not addressed 

whether and to what extent these protections could or would 

be negotiated as part of a bilateral trade agreement.

“OFF-LABEL” PROMOTION

The extent to which life sciences companies may or should be 

permitted to promote their products for “off-label” uses in the 

United States has come into increased focus in recent years. 

Further developments in this area may be anticipated, as a 

result of FDA’s recent public hearings on the subject, as well as 

the policy approach of the incoming Administration. 

As a general rule, once FDA approves or clears a drug or 

device for marketing, physicians may lawfully prescribe such 

product for any indication. For many years, however, FDA has 

aggressively interpreted the misbranding provisions of the 

Federal Food, Drug, and Cosmetics Act (“FDCA”) to restrict 

manufacturers’ ability to make off-label uses known to physi-

cians.55 The end result is that while virtually any other speaker 

may lawfully promote the benefits of an off-label use, the gov-

ernment continues to use regulatory and legal enforcement 

measures, including prosecution, for any manufacturer who 

promotes an off-label use of a drug or device.56 

This selective restriction on speech has raised First Amendment 

concerns. In a key 2012 case the Second Circuit Court of 

Appeals interpreted the FDCA’s misbranding provision “as not 

prohibiting and criminalizing the truthful off-label promotion of 

FDA-approved prescription drugs.”57 Since that time, FDA has 

appeared reluctant to litigate off-label promotion cases, pre-

sumably for fear that other courts would reach similar results.58 

Very recently, there have been other U.S. district court deci-

sions favorable to manufacturers. In Amarin Pharma, Inc. v. 

U.S. Food & Drug Administration, the U.S. District Court for the 

Southern District of New York entered a preliminary injunc-

tion permitting a manufacturer to offer truthful, non-mislead-

ing statements about the off-label use of a drug.59 And in 

United States v. Vascular Solutions, Inc., the U.S. Department 

http://www.jonesday.com/180-day-notice-of-commercial-marketing-mandatory-even-when-biosimilar-applicants-do-the-patent-dance-07-13-2016/
http://www.jonesday.com/us-international-trade-commissions-anticipated-impact-of-the-tppfocus-on-pharmaceuticals-and-biologics-07-28-2016/
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of Justice’s prosecution of a medical device manufacturer for 

off-label promotion concluded in a not-guilty verdict.60 Notably, 

in that case, the government offered a jury instruction stating 

that it is “not a crime for a … company or its representatives 

to give doctors wholly truthful and non-misleading information 

about the unapproved use of a device.”61 

Notwithstanding the results in the previously mentioned cases, 

manufacturers and their officers remain subject to risk for off-

label promotion of pharmaceuticals or medical devices. In July 

2016, in United States v. Facteau,62 a jury convicted two com-

pany executives of misbranding charges related to the alleged 

distribution of a medical device for an unintended use. At the 

same time, the jury acquitted those executives of companion 

charges alleging false or fraudulent speech. Post-trial briefing 

raising the First Amendment issue is now pending in the U.S. 

District Court for the District of Massachusetts.63 

In addition to what manufacturers take from these court deci-

sions, further developments in off-label enforcement may 

come from evolving FDA policy, as informed by the incoming 

Administration. In November 2016, FDA held a two-day public 

hearing related to communications by manufacturers and their 

representatives regarding FDA regulated drugs and devices, 

including licensed biological products for humans and animal 

drugs.64 FDA has stated that it is “engaged in a comprehensive 

review of its regulations and policies governing firms’ commu-

nications about unapproved uses of approved/cleared medi-

cal products, and the input from this meeting will inform FDA’s 

policy development in this area.”65 FDA recently extended the 

comment period for related docket submissions from January 

9, 2017, through April 10, 2017, clearly placing future decisions 

about the policy with the new Administration. 

Adding another layer to the discussion on where FDA draws 

the promotional line is Section 3037 of the Cures Act, which 

expands the scope of permissible drug manufacturer discus-

sion of certain health care economic information. Since the 

passage of the Food and Drug Administration Modernization 

Act of 1997,66 the misbranding provision of the FDCA granted 

a limited safe harbor for a manufacturer’s communication of 

health care economic information. However, manufacturers 

generally did not utilize the safe harbor, as the Agency’s posi-

tion was that health care economic information making a claim 

inconsistent with a product’s approved labeling could be con-

sidered misbranding. 

While questions remain regarding FDA’s implementation, 

Section 3037 on its face expands: (i) the definition of health 

care economic information;67 (ii) the audience to which man-

ufacturers may promote health care economic information 

(expanding to include payors in addition to formularies and 

similar groups with knowledge and expertise in the area of 

health care economic analysis carrying out responsibilities for 

the selection of drugs for coverage or reimbursement); and (iii) 

the necessary correlation between the health care economic 

information provided and the product’s approved indication 

(relaxing the standard to allow health care economic informa-

tion that “relates” to an indication, rather than limiting the safe 

harbor to information that “directly relates” to an indication). 

While the Cures Act maintains the “competent and reliable sci-

entific evidence” standard, health care economic information 

must be accompanied by “a conspicuous and prominent state-

ment describing any material differences” between the health 

care economic information and the product’s approved label.68 

Notably, the open regulatory docket and ongoing policy 

consideration has not prevented FDA from asserting that 

certain product promotion is misleading and taking enforce-

ment action against product promotion consistent with exist-

ing standards. For example, in December 2016, FDA’s Office 

of Prescription Drug Promotion, often seen as the harbinger 

for promotional enforcement matters, issued two warning let-

ters and four untitled letters regarding misleading product 

promotion, following a relatively light regulatory enforcement 

year—there were only five letters issued by the Office from 

January to November 2016.69 To what extent the incoming 

Administration will pursue off-label promotion may depend in 

significant part on the selected leadership of FDA (see FDA 

Leadership Section above).

POTENTIAL HEALTH CARE ENFORCEMENT ACTIVITY

There have been no signals from the incoming Administration 

on any reforms or changes in health care enforcement 

against the life sciences industry. In recent years, across 

both Democratic and Republican Administrations, there has 

been an increase in enforcement, with a substantial amount 

of enforcement by both federal and state government reg-

ulators being driven by private “whistleblowers” and their 

counsel seeking bounties on recoveries for violations of 
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the False Claims Act (“FCA”),70 involving arrangements that 

potentially violate the complex regulations coming out of the 

Stark71 and Anti-Kickback (“AKS”)72 laws. It is not expected 

that enforcement activities will change course, particularly at 

the state level, as many states face increasing financial and 

other pressures that will likely continue to escalate regard-

less of the positions taken by the incoming Administration. 

(For perspective on how the new Administration will affect 

state attorney general activity, see Jones Day White Paper, 

“What Impact Will the New Trump Administration Have on 

State Attorney General Activity?“) 

Congress is considering some modifications to the Stark law, 

which is usually applied against the provider community, but 

currently there are no proposed reforms to the FCA and AKS 

law, which are aggressively used against life sciences com-

panies. Reforms are needed, including: (i) modifying the bur-

den of proof to a higher standard of proof of violation of the 

AKS before it can be used to support an FCA claim; (ii) cal-

culating damages on the government’s actual loss; (iii) requir-

ing employee whistleblowers to exhaust internal compliance 

procedures and reporting before filing an FCA suit; and (iv) 

removing the threat of exclusion from federal health care pro-

grams without a finding of fraud. It is unclear at this time if the 

new Administration would support these reforms.

DIGITAL HEALTH

The broadly used and little-defined term “digital health” gener-

ally encompasses both telehealth and health IT. In this context, 

telehealth is a delivery method for health care services using 

technology and thereby expanding access and promoting col-

laboration beyond traditional “bricks & mortar” care models, 

while health IT encompasses the powerful method of analyz-

ing and using digital data to advance care and health-related 

information. Given the acknowledged potential for incorporat-

ing digital health methods within precision medicine initiatives 

and clinical trials, the growing number of life science compa-

nies investing in, partnering with, and pursuing digital health 

opportunities are likely to benefit from any policies that further 

the digital health industry as a whole. 

A number of medical organizations expect both telehealth 

and heath IT to benefit from policies likely to be advanced by 

the new Administration and Congress.73 Digital health enables 

health care companies to advance efficiency when delivering 

care, collaboration among caregivers, patients, and industry 

stakeholders, and access to health care providers and health-

related information, among other goals. Such advancements 

have and should continue to decrease the cost of care while 

maintaining high standards, and perhaps advancing the stan-

dard of care, given population health learning and virtual col-

laboration among health providers. 

Accordingly, many anticipated health care policies of the new 

Administration are likely to require health providers to produce 

greater results with less revenue (or, at least less “set reve-

nue” in value-based models) while also advancing access to 

and quality of care.74 While not specifically mentioned by the 

new Administration as a policy target, digital health—a primary 

driver for efficiency and access regardless of geographic limi-

tations—is likely to be an indirect beneficiary of stated health 

care policies advanced by the new Administration.

Recent increased industry activities and legislative advance-

ments around digital health and risk-based programs are 

expected to continue in an Administration with stated goals 

of reducing regulations, driving value, advancing consumer 

independence, and developing big infrastructure projects.75 

Several of these themes are apparent in the digital health 

related provisions of the Cures Act. From a digital health per-

spective, the Cures Act appears to promote four objectives: 

1.	 Interoperability by transitioning from “meaningful use” to a 

“trusted exchange network.” 

2.	 Reduction of compliance burdens and costs while advanc-

ing value oriented participation. 

3.	 Transparency through provider information, payor require-

ments, and consumer access to medical information. 

4.	 Telehealth and coordinated care payment and best prac-

tices via studies commissioned as a result of Cures. 

While not part of the Cures Act, with respect to infrastructure, 

some in the digital health industry quickly point to broadband 

expansion as a potential national-oriented infrastructure pro-

gram that could significantly advance digital health by pro-

viding increased video streaming capabilities for telehealth 

solutions (not to mention beneficial technology advancements 

for other industries and consumers).76 

http://www.jonesday.com/what-impact-will-the-new-trump-administration-have-on-state-attorney-general-activity-01-10-2017/
http://www.jonesday.com/what-impact-will-the-new-trump-administration-have-on-state-attorney-general-activity-01-10-2017/
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