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ONC Issues Roadmap for Health Information 
Interoperability

HHS’s Office of the National Coordinator for Health Information Tech-
nology (ONC) released a draft Roadmap setting forth timelines for spe-

cific actions aimed at achieving interoperability of health care information. 
The Roadmap seeks to implement the “vision” expressed in the ONC’s June 
2014 concept paper, “Connecting Health and Care for the Nation: A 10-Year 
Vision to Achieve an Interoperable Health IT Infrastructure.”

OIG and FDA 2016 Budgets Highlight Health Care 
Improvements, Reducing Waste & Improving Quality

The White House issued its fiscal year 2016 budget which devotes sig-
nificant funding to health care related issues and improvements. The 

budget summary pledges investment “in America’s Future,” with funds tar-
geting reduced health care spending, the promotion of reforms that reward 
value rather than volume, assistance with the development of new payment 
methods, and incentive for innovation. Of particular interest to diagnostic 
laboratories are the Food and Drug Administration (FDA) and the Office of 
the Inspector General (OIG) budget requests. Here are some highlights:

FdA $4.9 Billion FY 2016 Budget Includes Focus on Precision Medicine
The FDA is seeking 9 per cent more funding for fiscal year 2016, citing 
increased responsibilities including oversight responsibility for a new 
food safety system and the need to add scientists, physicians, analysts, and 
inspectors to its roster of experts needed to meet demands brought on by 
“five major pieces of groundbreaking legislation passed since 2009.”  

The FDA requested funding to support 2016 activities addressing: food 
safety, antibiotic resistance, implementation of the Food and Drug Admin-
istration Innovation Act (FDASIA), drug compounding, the Sunscreen In-
novation Act, facilities updates, and medical countermeasures—including 
diagnostic tests—to combat “chemical, biological, radiological, nuclear, 
and emerging infectious disease threats.” Of most relevance to laborato-
ries is a focus on precision medicine. A good portion of the $4.9 billion 
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requested budget is devoted to “promoting the development and appropriate use of 
reliable molecular and genetic diagnostics—precision medicine tools—to ‘person-
alize’ the diagnosis, treatment, and prevention of disease.” 

Justifying the increased budget, FDA Commissioner Margaret A. Hamburg, M.D., 
stated in a Feb. 2 FDA Voice blog posting that products regulated by the FDA 
“represent over 20 cents of every consumer dollar spent on products in the United 
States.” She said each taxpayer contributes “approximately $8 per year for the vast 
array of protections and services provided by the FDA.”

Precision Medicine
While acknowledging the significant benefits of precision medicine—
namely its ability to “diminish duration and severity of illness, shorten 
product development timelines, and improve treatment success rates,” 
the FDA explains that: “Despite extraordinary advances in technology 
and understanding of disease processes, the development of precision 
medicine and its translation into clinical practice poses a number of sci-
entific and regulatory challenges that block the promise of a new era of 
personalized treatment options.” 

The FDA expressed an intent to increase its resources including the addi-
tion of more “expert scientists and clinicians” to address the “premarket 
evaluation of these new technologies.” More specifically, the FDA prom-
ises to “develop Next Generation Sequencing (NGS) standards” that will 
set criteria for laboratories’ quality systems for performing NGS testing, 

quality assurance and control, and proficiency testing requirements. The FDA also 
wants to “advance the development and use of high quality curated databases to 
provide information on genetic variants and their link to disease.” In fact, the FDA 
has a workshop scheduled for February 20, 2015, devoted to discussing standards 
for NGS. 

Dora L. Hughes, MD, MPH, a senior policy advisor at Sidley Austin and former se-
nior Obama Administration official, notes: “Of the $215 million in funding requested 
for the Precision Medicine Initiative, only $10 million is allocated for the FDA. The 
NIH [National Institutes of Health] will receive $200 million and $5 million will go to 
the ONC [Office of the National Coordinator for Health Information Technology].” 

“The Administration has not signaled that any of this funding will be used to sup-
port the FDA’s proposed regulation of LDTs [Laboratory Developed Tests]. Instead, 
the new dollars are expected to be invested in regulatory science and development of 
new databases, both of which are needed to inform the review and approval process-
es for precision medicine related diagnostics and therapeutics. That said, I would 
expect that this new initiative could have a secondary impact on FDA’s regulation of 
LDTs given the overlap between the two areas of focus,” Hughes says. 

Antibiotic Resistance
Another area of interest to diagnostic laboratories that received significant funding 
in the budget was the issue of antibiotic resistance. The FDA expressed a desire to 
“spur the development of breakthrough diagnostic tests to help control the spread 
of antibiotic resistance in the United States.” The requested funding will, among 

❚ OIG and FDA 2016 Budgets Highlight Health Care Improvements, from page 1

“Of the $215 million in funding 
requested for the Precision 
Medicine Initiative, only $10 
million is allocated for the FDA. 
The NIH (National Institutes 
of Health) will receive $200 
million and $5 million will go 
to the Office of the National 
Coordinator for Health 
Information Technology (ONC).”  

— Dora L. Hughes, MD, MPH 
Sidley Austin



   3© 2015 Plain Language Media LLC, 1-888-729-2315. All Rights Reserved. Reproduction Prohibited by Law. www.G2Intelligence.com

February 12, 2015NATIONAL INTELLIGENCE REPORT™

other things, support use of “an existing genome sequence repository to drive 
breakthrough research on antibiotic resistant bacteria.” The FDA indicated the 
resulting data should help develop “new molecular and genome based diagnostic 
tests and advance the rapid detection and control of resistant bacteria.”

The Jan. 27 White House Fact Sheet addressing the 2016 Presidential budget also 
expressed a commitment to antibiotic resistance, noting that the requested funding 
for antibiotic resistance devoted efforts is nearly double the 2015 allocation. The 
White House emphasized the importance of diagnostic testing in these efforts: 
“Optimal, informed deployment of antibiotics relies on diagnostic tests that can 
quickly and accurately detect disease-causing bacteria, identify the presence of 
antibiotic-resistant bacteria, and characterize resistance patterns.” Specifically, the 
budget seeks to fund development of more rapid diagnostic tests including point-
of-care diagnostic tests to hopefully reduce antibiotic use.

LDTs Not Expressly Addressed
Highlighting its 2014 accomplishments, the FDA’s budget justification mentions 
the October 2014 draft guidance for regulation of LDTs and its effort to “close 
well known regulatory gaps and provide clarity regarding the proposed enforce-
ment for LDTs that pose the greatest risk to patients.” The remainder of the FY 
2016 budget summary doesn’t expressly address future efforts with regard to LDT 
regulation, as noted above. 

OIG Budget seeks Funding to Continue Combatting Fraud and Waste
The Office of the Inspector General’s (OIG) requested fiscal year 2016 budget 
seeks $417 million for its oversight efforts related to the Department of Health 
and Human Services including its joint work with the Department of Justice 
through the Health Care Fraud Prevention and Enforcement Action Team (HEAT). 
The OIG cited in the Executive Summary of its budget justification that the “In-
stitute of Medicine estimated that 30 per cent of U.S. health spending (public and 
private) in 2009—roughly $750 billion—was wasted.” 

Thus, the OIG said it would “target wasteful spending” including “improper 
payments, unreasonable payment methodologies, and unsafe or low quality health 
care.” It also expressed a commitment to focusing oversight efforts on programs 
such as “new payment and delivery models in Medicare and Medicaid.” 

Demonstrating its 2014 successes as support for its requested funding, the OIG re-
ported 971 criminal proceedings (up 50 per cent from 2010) for violations against 
Health Care Insurance (HHS) programs and 533 civil and administrative actions 
including False Claims Act and Civil Monetary Penalty cases and Self-Disclosure 
Matters. It also reported the 2014 exclusion of 4,017 individuals and organizations 
from federal program participation, 1,310 of which are related to Medicare and 
Medicaid related violations. Finally, the OIG highlighted its negotiation of 39 new 
Corporate Integrity Agreements in 2014 and oversight of 205 agreements. 

The OIG pledged that its 2016 budget request would allow it to offer more guid-
ance, take more enforcement action, update safe harbor regulations, and provide 
other educational efforts to help providers improve compliance.

Takeaway: Agency budgets target areas of concern for laboratories including 
innovation, regulation, and compliance enforcement.   
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The Centers for Medicare and Medicaid Services (CMS) proposes increased 
coverage of HIV screenings with changes to the Medicare National Coverage 

Determinations Manual, Section 210.7. The CMS indicates sufficient evidence 
justifies screening all individuals between ages 15 and 65 regardless of risk. The 
CMS is proposing coverage of screening via the Food and Drug Administration 
(FDA) approved laboratory tests and point-of-care tests (subject to FDA and 
CLIA requirements) under the following conditions: 

 f Up to one voluntary annual screening for individuals between 15 and 65 re-
gardless of risk;

 f Up to one voluntary annual screening for those under 15 or over 65 if there 
is increased risk of infection such as those having intercourse, injection drug 
users, individuals who had blood transfusions between 1978 and 1985, indi-
viduals with new sexual partners or partners who were HIV infected or drug 
users; and 

 f Up to three voluntary HIV screenings for pregnant women (at time pregnancy 
is diagnosed, in the third trimester, and/or at labor).

Currently, the existing coverage determination covers claims since 2009 for up to 
one annual voluntary screening for those at risk of infection and up to three volun-
tary screenings for pregnant women. 

This proposed expansion to include screenings regardless of risk is based on 
recommendations from the U.S. Preventive Services Task Force (USPSTF), which 
found evidence demonstrating that earlier treatment reduces the risk of HIV pro-
gressing to AIDS. 

Unfortunately, the CMS notes that HIV infection can occur years before symp-
toms appear; therefore, late detection is common and many HIV-infected individ-
uals in the U.S. are unaware they are infected. Additionally, the CMS indicates 
that individuals between ages 18 and 65 who report they haven’t been screened 
for HIV claim the reason for failing to be screened is they didn’t consider them-
selves at-risk for HIV infection. 

The CMS claims 35 million people are infected with HIV worldwide including 
about 1.2 million U.S. residents. It says “one in seven of those individuals are 
unaware of their infection.” Centers for Disease Control and Prevention (CDC) 
data backs the CMS’s estimates. The CDC reported that in 2010, there were about 
47,500 new cases of HIV infection and since the 1990s there have consistently 
been nearly 50,000 new cases every year. As of the end of 2011, there were 1.2 
million HIV-infected people in the United States and 14 per cent didn’t know they 
were infected, according to the CDC. 

In support of the proposed screening guidelines, the CMS explained its criteria for 
evaluating the reasonableness of screening tests. They include: 

 fWhether the test is easy to administer and can be used by paraprofessionals;

 f If patients would be willing to take the test (because participation is voluntary);

 fWhether the test is accurate;

CMS Proposes Coverage Decision Regarding HIV Screening
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Aproposal to eliminate the in-office ancillary services (IOAS) exception to the 
Stark law for certain services—including anatomic pathology—appears once 

again in the President’s Budget. At the same time, it is receiving renewed atten-
tion thanks to a January JAMA Viewpoint article highlighting the Government 
Accountability Office’s latest report on physician self-referrals, a December 2014 
AARP letter to Representative Jackie Speier (who sponsored legislation to limit 
the exception), and a Forbes article titled “Why Physician Self-Referrals Have to 
Stop Now” (Jan. 26, 2015). In that article, author Dan Munro compared the Stark 
law and the loophole created by the IOAS exception to speed limits: “There’s a 
rich history of legislation (Stark and others) designed to address this controversial 
practice, but the layered exceptions through the years make it too easy to thwart 
and the rules have become comparable to speed laws that insist on 55 MPH when 
there’s no capacity to enforce that at any scale.”

Organizations such as the American Clinical Laboratory Association (ACLA), 
the College of American Pathologists (CAP), the American Society for Clini-
cal Pathology (ASCP), and a coalition of health care associations—the Alliance 
for Integrity in Medicare (AIM)—have spoken out against the IOAS exception. 
ACLA and AIM released statements praising the President’s FY 2016 Budget for 
once again including removal of the exception for certain services. The item has 
now been included in the budget for three years in a row.

In December 2014, the American Association of Retired Persons (AARP) weighed 
in on the debate in a letter to Representative Jackie Speier. That letter supported 
efforts to end application of the in-office ancillary services exception to radiation, 
oncology, anatomic pathology (AP), advanced imaging, and physical therapy, claim-
ing such a change would save Medicare funds and reduce overutilization.

The budget lists potential savings from removing the exception for certain ser-
vices at $6 billion over a 10-year period.

The CAP has promoted efforts to remove the IOAS exception for anatomic pa-
thology services, arguing in an Issue Brief (“Federal Issue: Self-Referral and 
the In-Office Ancillary Services Exception”) that the exception “was intended 
to accommodate certain legitimate physician business arrangements and afford 

IOAS Exception to Self-Referral Law Attracts Renewed Interest

 f The cost of the test relative to the benefit of early detection;

 f Consistency of test results; and

 f “Sensitivity and specificity” of the test. In other words, how well the test 
correctly identifies patients with the disease and rules out those who aren’t 
infected (thus avoiding false positives and false negatives).

The CMS is asking for public comment on these proposed screening recommen-
dations. The comment period is 30 days beginning with the Jan. 29 release of the 
coverage proposal.  

Takeaway: The CMS recognizes the value of early detection and treatment for 
HIV and is expanding coverage for screenings to include individuals between 
15 and 65, regardless of risk.   
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patient convenience. However, AP services are rarely ever done at the time of an 
office visit.” Thus, the CAP asserts, physicians have an incentive to order anatom-
ic pathology services “to maximize their profits.”

As we reported last year, however, physician groups oppose efforts to do away 
with the exception (see NIR, March 13, 2014).

Takeaway: Continued attention from various stakeholders and inclusion in the 
third consecutive federal budget may mean “third time’s the charm” for those 
hoping to remove the IOAS exception for anatomic pathology.   

Aqui tam plaintiff (also called a “relator”) alleged that a health care clinic pro-
vided free services and items to improperly influence the purchase of services 

reimbursed by Medicare. The relator asserted that the clinic violated the Anti-Kick-
back Statute, the Civil Monetary Penalties Law, and the False Claims Act. A district 
court dismissed the claims, however, saying they were barred because the allega-
tions were based on facts already publicly disclosed. The False Claims Act includes 
a provision that prohibits false claims cases based on publicly disclosed information. 

The relator, who operates medical office buildings, was investigating the potential 
for opening a new clinic when he discovered that local clinics were providing free 
services to patients including transportation, expensive meals, and spa and salon 
treatments. 

The services were described on the clinics’ and other websites and were men-
tioned in newspaper articles and advertisements. The relator’s allegations about 
these services were also similar to facts disclosed in state court litigation. A 
Special Master’s Report in that litigation determined that the free items, which 
included free haircuts, coffee, pastries, meals and transportation, could violate the 
Anti-Kickback Statute in the aggregate. 

The court determined that the relator’s allegations were therefore based on, and 
substantially similar to, publicly disclosed information. The relator claimed he 
was an original source because he conducted his own interviews with clinic staff 
as part of his investigation and provided additional details not included in the 
publicly disclosed information. But the court explained that any remuneration 
can be illegal under the Anti-Kickback Law, the relator’s additional details were 
only background information and didn’t “materially add to the public disclosures, 
which were already sufficient to give rise to an inference that the clinics were 
providing illegal remuneration to patients.” 

The court added that barring claims because they were based on publicly disclosed 
information satisfied the objective of the law’s original source rule, which was to 
promote citizens’ efforts to help prevent fraud while avoiding incentives for “oppor-
tunistic suits by private persons who heard of fraud but played no part in exposing it.” 

(United States ex rel. Marc Osheroff, v. Humana Inc., 11th Cir., No. 13-15278, 1/16/15).

Takeaways: Good news: The Humana decision indicates the courts will restrict 
opportunistic qui tam relators who really don’t have original information the 
government doesn’t already have access to through public disclosures.   

Qui Tam Claim Dismissed Because Based on Information Already Publicly Disclosed
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The ONC’s Roadmap advises patients, providers (including hospitals, laborato-
ries, pharmacies, and other providers), payers, government, and researchers on the 
steps necessary to ensure health care information is available and accessible to all 
involved in health care delivery. The ONC defines interoperability in the Roadmap 
as “the ability of a system to exchange electronic health information with and use 
electronic health information from other systems without special effort on the part 
of the user.” The objective is to make health care information electronically avail-
able and promote patients’ active involvement in their health care, well-informed 
decision making, and coordinated delivery of care. Covering a 10-year period, the 
Roadmap is subject to revision and will be updated every two years. Comments on 
the draft are due by April 3 and then ONC will issue a revised Roadmap.

Getting the Right Information at the Right Time
The Roadmap espouses a “learning health system” that engages all 
stakeholders across health care including government, public health 
services, individual providers, hospitals, laboratories, researchers, and 
community organizations. “A learning health system also incorporates 
advanced health models that increasingly leverage technology, such as 
telecommunications technology to deliver health and clinical services 
remotely, that improve access to care across clinical and non-clinical 
community settings.” 

Similar to the concept of the “right test at the right time” that we hear so much 
about in the clinical diagnostic testing environment, the Roadmap calls for an 
“interoperable health IT ecosystem” that focuses on the individual and “makes 
the right electronic health information available to the right people at the right 
time across products and organizations, and in a way that can be relied upon and 
meaningfully used by recipients.” The timeline set forth in the current draft seeks 
to have all stakeholders able to “send, receive, find, and use a common set of elec-
tronic clinical information at the nationwide level by the end of 2017.” 

Hurdles to be Overcome
The draft Roadmap highlights barriers to interoperability, namely:

1. the fact that even accessible data can’t always be easily received and pro-
cessed in a meaningful way;

2. lack of harmonization among laws affecting health information, misconcep-
tions about laws affecting health information sharing, and a need for financial 
motivations promoting interoperability; and 

3. the absence of a method for ensuring information sharing “across disparate 
networks nationwide.”

The Roadmap solicits a “common set of policies and technical standards.” Ad-
dressing one of those barriers, laws affecting health information, the Roadmap 
discusses how misperceptions about Health Insurance Portability and Account-
ability Act (HIPAA) requirements impede sharing of information permitted under 
HIPAA. It also criticizes the fee-for-service payment model as another barrier to 
achieving interoperability and calls for government and private payers to develop 

❚ ONC Issues Roadmap for Health Information Interoperability, Continued from bottom of p.1
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payment policies that incentivize information sharing and reward quality rather 
than quantity of services. 

To achieve national interoperability, the Roadmap says four actions must be taken 
by public and private entities: (1) establish a coordinated governance framework and 
process for nationwide health IT interoperability; (2) improve technical standards 
and implementation guidance for sharing and using a common clinical data set; (3) 
enhance incentives for sharing electronic health information according to common 
technical standards, starting with a common clinical data set; and (4) clarify privacy 
and security requirements that enable interoperability. It provides a series of time-
lines for action for different stakeholders that covers 2015 through 2020. 

standards for Interoperability
The ONC also issued a draft Interoperability Standards Advisory (the 2015 Ad-
visory) discussing “the best available interoperability standards and implementa-
tion specifications” and addressing “clinical health information technology (IT) 
interoperability.” The Advisory doesn’t address transactions relating to payment, 
nor does it address HIPAA regulations and activities falling within their scope. 
Like the Roadmap, the Advisory is a draft and is expected to be updated annually. 
Public comments concerning the draft Advisory are solicited and must be submit-
ted by May 1, 2015.

The selected standards and specifications discussed in the Advisory were chosen 
according to several factors including current usage of the standard or specifi-
cation to comply with existing regulations or by federal agencies in the eHealth 
Exchange, existing use by many stakeholders, and current availability of the stan-
dard or specification. Selected “best standards” in future drafts of the Advisory 
could also include new standards or specifications if they aren’t subject to ongoing 
changes or undergoing “fixes.” 

For more information and to review the 166-page draft Roadmap and the draft 
Standards Advisory, visit the ONC’s website at www.healthit.gov/interoperability.

Sources
Office of the National Coordinator for Health Information Technology, “Connect-
ing Health and Care for the Nation, A Shared Nationwide Interoperability Road-

map,” Draft Version 1.0 (Jan. 2015).

Office of the National Coordinator for Health Infor-
mation Technology, “2015 Interoperability Standards 
Advisory,” (Open Draft, Jan. 2015).

Takeaway: HHS’s goals and timeline for interoper-
ability and health information sharing overlap with 
emphasis on value rather than volume of services.   
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