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Major Quality Lapses Force Closure Of Maryland Lab

Baltimore-based Reference Pathology Services of Maryland closed
its doors Sept. 5 after inspectors, responding to whistleblower

allegations, uncovered numerous violations of state and federal rules
that regulators say posed an immediate threat to public health and
safety. The lab’s problems with testing for cervical cancer and sexually
transmitted diseases allegedly go back to October 2002 and continued
until April of this year.

Last spring, the whistleblower, whose identity has not been disclosed,
reported potential problems to Maryland health officials and the
College of American Pathologists, which accredited the lab under
CLIA (Clinical Laboratory Improvement Amendments). After
subsequent on-site inspections and the lab’s failure to correct
deficiencies, CAP revoked its certification and the state suspended
its license. After further negotiations, the lab agreed to close, but will
offer free re-testing to 3,000 patients for chlamydia, gonorrhea, and
human papillomavirus (HPV, which is linked to increased risk for
cervical cancer).
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Political Fallout From Medicare Increase?

Most seniors know that Medicare Part B premiums will rise by
more than 17% to $78.20 in 2005, most don’t like it. Some are

alarmed, others say it’s necessary. Will it become an issue in the
November elections? Combined with dissatisfaction over the new
drug benefit and other Medicare changes, it could motivate seniors
to vote in record numbers, pundits say. That’s why the Democrats
and the GOP are working hard to reach this age group. Both parties
say they’ll “preserve Medicare,” with the GOP favoring more
privatization and Democrats backing stronger fee-for-service.

Premiums, after holding nearly flat from 1994 to 2000, have been on
the rise since 2001. About 93% of Medicare’s 41.8 million beneficiaries
are enrolled in Part B. The U.S. Department of Health & Human
Services updates premiums annually with formulae set by law. Key
factors in the latest hike: congressional mandates for higher physician
and managed care payments and the need to shore up Part B reserves.
HHS said managed care plans passed along their higher payments to
reduce enrollees’ out-of-pocket costs. The agency also announced that
the annual Part B deductible, now $100, will increase next year to
$110. And, starting in 2006, it will be indexed to the average cost of
Part B services for seniors, as required under Medicare reform.
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accrediting bodies handle
CLIA oversight duties
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Closure Of Maryland Lab, from p. 1

The incident comes close on the heels of the Maryland General Hospital lab case
involving thousands of flawed HIV and hepatitis C test results as well as other qual-
ity lapses (National Intelligence Report, 25, 16/Jun 7, ’04, pp. 1, 4-6). The collapse of Refer-
ence Pathology Services has prompted a wider review of CLIA oversight methods.

Maryland health officials have met with CAP representatives
and have been reviewing the College’s accrediting process.

To Nelson Sabatini, Maryland’s Secretary of Health and Hygiene,
the underlying problem is federal reliance on private accredit-
ing bodies for CLIA oversight, a complaint he raised in the wake
of the Maryland General case. This leaves public health and
safety vulnerable to “old boys reviewing their friends’ opera-
tions,” he suggested, adding that it would be far better to enlist
the aid of state regulators. “We need to put a stop to this sort of
collegial relationship [that accrediting agencies have] with the
organizations they review,” he told NIR. Sabatini alleged that
the whistleblower in the Reference Pathology Services case pin-
pointed problems that CAP missed in its last inspection of the
lab in January 2003.

Ron Lepoff, MD, who chairs CAP’s Commission on Labora-
tory Accreditation, strongly disagrees. None of the problems
were present at that time, he said. The only possible issue could
have been failure to perform proficiency testing for HPV nucleic

acid testing; however, the lab had only begun to do such work in October 2002, and
PT wasn’t required until six months later.

Moreover, Lepoff asserted, this case shows that the regulatory oversight system works.
After the whistleblower alert in April, CAP inspected the lab on May 19 and revoked
its accreditation on May 28. “We sent in a world-renowned cytopathologist” who
confirmed the problem with filter reuse for Pap testing, among others. CAP also
confirmed that some of the lab’s part-time cytotechnologists, who also worked for
other labs, sometimes read more than the 100 slides per day that CLIA rules allow.

“One of the most disappointing things in these last few months is that some people
are dishonest,” Lepoff said. This has required revisions to CAP’s accreditation pro-
cess, which had been geared toward finding honest mistakes. For example, CAP has:
❑ Required labs it certifies to post signs by Oct. 1 encouraging whistleblowers to

call a confidential hotline when they suspect problems (866-236-7212, US toll-
free; 847-832-7533 (international).

❑ Established a policy that harassment of whistleblowers is grounds for immedi-
ate revocation of a lab’s certification.

❑ Begun tracking specimens throughout a lab’s workflow, rather than relying so
much on reviewing records.

Members of the Maryland congressional delegation, Democratic Reps. Elijah
Cummings and C.A. “Dutch” Ruppersberger, expressed dismay over the latest news.
In an Aug. 31 letter, they asked Judy Yost, the top CLIA official at the Centers for
Medicare & Medicaid Services, whether CMS still plans to meet with CAP, hospi-
tals, state health agencies, and others to improve CLIA oversight coordination. Yost
has since e-mailed CAP and others, announcing a Nov. 15 meeting on the issue.

Major Deficiencies Cited

Reference Pathology Services allegedly:
❑ Did not perform required controls on

lab equipment and materials to
ensure accuracy of test results.

❑ Re-used, instead of discarding,
TransCyt Filters when processing thin-
prep Pap smears in more than 6,000
cases. The manufacturer prohibits re-
use, which could result in wrong or
missed diagnoses. (The lab’s director
disputes this alleged deficiency.)

❑ Did not report, as required, sexually
transmitted disease cases to the
Baltimore County health department
or cervical cancer cases to the state’s
Cancer Registry, which assesses cancer
programs and how state funds should
be spent by these programs.

The Maryland
lab cases seem
to show “that
the problems
with inaccurate
lab tests are not
isolated to these
two facilities,
could affect any
patient, in any
region of the
country”––U.S.
Democratic
Reps. Elijah
Cummings and
C.A. “Dutch”
Ruppersberger
from Maryland
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Curbs On Rising Costs Trumped Policy Reform Initiatives

Now that most state legislatures have adjourned for the year, one overarching
trend has emerged from coast to coast—worries over healthcare financing

took priority over health policy reforms. The most obvious signs are:

❑ After some abatement this year, state Medicaid spending is expected to rise
sharply next year. In 2004, thanks to a temporary infusion of federal cash, some
economic uptick, and state cost-containment measures, state general fund sup-
port for the joint federal-state Medicaid program increased by only 4.8%. But in
2005, it’s expected to grow to 13.4%, as federal support dries up and healthcare
costs and utilization continue to rise. That’s the forecast in the National Confer-
ence of State Legislatures’ annual summer survey of state budget and tax ac-
tions, to which 44 states responded.

❑ Because of fiscal concerns, lawmakers this year opted for mostly modest incre-
mental health policy reforms. Action centered on issues such as assuring acces-
sible insurance coverage and prevention of identity theft, according to the mid-
year “State of the States” analysis by the national Blue Cross and Blue Shield

Association. Some states approved medical liability
reforms (New Jersey agreed to subsidize malpractice
insurance premiums; Oklahoma capped non-eco-
nomic damages at $300,000) and strengthened Med-
icaid anti-fraud measures (Florida instituted tougher
penalties; California gave its Medi-Cal fraud unit new
authority to inspect the business location of any Medi-
Cal provider at any time). States did little on health
plan regulation—four defeated price control bills;
Minnesota squashed attempts to limit premium hikes;
but New Jersey required individual and small group

health benefit programs and the state health benefits program to cover
mammograms for women at high risk of breast cancer.

Here’s a rundown of particulars affecting laboratory and pathology interests:

Medicaid Spending
In 2004, states got a temporary $20 billion in federal help to cover rapid growth in
Medicaid spending. This year also marked the fifth in a row in which this spending
grew faster than any other state program, NCSL noted. States also sought to close
the budget gap by shifting some Medicaid expenses from the general fund to other
sources. Six states told NCSL they would impose spending cuts across-the-board to
make ends meet. Nine states increased their healthcare provider taxes by $487.1 mil-
lion. Pennsylvania approved a $164 million assessment on managed care organiza-
tions, while New Jersey assessed HMOs, ambulatory medical facilities, and cosmetic

“When budgets started their downturn in 2001,
state legislators knew they were in for a difficult
run, but they didn’t expect a marathon. Though
we’ve seen some improvement in fiscal
conditions, there’s still a long way to go before
we cross the finish line of this crisis”––Marty
Stephens, president of the National Conference
of State Legislatures and GOP speaker of the
Utah House
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procedures for $112 million. Rhode Island
raised taxes on hospitals by $69 million.

Overall though, states are still struggling to
fill budget gaps, said NCSL officials, and
Medicaid is a big part of the crisis. In the
mid-to-late 1990s, states relied on a robust
economy to expand benefits, but as the
economy has faltered, that generous mood
has soured. The extra federal money that
states got this year expired July 1, and states
are hoping for another cash infusion to help
carry them through fiscal 2005. Bills pend-
ing in Congress would provide another $6
billion in relief.

The Florida Experiment
In Florida, as part of an effort to curb Med-
icaid costs, the state has turned to competi-
tive bidding for certain clinical laboratory
services—and some analysts predict this
could become a template for other states and
even for Medicare. Congress has already
mandated work on a Part B bidding dem-
onstration for independent lab services
other than Pap smears and colorectal can-
cer screening (related story, p. 8).

The prize in Florida is a sole-source
capitated contract to furnish independent
lab services to Medicaid enrollees statewide.

Bids are expected from the two largest U.S. independent labs (Quest Diagnostics
and LabCorp), Royco/ESRD Laboratories in Ft. Lauderdale, and a network of
smaller independent labs throughout the state. Currently, about 160 labs share Med-
icaid reimbursement for independent lab services.

The Florida Agency for Health Care Administration is hoping to soon release an
“invitation to negotiate” for the sole-source capitated contract. The agency initially
was going to seek bids based on discounts from the state’s Medicaid lab fee sched-
ule, but that RFP was withdrawn (NIR, 25, 14/May 10, ’04, p. 2). The new approach to
procurement is “the same [as an RFP process], except that, at the very end, there’s
room to negotiate,” said Susan Rinaldi, a medical program analyst with the agency.
The “invitation to negotiate” should be out “in the very near future,” she added.

The new approach has heightened concerns among lab groups that the playing field
won’t be even. “With an ‘invitation to negotiate,’ they can cherry-pick the best pro-
posals,” enabling a favorite bidder to secure the contract by adopting any “best fea-
ture” favored by the state, said Alan Mertz, president of the American Clinical Labo-
ratory Association. Separate concerns have been raised by several lab executives,

Medicaid & Lab Spending Stats

––Medicaid is the Nation’s largest source of funding for
healthcare services to low-income people.

––Current spending: $270 billion (59% federal, 41% state).
––Enrollees: 41.5 million. More than three in four are

children and their parents.
––Enrollment growth: 6.2% for the five years ended

December 2003 (annual average rate).
––Spending growth: an average 9.1% between 1997 and

2003. Over the past three years, growth was an average
9.8% per year.

––Top 5 states that spend the most: New York, California,
Texas, Pennsylvania, and Florida.

––Laboratory spending: $6.7 billion in 2003 (estimated). This
was 2.5% of the national Medicaid budget; the largest
portions went to hospitals and nursing homes.

Distribution of Medicaid Expenditures, 2003

Source: Lab Industry Strategic Outlook, 2005: Market Trends &
Analysis (Washington G-2 Reports, 2004)
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who declined to be named, about a suspected competitive edge that one of the ex-
pected bidders, Royco/ESRD Labs, might have, based on political contributions (for
related coverage, see our sister publication, Laboratory Industry Report, Jun ’04, p. 1).

For the competitors, big bucks are at stake. In the fiscal year that ended last June 30,
Florida’s Medicaid spending on independent lab services increased by 10% to $40.7
million, up from $36.9 million the previous year; in 2000, the total was $25.1 mil-
lion. Annual savings from the Medicaid lab demo are estimated at several million
dollars, hardly a dent in the state’s overall Medicaid budget that now tops $12
billion. Currently, Florida Medicaid reimburses independent lab services at about
65-70% of Medicare Part B rates.

Pathology Direct Billing
This year, the College of American Pathologists won another round in its effort to
get states to mandate Medicaid direct billing for pathology services. The aim is to
prevent physicians from marking up bills to the program for anatomic pathology
services they refer out and purchase at a discount. South Carolina adopted pathol-
ogy direct billing as part of a broader bill (House bill 3891). In Louisiana, which

passed a similar direct billing proviso last year, sup-
porters beat back legislation to repeal it, either in full
or at least for Pap smears.

Tennessee embraced a “disclosure” compromise when
it enacted House bill 3131, a bid to discourage mark-
ups of anatomic pathology and cytology services. The
law requires that when billing patients, physicians must
inform patients what they charge for tests and what
they pay for them. Meantime, the Alabama State Board

of Medical Examiners concluded Aug. 5 that, hypothetically, if a physician billed a
patient the full rate for discounted pathology services, that would amount to ille-
gal fee splitting under state law.

Licensure Of Lab Personnel
Over the past year, legislation to license lab personnel was introduced in Illinois,
Michigan, Massachusetts, and New York, noted Matt Schulze, manager of state
and professional affairs for the American Society for Clinical Pathology. The single
most significant development was New York’s unanimous approval of Senate Bill
3762, which requires a baccalaureate degree for certification of medical technolo-
gists and an associate’s degree for medical technicians; there is no provision for
qualifying based on work experience. At press time, the measure was undergoing
departmental review and recommendation before being sent to the governor.

ASCP and ACLA succeeded in their efforts against proposed requirements for li-
censure of cytotechnologists in Florida. The state’s Board of Clinical Laboratory
Personnel backed down after the lab groups argued that the plan to require bacca-
laureate degrees in cytology would have reduced the number of these highly prized
technologists by one-third, impacting access to tests known to reduce mortality
associated with cervical cancer. ACLA senior vice president JoAnne Glisson pointed
out to the board that there are few educational institutions in the U.S. that offer

 “This year, states are still recovering from
the worst financial crisis in decades, so the
environment is not very receptive to new or
expanded programs. Generally, state
legislatures are working within the current
systems to address health issues”—Susan
Laudicina, director of state services research
for the Blues

State Healthcare Trends
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such a degree in cytology—and none in Florida. ASCP also made headway to es-
tablish certification for molecular pathology technologists, with Rhode Island ap-
proving it and Florida considering it.

In California, an Assembly-passed bill to make it easier for clinical laboratory sci-
entists to get licenses to practice died in the Senate. In response to staff reductions
in the Laboratory Field Services Division due to the state’s budget crisis, the Cali-
fornia Department of Health Services reduced the frequency of its state licensure
exam from twice to once a year. There is a growing backlog of well over 1,000 people
waiting to take the test, and there are many vacancies they could fill if they pass.
The Assembly bill would have required DHS to exempt applicants from the state
exam if they have passed equivalent exams from national accrediting boards or
another state. ASCP and the California Clinical Laboratory Association supported
the bill, while the California Association for Medical Technology campaigned vig-
orously against it. The state is offering temporary licenses for people waiting to
take the test, but lab groups say this is risky. Typically, 60-70% of test takers fail the
exam, which suggests that most people who get temporary licenses are likely to
fail it as well. “So, we are concerned about the possibility of more errors, patient
risk, and patients having to re-do tests,” said ASCP’s Matt Shulz.

In New York, lab groups won a battle to make sure the state doesn’t divert license
and inspection fees from its Clinical Laboratory Evaluation Program to other pur-
poses. Going back to the mid-1980s, the state collected some $4 million to $7 mil-
lion a year for the program; starting in 1996, the state hiked the fees, which soon
totaled $16 million per year. When the state health department refused to disclose
documentation justifying the increase, the American Association of Bioanalysts sued
to obtain it. The state released some of it and was ordered by the court to divulge
the rest. Has AAB seen anything of concern so far? Yes, said AAB head Mark
Birenbaum, noting that some expenses “in there were very questionable.”

The state sought legislative approval to recalculate fee amounts back to 1998, which
would render the AAB litigation moot, and to repeal a statutory requirement limit-
ing fee revenues to the cost of the state’s lab inspection and reference programs (in
effect, giving the state a blank check to charge labs for any state expense). AAB,
CAP, and other lab groups lobbied successfully against these changes.

Broad Outlook For 2005
Eyeing this year’s state legislative debates and trends, the Blues’ survey saw the
following prospects for next year:
❑ State legislators will struggle to close budget gaps by reducing spending for

Medicaid, the State Children’s Health Insurance program, and prescription drugs.
❑ Officials will work to make private insurance plans more affordable and acces-

sible, for example by giving plans more flexibility to design benefit packages.
❑ Efforts to protect privacy will continue, especially in use of Social Security num-

bers by health insurers and other entities.
❑ States will need to make changes to accommodate federal Medicare reforms; in

particular, prescription drug coverage for those eligible for both Medicare and
Medicaid. Starting in 2006, these dual-eligibles will get drug coverage through
Medicare, but states will have to pony up a portion of the costs.

State Healthcare Trends
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Medicare To Look Into New Coding Scheme For Screening Tests

Medicare will consider a proposal by the American Clinical Laboratory Asso-
ciation to simplify coding for pap, prostrate, and occult blood screening, the

agency’s Rich Lawler told the Aug. 20 ESRD and Clinical Laboratories Open Door
Forum in Baltimore, MD.

ACLA wants to eliminate the special HCPCS codes that Medicare assigns to screen-
ing tests covered under Part B. Instead, the association says, physicians would re-
port the same CPT code they would use for diagnostic purposes, and also report a
screening ICD-9 code to show that the testing was covered under Part B.

This is the approach Medicare has taken in its proposed coverage of cardiovascular
and diabetes screening, effective Jan. 1, 2005 (NIR, 25, 20/Aug. 16, ’04, p. 1).

In a recent statement, ACLA said that claims for pap, prostate, and occult blood
screening are often denied by mistake because the current system is confusing.
There are both special HCPCS and ICD-9 codes for screening tests. No matter how
labs design their requisitions, physicians often supply pairs of HCPCS/CPT and
ICD-9 codes that result in denials of claims that should be paid.

Ever since our laboratory stopped reporting Medicare secondary payer (MSP) information
for reference work we perform for patients we don’t see face-to-face, our carrier has been
denying these claims as “unprocessable.” What could be the problem? We’re using Form
CMS-1500 to file these claims.

The Centers for Medicare & Medicaid Services has stepped in to fix this problem.
The agency has told carriers to inform providers like you that “since we no longer
require hospital labs or independent labs to collect MSP information in order to bill
Medicare for reference lab services, where there is no face-to-face encounter with
the beneficiary, labs will enter ‘None’ in Block 11 of Form CMS-1500 when submit-
ting CMS-1500 claims” (Transmittal 17, Change Request 3267, July 16, 2004; effec-
tive Aug. 16, 2004). In your case, check to see if you left Box 11 blank. This is the
block where you show you made a good-faith effort to determine whether there is
another payer primary to Medicare. If you’ve left it blank, your carrier cannot pro-
cess the claim.

The policy change exempting hospital and independent labs from MSP require-
ments when they do not have a face-to-face encounter with the beneficiary is in
accord with the Medicare Modernization Act of 2003. Under the old policy, hospi-
tals had to collect or update MSP information every 90 days. This still holds true
when face-to-face encounters are involved. What if you previously had such en-
counters, collected, and retained the MSP information, but are now billing for ser-
vices without such encounters? CMS says you may use that information for billing.
The agency also warns that the new policy will not be a valid defense to Medicare’s
right to recover when a mistaken payment is later found. See cms.hhs.gov/Manuals/
pm_trans/R228CP.pdf and/R17MSP.pdf.

Under the
ACLA-backed
approach,
Medicare
contractors
would have to
check to see if
frequency limits
were exceeded
before
approving
payment

QUESTION♦ of the M ♦ O ♦ N ♦ T ♦ H
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Lab Coalition Seeks Broad Input Into Medicare Bidding Demo

The Clinical Laboratory Coalition has written to Medicare chief Mark McClellan,
MD, PhD, urging him to ensure input from all sectors of the lab industry in the

competitive bidding demonstration that Congress has required for Part B indepen-
dent lab services. Medicare officials hope to soon hire a contractor to design and

possibly oversee the project. A report is due to Congress
by Dec. 31, 2005.

According to a Medicare task order obtained by NIR, the
winning bidder will be responsible for, among other
things, “organizing and operating a Technical Expert Panel
(TEP).” This will involve selecting members who provide
“expertise from major areas of the stakeholder commu-
nity.” During project design and start-up, the panel is to
“provide a forum for raising and resolving technical, op-
erational, and laboratory performance issues,” but it won’t
be subject to openness and disclosure requirements of the
Federal Advisory Committee Act.

In their Sept. 3 letter to McClellan, the coalition asked for more
than input to the TEP. It wants Medicare to conduct open-door
forums at key milestones in the project’s design; give it a say in
choosing demonstration sites and advising on quality indicators;
and require bidders to bid on and provide all clinical lab tests
available under Medicare. For the latest, join us at Lab Institute 2004,
Sept. 29-Oct. 2, for an update by CMS project leader Linda Lebovic.

Coalition Members

• Amer. Assn. of Bioanalysts
• Amer. Assn. for Clinical Chemistry
• Amer. Clinical Laboratory Assn.
• Amer. Medical Technologists
• Amer. Soc. for Clinical Laboratory Science
• Amer. Soc. for Clinical Pathology
• Amer. Soc. for Microbiology
• Clinical Laboratory Management Assn.
• College of Amer. Pathologists

Payback Time?

The government should recover $84,933 of
salary paid to former Medicare head

Thomas Scully during the seven months he
prevented the chief Medicare actuary from
telling Congress what he thought the Medicare
reform law would cost. So concluded Anthony
Gamboa, chief counsel for the General
Accounting Office, who investigated the
matter. Informed of the actuary’s $534 billion
estimate, Congress (which anticipated only
$395 billion) might not have enacted the law
(NIR, 25, 16/Jun 7, ’04, p. 7). Federal law prohibits
paying the salaries of federal supervisors who
gag workers, GAO said. But HHS won’t ask
Scully, now at Alston & Bird (Washington, DC),
for the money back. HHS lawyers think the
law Gamboa cited violates executive privilege
and the separation of powers.


