G-2 Laboratory Institute Report
October 10-13, 2007
By: John W. Sherer, MT(AMT)
Chair, AMT Federal Government Affairs Committee

10/10/07- Dennis Weissman, President of Washington G-2 Reports in his welcome
and address opened the session giving an overview of the lab industry over the 25 years
since G-2 first started. He stated that in the 80’s, it was all reimbursement concerns, in
the 90’s it was on fraud, abuse, and compliance, and in the 21% century, these issues
continue with lots of industry restructuring, still growing in technology, and innovation.
He stated we are in a world economy and must be competitive in this new arena. He
predicts that within the next 3-5 years, we’ll see some variety of universal health care and
medical care will double in the next 2 decades.

10/10/07 5:45 PM — Where is the U.S. Lab Market Going? Dr. Colin Goldschmidt,
CEO & Managing Director of Sonic Health Care, an Australian lab operation, who has
acquired Bioscienta labs in Germany, labs in Switzerland, United Kingdom, and in 2005
bought Clinical Pathology Labs (CPL) labs in Texas and in 2007 SunSet Labs in N.Y.
City. They are now the largest international lab at $2.1 billion with over $400 million in
the USA market. They have 8 hub labs in the USA including one in Toledo, Ohio. Their
formula for success is a Happy Staff, Happy Customers, and Happy Shareholders and
core values Service excellence, honesty & integrity, Responsibility & accountability,
continuous improvement, and confidentiality. They try to capture the same passion noted
in small labs.

10/10/07 6:30PM — Mara Aspinald, President Genzyme-Topic-* Br ave New Wor | d:
Personalized Medicine & the marri adhr bet ween
stated we must get the message across, “The medical system can not practice
personalized medicine without lab tests”. Tests save lives just like drugs save lives.”

Old paradigm-Trial and error medicine. Doctor observation of problem, try something
and ask, did it work? This is experimental but worked in some cases.

New paradigm- Linking tests to action and therapy. Now Doctor observation, orders
tests, leads to action with predictable response breaking the cycle of trial and error
medicine. She said we need the right drug for the right patient and explained that some
people benefit with no toxicity, others get no benefit but have toxicity, and others must
have the correct dose to have optimal benefit with low toxicity. Today in USA we have
2.2 million people with adverse events in care annually. Medical errors are now the 6™
leading cause of death so we need tests to increase drug efficacy. FDA is part of the
problem in that they only require lab tests for 2 approved drugs. There are 3 where they
recommend testing and 121 where there are no requirements for testing. She indicated
physicians are overwhelmed by the volume of data available on testing that should be
done to monitor drugs and patients also need to be educated so she suggest three things:
More education, more data, change policies by changing standards for drug test
utilization, getting FDA to require testing with the approval process, promote testing as
part of Doctors pay for performance and reform reimbursement system tying it to pay for
performance standards.
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10/10/07-7pm-P.a n e | Di_s c us s i bedndusttydThe&ood thaBadk o f t
and the U g Jonpavid Rlgm Robberit McGannagle, Robert Micel,
Stephanie Murg, Nancy Sasavage with Dennis Weissman moderating. The first
discussion area was concern about the exclusive contract between United Healthcare and
Lab Corp. Mr. Klipp discussed that the trend is for large labs to cut rates, in this case
maybe as much as 50 to 60% of what Medicare pays, now Humana following suit trying
to get even a lower bid.

Mr. McGonnagle responded that word of mouth travels fast, if one carrier gets low
pricing, others will expect the same.

Mr. Mical- While pricing was part of the United formula, they were trying to stop
leakage and Lab Corp paid United $200 million over a three year period for electronics
networking.

Stephanie Murg pointed out that in Japan we’re seeing low ball pricing and a ratcheting
down on payments. She sees the problem that carriers don’t understand the value of lab
testing. An array of other topics where addressed such as (1) Quality of service- Mr.
Micel pointed out that few labs are going away right now and he ask for a show of hands
of people who knew of new lab start ups and there were several hands going up. His point
was why they are still in business and why new starts ups if it’s so bad. (2) Will Medicare
and Medicaid, at some point demand lowest price and are any local labs boycotting Lab
Corp and Quest? McGonnagle responded yes some labs have shifted referrals and Mr.
Micel indicated more hospitals are getting into reference lab business because they are
local and can provide a better service in many cases. He pointed out that in 2005; it was
the first year where states paid more out for healthcare than for education and we will see
over the next 5 years where payers drive down reimbursement. (3) Shortage of personnel
was then discussed. Mr. McGonnagle indicated that 20% of the CAP ads deal with lab
shortages, 44% of labs have shortages and the average age of technical personnel is now
50 so labs moving to automation as a partial solution but this will only be a bandaid to the
problem.

Predictions for the next year- Some comments heard were, formularies to standardize lab
testing will grow, and pharmacia entering the lab business.

10/11/078 AM-Dr . Robert Berenson, MihRsgmmki ng on *
the US Healthcaresystem-Sh oul d Me di c ar eDr. Beeerssah openédéy way ” ?
stating that with the Presidential election next year, there will be a focus on healthcare

reform with a government run program. He pointed out that Medicare has led the way

over the years and since they are the largest payer, they should lead the way on pay for

performance and that is where they are headed. He discussed how the physician fee

schedule is so unweilding and if they go forward, there would be up to 40% cuts in

payments to physicians over the next 10 years which could lead physicians to deny

Medicare patients service and he doesn’t think Congress has the will to pull this plan off.

Dr. Berenson said that 84% of all people over 65 have chronic conditions which means

more hospital days and people with 5 chronic conditions are using up 65.8% of all

medical expendentures while those with no chronic conditions are using only 0.9%.
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9:30 am — Capitol Hill SpotlighttWh at ' s New f or L-&ipsespedkerPat hol og

was Debbie Curtis fr om Re ShebashedBushafdr hisv e

veto of the S-Chip Children’s medical program and said that if you lived in NYC or San
Francisco, setting the floor for child care at $84,000.00 wasn’t out of line. She reminded
everybody that United signed on with Lab Corp at 50-60% of Medicare rates and that
CMS has moved slowly on this Competitive bidding demonstration project to allow much
time for feedback. She commended the lab people for contacting congress with our
concerns.

John Scott of CAP addressed the Physician Payment System. The House passed
legislation called CHAMP HR 3162. The bill provided a 0.5% increase for 2008 and
2009 for physicians instead of the current program that would cut physician payments by
40% over the next 10 years. It also addresses the TC component extending the
grandfather clause another 2 years. The bill also requires HHS to report on the growth of
testing, pay for performance. He also addressed the POD Labs indicating that CAP is not
supportive of these arrangements and that OIG work plan for 2006-2007 calls for
additional study of these practices which turn a $30.00 test into a $79.00 profit.

Jason Dubois, VP for Government relations for ACLA gave an update on competitive
bidding. He indicated that with the change in leadership with Democrats now in control,
they went for repeal legislation and reviewed the events leading to Chairwoman Valequez
introducing H.R. 3453. Regarding ICD-10 implementation, the CLC is trying to slow
down implementation from 2 to 5 years to allow for educating physicians and ensure a
smooth transition. He also addressed Senator Kennedy’s S.B. 736 increasing oversight of
lab developed testing which the lab community opposes. He praised grassroots efforts so
far and concluded by saying, every game counts.

10:45am-“ Testi ng Medi care Lab Competitive

OQu t | diodaLebovic, CMS project leader for this project was the first presenter.
Linda gave a power point outlining the program and all the steps leading up to
announcing the 2 demonstration sites. She reviewed the recent revisions whereby Labs
exclusively serving Nursing Homes would be excluded, where reference labs would not
necessarily have to be winning bid labs, and where labs must now bid on 303 tests rather
than over 1100, the logic being that 303 tests represented 99% of payments by CMS in
2006.

Alan Mertz of ACLA then presented his views, that in his opinion it should be called the
uncompetitive, the unworkable, and unfavorable bidding project. The modifications
amount to no basic change and indicated it is so important we stop this project before it
gets going. Some points he made were that terms and conditions of the contract will be
announced after the bidding , that labs will making a bid not knowing the volume, the
confusion on what is a hospital and or POL non-patient, and the complexity of reference
testing.
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Bob Waters, lobbyist for National Independent Lab Association spoke of reasons he felt
the bidding demo was flawed stating it will not be representative of the market place
because it excludes POL’s or 21%, Hospitals at 42% and no large or small MSA’s and
protocol indicates the bids must be at least 5% lower than the CMS Lab fee schedule. He
encouraged all in attendance to mobilize grassroots support to contact congressman and
senators requesting they cosponsor HR 3453 and S.B. 2099.

11:45 am — Legal & Requlatory Issues in Lab Discounting-Wh at ° s t he 1 mpact
OIG axing its Substantially-in-Excess Rule? Craig Holden Attorney for Ober Kaler

addressed the evolution of the rule “stating “May not bill Medicare “substantially in

Excess” of usual charge first proposed in 1972. The proposed rule of 9/2003 was defined

as 120% of “usual charge” further defined to include contractual rates, to exclude

Capitated and other comparable rates, and federal payer rates. The rule was withdrawn

6/2007 however several states have adopted rules in this regard so it is best to contact and

attorney if there is questions about state laws. The OIG will continue to evaluate billing

practices on a case-by-case basis.

Hope Foster, Esg. Mertz Levin addressed the Lab Discounting issues and fielded the
question is discounting legal regardless of the amount? She stated it is not illegal to offer
discounts below Medicare fee schedules but don’t base it on Medicare referrals and never
describe rates in relation to the % of Medicare business and don’t consider size of
discount if the specialty is higher volume of Medicare patients. A rule of thumb, ask the
question-would this business be profitable without any Medicare business. She advised-
don’t offer a discount below cost of providing the service.

2 to 5:30 pm- Executive Tracks- | attended the track on Legal and Compliance
Workshop. Peter Kazon, Esa. from Alston & Bird LLP predicted that the

“Substantially i n EXc #anshingitrisumbrecomplgcateth ot g oi ng

since the OIG dropped their interpretation. The rule is still in effect. He addressed the
Electronic Medical Record (EMR) rule that originally prohibited labs from providing
software but has changed allowing such but warned that such service will be monitored
and widespread abuse could lead to excluding labs once again. He then addressed Stark
I11, then the new Era of HIPAA enforcement. He stated that most providers did a good
job implementing the Privacy rule but is relaxed on implementing the Security rule and
cautioned Office of Civil Rights (OCR) indicated in the beginning they would allow 2
year for education then start the enforcement. It has been 4 years since the privacy rule
went into effect and 2 years for the security rule, now expect enforcement. He
recommended performing Privacy and Security Audits on focus areas such as review the
original Risk Assessment, policies and procedures, Remote access/laptops, other access
issues, disks and disposal of hardware, employee training, privacy/security breach plan,
check state data security breach laws. Thirty-nine (39) states now have such laws.

Richard Cooper, Esq. McDonald Hopkins LLC spoke on Negotiating Managed Care
Contracts and provided many good tips.

(0
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James W. Marks, Esq. McDonald Hopkins LLC then presented a session on “Finding
Lost Dollars, successfully Challenging Payment Abuse by Managed Care Companies”.
Basically he said understand your contract, Know what the lab is actually receiving,
Demand what the lab bargained for and is entitled to receive and enforce your right to full
payment. Summary-Huge providers are being held hostage where payers feel they can get
by with denying or reducing payments and you can’t do anything about it and we must
change that. A very nice power point was provided.

Friday- 10/11/07-8 am —David King, JD—* Doi nhg Business in Today' s
Market: The view of Lab Corp” —Mr. King was kind of on the hot seat for cutting the
deal with United Healthcare at 50-60% below Medicare fee schedule. His answer to that
was that United drove the negotiations and if Lab Corp wouldn’t have cut relieved that
they didn’t have to provide services at such lower prices which United was certain to
demand. Mr. King stated that 75% of what we do in the lab is a commodity so the
questions were, what make up the other 25%? He responded it is Pathology, Flow
Cytometry, & Fish Testing. Another question-Why wouldn’t L.C. insist on a draw fee?
He responded United has never paid a draw fee. Another question, What does it mean to
be a network administrator? Answer- United is looking for an Oxford model where one
lab is responsible to coordinate with other labs to provide service and all would be
networked so these networks will help hospitals and smaller labs enter results into the
system and grew their business.

Mr. King indicated Labs must sell the value of our service and shared that in United’s
mind, the three determining factors the deal, someone else would have. He further stated
that most smaller labs are #1-Price, #2- Quality, # 3- Access.

845am—-1 t ' s a Mad, Mad Worl d: Lab P4Picing Tren:
Thomas Hirsch, David Nichols, & Michael Snyder served as panelists. David Nichols,
President of The Nichols Management Group LTD consulting firm shared how outreach
testing is growing due to consolidation of large Reference labs, he said major competition
for hospitals is still the large Reference labs and predicted that national contracts will
force more collaboration with the large reference labs. In reference to national exclusive
contract, he said they don’t generally last but the damage does. And now that the United/
Lab Corp deal has been cut, other contractors are asking for 20-30% of Medicare pricing
and this hurts everyone. He predicts we will see decreases in pay per test with all
Managed Healthcare contractors wanting United pricing and this puts new labs at great
risk. To survive, you want to be a leader in your market place, keep your current base,
consider acquisitions, and maybe collaboration with other labs may help.

Michael Snyder, Principal from Clinical Lab Business Solutions —He stated that the Lab

Corp/United deal set a new benchmark for negotiations, that health plans will further cut
costs, we’ll see fewer contracted labs in the future that we’ll see outreach testing move to
a commercial setting and that health plans will require labs to assist in patient education.

Further that core lab testing will not support costs and that labs must bill for co-pays and

deductibles noting that many hospitals have ignored these in the past. To the question,
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how bad is it going to get, Mr. Nichols responded that he had just gone through
negotiating with 20 contractors and they were asking for 20-25% off Medicare fee
schedule pricing. He talked of the need to educate physicians indicating there are so
many inappropriate tests ordered.

P. Thomas Hirsch, President of Laboratory Billing Solutions-He said it could get worse
before it gets better if (1) Competitive bidding with Medicare becomes a reality and semi
works, (2) Blues/Anthem demands the same reimbursement concessions that UHC has
achieved, (3) As more and more contractors view lab services as a commodity which is
reinforced by our own pricing initiatives, and (4) the aging population. Overall he says
lab reimbursement may decline 10% due to new contract pricing.

10:15 am- How Medicare Pays for Lab Services: Changing an Qutdated System-
Teresa Lee, Esg. V.P. Payment & Healthcare delivery Advanced Medical Technology
Association (AdvaMed) discussed H.R. 1321 Advanced Lab Diagnostics Act of 2007
which captures short term and long term reform of lab pricing. She discussed problems
with the current system, that rates were set at 40% discount to traditional “reasonable
charge” payment methodology in 1984, with payment ceilings and updates determined by
Congress with increases rare, and then the problems with Cross-Walk, and Gap Fill
pricing for new tests.

Jeffrey Boothe, Legal Counsel for Clinical Laboratory Management Association
discussed the flaws in the current Clinical Lab Fee Schedule (CLFS) pointing out it only
collected data from independent laboratories in 1983 and that technologies and
methodologies have changed considerably since that time. The fear that if Competitive
bidding goes through, CMS will use the mean bidding prices to rebase the CLFS.
Therefore CLMA proposes to work legislatively to introduce a new fee schedule;
however to the question to participants-should we move to change the Medicare Fee
schedule? Fifty-nine percent (59%) said leave it alone, if they change it, it will probably
be worse.

Elissa Passimont, Executive V.P. of ASCLS shared her thoughts, that with 15 different
MAC payment scales, as routine tests move to POC, that lab service payments will
decrease. She indicated that poor payments to labs has led to shortage of personnel,
where we need 15,000 professionals yet turning out only 5,000 annually. She sees the fee
schedule as a major contributor to this problem. She called for more grassroot support for
the bill admitting it has been slow. The CLMA and ASCLS see this new pricing proposal
as an answer to CMS’s request for an alternative to Competititve bidding and or current
CLFS.

l1lam-Gl obal i zation of Lab Tes+WemadDrl t’' s <cl oser
Arvind Lal, Dr. O.P. Manchanda, and Sachin Shetty of Dr. Lal PathLabs of India tell us

how through globalization they can cut costs to Americans who have no Insurance

comparing open heart surgery in the USA costing $100.000.00 while in India $4,400.00

and on average for many special tests in USA the cost would be $ 52.65 while in India
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$25.35 for the same group of tests. Dr. Lal indicated his lab is the largest Path Lab in the
world and they meet all the USA accreditation standards. He said they would love to
provide lab service to the 40 million USA citizens without insurance.

2:00 pm —Breakout workshops-1  att ended *“ Whildstfortahe Futur e Ho
Technology and Personnel: The Past is not Prologue. Dr. Ronald Laessig, Ph.D. from
Wisconsin Public Health & Environmental Health Laboratories and Sharon Ehrmeyer,
Ph.D. Professor of Pathology and Lab Medicine and Director of the CLS program at
University of Wisconsin. Dr. Laessig is always a joy to hear. He walked us down
memory lane of testing in the laboratory, then CLIA regulation evolution, how the chain
of technologists/technicians has dwindled and how in the next 10 years we’ll need 20%
growth in lab professional and we aren’t even close to getting there. He predicted that
automation with intelligent capability to detect problems and stop action will be
forthcoming, that manufacturers, not labs will control the testing process. Why-because
they can reduce costs and competitors and contractors will demand it. He said labs will
not drive healthcare reform.

4:00 pm —Point of Care Testing Strategies- by James Nichols, PhD., Associate
Professor of Pathology Tufts University. He said that in 1998 there were $4.9 billion and
in 2003 $6.8 billion dollars spent on POC testing world-wide with projected annual
growth rate of 12%. There are now 40 waived tests and he expects molecular testing to be
available on the list in the future. He shared the differences in quality and precision with
glucose meters indicating they should only be used to monitor, not diagnose. Points Dr.
Nichols made in summary, (1) POCT and rapid diagnostics are the future of lab
medicine, (2) Offers the opportunity for laboratory to consult and interact more closely as
part of the patient care team regarding the delivery and oversight of POCT, (3) POCT is
not a threat, but the quality of testing needs to be managed, (4) Utilize POCT device
automation and develop an infrastructure to support program management, (5) The lab
can and should play a key role in the delivery and oversight of POCT quality.

10/13/07-8:30am—-ACL A showed their new DVD “Health f
value of lab testing to overall good health.

8:30 am-The Evolution of the Diagnostic-Centric Healthcare Model: Implications
for the Clinical Laboratory by Bruce Friedman, MD- Dr. Friedman believes labs will
move to the Center of Healthcare in the future. Why? Because with the proper use of lab
tests, diagnosis of pre-clinical and pre-symptomatic disease can be accomplished saving
millions of dollars. He feels that large panels of biomarkers with greater emphasis on
molecular diagnostics and medical imaging are the wave of the future and this will lead
to use of biotech drugs (personalized medicine. He’d like to see lab pathology and
radiology come together under one diagnostic department. To read more about his
visions, go to his blog site at www.labssoftnews.com where he gives daily stories of
diagnoses of less than 300 words.



http://www.labssoftnews.com/
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9:30 am —Selling the Value of Laboratory Services: Defining a Strategic Vision and
Direction. Panel of Mac Grodman, MD, CEO Bio-Science Labs, and Paul Epner,BS,
Director of Healthcare Improvement Initiatives for Abbot Laboratories.

Paul Epner said the mission of “Labs are Vital”, a program to elevate the importance of
lab testing, is sponsored by Abbot to positively impact laboratory professionals by : (1)
Elevating the profile of the lab and its professionals, (2) Extending the lab’s influence
within the healthcare community, (3) Addressing key issues facing the profession and (4)
Delivering enabling tools. Abbbott will be spending over $1 million dollars to help
medical technology programs with instrumentation, reagents and service, promote an ad
campaign “Labs are Vital” and partner with ASCLS and ASCP to launch major
recruitment program for Lab professionals. AMT is listed as one of many partners and to
become an ambassador, or view promotional materials, go to www.LabsAreVital.com.

Dr. Grodman stated that he disagrees with an earlier statement that 70% of lab testing is a
commodity, not when 70% of all decisions made in the diagnosis and treatment of
disease is directed by lab results. We provide a critical service whether the results are
normal or abnormal and just because costs are going up don’t mean the price should
come down. He stated the purpose of “Results for Life” is to educate public and decision
makers on the value of lab services and how it reduces costs not increasing costs. Results
for Life is seeking ambassadors, they will provide materials for professional to go to their
Congressman and Senators to sell our case. Of the two resources, Labs are Vital is more
for the public while Results for Life is more for legislators.

10:45 am- * Goi _ng I nside the Boar dr oo m”Panell h e Roac
discussion speakers were:Mary Del Brady- President of RedPath Integrated Pathology,

Inc, William Manion, MD, PhD, JD, Pathologist at West Jersey Health Systems, Stephen

Sichak, Jr., President BD Diagnostics, and Ran Whitehead, CEO of Oregon Medical

Laboratories. Dennis Weissman was moderator and asked the following questions to

panelist:

“Where will financing of healthcare go over the next year or two and are we looking at
universal healthcare if Hillary gets in”?

Sichak- The danger is the government is getting into it with a fixed amount of money.
The government has a lot to say about money already.

Brady-Feels we need to reduce unnecessary healthcare.

Manion- Our challenge is to keep our costs as low as possible noting at the same time
that most of our health costs are due to smoking, overuse of alcohol, over utilization of
over the counter self administered medicines. He pointed out that Healthcare is costing
17% of the gross national product and it can’t continue to grow. Labs are very important
to decision making but put aside when it comes to money. Labs make visible what isn’t
visible but yet we are invisible when it comes to reimbursement.

Next Question: Where are tests going to be delivered? Is it possible certain tests will go
to India? Most thought testing will stay in USA labs for the time being.


http://www.labsarevital.com/
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Next question: Have Pathologists failed to educate doctors on the interpretation of
results? Response-Doctors don’t want interpretations on the chart for fear of liability and
many think that is their job. Molecular testing may be the answer to forming a better
partnership.

Next question: It is said that the USA has the best healthcare system, but the morbidity
rate compared to other nations doesn’t prove that. What do you say to that? Response-For
those who have healthcare insurance, it is the best healthcare system but for those without
H.C. insurance, it doesn’t measure up.

Next Question: Should we charge more for insuring those with obesity, smokers, and
drinkers, those who make bad choices? Response- Yes, perhaps those making poor
choices should pay higher premiums.

Final Question- What will labs look like in 25 years? Responses — We’ll see Molecular
testing evolving and lab testing will be seen as a greater value. Many Baby Boomers will
demand the latest diagnostic testing. Lab testing will grow because it will be recognized
for its importance in diagnosis and treatment of disease. Preventive medicine will be
more prevalent.



