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» Messsgefrom Dr. Sundwall:
The over-arching health care
chalenge at present isdedling with
anthrax bio-terrorism.

*Billing and Reimbur sement:
We urged CMS to address the
chronicdifficultieslaboratoriesface
in gplitting daims.

*CPT: Dr. Sundwal will present
ACLA'spostion a the CPT Edito-
rid Pand meting in San Diego.

*Genotyping Guidance: ACLA
submitted commentsto FDA onthe
Draft Guidance.

L aboratory Healthcare Coa-
lition: The Codlition agreed to fi-
nance the publication of an article
based on research conducted by Dr.
Miched Pine.

For moreinformation
regarding ACLA, pleasecall
202-637-9466, or vidt our
webste - www.dinical-labs.org

perhaps more so here in Washington

D.C. and New York City than esawhere.
Theanaogy may not befair, but | sometimesfed
as though we are living in London during World
War |l prior to the blitz - periodicdly there are
helicopters buzzing overhead (I imagine doing
survelllance of the White House), and frequent
drens (I'm not surewhy). And with dmost daily
announcements of anthrax being discovered in
federal buildings and post offices and more
documented cases of exposure, one getsthe sense
that we areindeed under dege. Sodl of usareon
dert, meaningweareanxiousandwonderingwhd,
where, and when the next assault might be.

Notwithstanding the fact that America is
engaged in an unfolding war againgt terrorism -
here and abroad - ACLA has hed a busy month
representing theinterestsof our member companies
While Congress has been focused dmogt entirely
on our response to terrorism, the various agencies
of government continue with their respective
responsbilities Consequently, wehave been dert
to monitor proposed regulations and have made
formal comment when necessary (see reports
below).

The notice of greatest interest throughout the
clinica laboratory community was a document
titled “ Draft Guidance for Industry - Premarket
Notification [510(k)s] for In Vitro HIV Drug
Resistance Genotype Assays’, published by the
FDA for comment. ACLA has been contacted by
severd non-member companies, soliciting our
views of this particular proposd and seeking to
collaboratewith usinmaking publiccomment. The
consenaus is that the FDA intends to regulate in
some fashion “homebrew” HIV resistance tedts
Our collective chalenge isto ensure thet they do
not impose unnecessarily burdensome
requirements, and thet they not extend their reech
to regulate homebrew resgentsin generd.

I ife has changed since September 11,

The over-arching health care chalenge at
present is deding with anthrax bio-terrorism. |
attended alecturegivenby HHS Secretary Tommy
G. Thompson on October 17, where he provided
an overview of the government’s efforts to date,
and stressed the burden on public health
laboratories. | told himthat our member companies
hed provided ass sanceinvariouswaysinresponse
to the terrorist attacks, and collaborated to ensure
the ongoing availability of clinica lab services.
Whilemuch of theburden onthe public hedlthlabs
seemstobetedingfor environmenta contamination
by anthrax and resssuring the "worried wel." |
asked him how our member companies might
compliment effortsby the public sector toded with
the current criss. Hetheninvited us(ACLA ) to
meet with him as soon as possibleto discussthese
issues (see copy of October 19 letter to Secretary
Thompson on ACLA website). ACLA Board
member, Ken Freeman, underscored our
responsbilitiesin hisaddressto the WG-2 Annud
Lab Inditute on October 26, by dding, “As an
industry weneedto reach out collectively to support
public hedlth agencies during this challenging
periodin any way weareable”

Andfindly, thereissomegood newstoreport.
After representativesof theACLA Board met with
Tom Scully, CMSAdminigrator,inNew York City
on September 26, he sent me an email with the
following message: “When | got back from our
mesting | was stunned to learn that it [the fina
negotiated rule for uniform Medicare coverage
policies for clincid lab services| had been lying
around and no one had ared problem withiit. |
was angry - with the process - and pushed it
through”. The rule went to OMB for review on
October 9, 2001, and wehopefor speedy gpproval.
o, lifegoeson and thewhed sof government turn
- sometimes moving forward!
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Billing and Reimbursement

The committee met in the ACLA offices
onOctober 24, 2001, joined by phonewith Glenn
Kenddl, Dan Layne and othersfrom the CMS
Centrd Office Lab and DME Claims Process-
ing Group. Mr. Kenddl offered hisgroup asa
pointer for thelab industry, to channd inquiries
andissuestotheappropriateofficewithin CMS.
He asked for thetop few laboratory claims pro-
cessingissuesthat histeamoould address ACLA
membersresponded with two system-widecon-
cans. Frgt and foremost, we urged CMS to
addressthe chronic difficulties|aboratoriesface
in splitting/forwarding clams for referrasinto
other carrierjuridictions. Wewould gregtly pre-
fer that this problem be resolved by assigning a
singlecarrier to eachlaboratory company for dl
its Medicare clams processing. Second, we
pointed out that many carriersdo not understand
that daimsfor servicesontheclinica laboratory
fee schedule are not subject to purchased diag-
nostic service requirements. Thus, many
carriers erroneously require a “purchase
price’ onclaimsfor lab-to-labreferras, typi-
cally indicated witha“ 90" CPT code modi-
fier. We recommended that a program
memorandum be issued to Part-B carriers
to clarify thisissue.

CPT

The committee met via teleconference on
October 11 and 23. We agreed to devdlop an
ACLA podition statement for presentationtothe
CPT Editorid Pand regarding the College of
American Pathologigs (CAP) proposd for re-
vised CPT codes for hematology tests. Dr.
Sundwadl will present ACLA's position & the
Pand mesting in San Diego on November 8,
2001 - supportingmog of the proposedrevisons,
but vigoroudy opposing adoption of anew code
for a“partid CBC", and for anew code for an

dready exidingtes, theautomated platel et count.
ACLA obtained permisson to submit after the
published deadline one more codeto be consid-
eredforindusoninthe2003 CPT Manud. We
have agreed to share these proposdswith CAPR,
with the understanding they will give usan op-
portunity toreview any propasa sthey might sub-
mit for new clincid lab codes. ACLA hasfor-
warded to the committee a Program Memorart-
dum sent to dl Medicare Contractors on Octo-
ber 26, related to M edicare coverageand coding
for anthrax - related testing.

Genotyping Guidance

On October 29, 2001, ACLA submitted
commentsto the Food and Drug Adminigtration
(FDA) on the Center for Biologics Evaduation
and Research’'s “Draft Guidance for Industry
Premarket Natifications for In Vitro Drug Re-
dstance GenotypeAssays Specia Controls” In
our satement we emphasized the fact that the
draft guidance will difleinnovation in the rgp-
idly changing scientific areaand negetively af-
fectthequality of treetment for patients. Wedso
made the point that the guidance represents a
sudden changeincurrent medical practice, which
is unnecessary and which contradicts the exigt-
ing regulatory framework governing the class-
fication and reclassfication of ASRs. Wedtated
that it would be more logica and reasonable to
addressin-house |aboratory testing through the
CLIA regulatory process. Findly, weconduded
that the draft guidance would cregte an undue
burden on manufacturersof ASRsand thelabo-
ratoriesthat depend on these productsfor usein
in-houselaboratory testing. Theproposad change
would interfere with the reaionship between
physdansandlaboratories, disrupt current medi-
cd care, and could lead to dire consequencesfor
patients and the public hedlth.

A copy of ACLA's commentsis avalable
onthe ACLA website

Laboratory Healthcare Coali-
tion

Johnson and Johnson hosted a meeting
of theCodlition on October 31. Weconsdered
severd optionsfor new initiativesto promote
public awareness of the vaue of clinicd lab
tegting, including: 1) preparing generd interest
artidesfor digtributiontothe popular pressby
a news sarvice, 2) ajoint project with the
AmericanAssociaion of Hedlth Plansandthe
National Committee on Quality Assuranceto
identify dinicdl labtestsusedinHEDI Squdlity
measures and barriers encountered in
extracting such data, and 3) collaborationwith
the Agency for Health Care Research and
Qudity rlated to utilizing dlinical 1ab datain
medical outcomesresearch. TheCodlitionalso
agreed to finance the publication in a peer
reviewed journd of an article based on the
research conducted on our behaf by Dr.
Michad Pine. Hisreport documentedthevalue
of dinica lab datainrisk-adjusted cost models
for hogpitdized patientswith acutemyocardia
infarction, pneumonia, or congestive heart
falure

ACLA to co-gponsor anAACC
Audioconference:

"What Every L aboratory Needsto
Know About Chemical and Bio
Terrorism”

Wednesday, December 12, 2001
1:00- 2:30 pm (EST)

Weencourage dl ACLA membersto
paticipate. You may register on-lineat
www.aacc.org, or by downloading the

registration form from our website.

Calendar of Events — November 2001

November 5
November 8
November 9
November 13
November 13
November 14
November 15-16
November 15
November 20

ACLA Briefing - Robert Wood Johnson Health Policy Fellows
CPT Editoria Panel Meeting

California Clinical Laboratory Association (CCLA) Conference
ACLA CPT Committee Meeting

Waiver of OTC Tests Meeting

Lab Coalition Meeting

Secretary's Advisory Committee on Genetic Testing (SACGT)
AACC Conference on Reforming Lab Payments

ACLA Billing and Reimbursement Committee Meeting

Washington, DC
San Diego, CA
San Diego, CA
Conference Call
Baltimore, MD
Washington, DC
Bethesda, MD
Alexandria, VA
Conference Call
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