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PROPOSED AGRES~fE)l'T' REGARDING CLINICAii 

LABORATORIES 

3 SF!C.. _.CLINICAL LABORATORIES. 

S.LC. 

4 (a) REOISTR.A'l'lON OF CER'l'AIN LABORATORIES.-

5 Section 353 of the Public Health Service Act ( 42 U.S.C. 

6 2 63a) is amended-

7 ( 1) in subsection ( d)-

8 (A) in paragraph (2), to rend ns follows: 

9 (2) REQUIREMENTS NOT APPLIC.ABLE.-A lab· 

10 oratory which only performs laboratory examinations 

11 and procedures described in paragraph (3) shall be 

12 exempt from the requirements of reg:stration and 

13 certification under this section.,,; und 

14 (B) by striking paragraph (4)~ and 

15 (2) in subsection (m)(1), by striking "shall 

16 only" and all that follows through the period and in· 

17 serting ''may not impose a fee for the issuance and 

18 rcncwoJ. of c.ertificates of waiver.". 

19 (b) PRoV!DER PERFOR..\CED MICROSCOPY TEST-

20 ING.-Section 353(d) of the Public Health Service Act (42 

21 U.S.C. 263a(d)) (as amended by subsection (a)(l)) is fur-

22 ther amended by adding at the end thereof the following 

23 new paragraph: 

24 " ( 4) APPLICABILITY OF REQUIREMEN'l'8 ·TO 
. . - ... 

·~ . 

25 PROVIDER PERFORMED MICROSCOPY . ''DESTlNQ.-,; . 

.... . ~ .... !f' . •. . ... 
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l Notwithstanding any other provision of law, a lab-

2 oratory that is certified under this subsection and 

3 that pe.rforms provider performed microscopy testiug 

4 shall be subject only to those requirements unrlP.r 

5 this section that the Secretary determines are rel-

6 evant to the examinations and procedµres performed 

7 by such laboratorv.". 

"PERSONNEL STANDARDS - For purposes of determining qualified 

laboratory personnel, purusant to the standards applicable to 

such personnel under this section, the Secretary shall recognize 

certifications provided to such personnel by private sector 

certifying entities. Furthermore, the Secretary shall require, 

withinn five years hereof, that all laboratory personnel demonstrate 

their qualifications, pursuant to the standards applicable to 

such personoel under this section, by such certifcations from 

private sector certifyini·~riti~ies or by 
--~~----P.:"""'"-----

a s determined by the Se.cretary• _,. 
• I \ '\ 

. J -18 (d) PRoFiomNOY TESTING.--Bection S53(t)(~)(D) of 

19 the Public Health Service Act (-i2 U.S.C. 263a(f)(3)(D)) 

20 is amended by adding at the end thereof the following new 

21 sentence: "With respect to a laboratory that successfully 

. 22 participates in three consecutive proficiency testing events 

23 under this pnragraph, the Secretary shall, at the reques~ 
,· 

24 of the laboratory, waive the next scheduled on-site inap~-
it ~ .... • . 
,ti. '.t· .. .. .... ,... , ... 
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1 tion and permit the laboratory to complete a self-assess-

2 ment.". 

3 (e) CLARIFICATION 01', NoTIFll:A'T'lON REQUIRE· 

4 MENTS.-Section 353 (f) of the Public Health Service Act 

5 (42 U.S.C. 263a(f)) is amended by adding at the end 

6 thereof the following new paragraph: 

7 "(5) CLAK!li'lCATION OF NOTIFICATION RE· 

8 QUIREMENTR.-

9 "(A) CHANGES IN M&'l'HODOLOGY.-With 

10 respect to a laboratmy that is certified under 

11 this section, the Secretary may not require such 

12 laboratory to provide notice to the Secretary of 

13 any modifications in the methodology utilized 

14 by the laboratory if such methodology does not 

l.5 . affect the specialities for which the laboratory is 

16 eertitied or the complexity levels for which such 

17 certification is provided. 

18 

19 

"(B) TECHNIOAL SlJPRRVISORS.-With re- . 

spect to a laboratory that is certified under this 

20 section, the Secretary may not require such lab-

21 oratory to provide notice to the Secretary of 

22 changes in the personnel who act as technical 

23 supervisors at suoh lo.boro.tory.,,. 

24 (£) lNSPECTIONS.-Section 353(g)(l) of the Pub.lie 
. . - . •c: •• 

2S H9alth Service .A.ct (42 U.S.C. 263a(g)(l)?,is'8Jllend~ by 
•,r .. 

I 
-~ ....... ~ ... · ..... . 
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l striking "on an announced or unannounced basis" and in-

2 serting "on au announc~tl or, where the Secretary dete:r-

3 mines that public· i:::afety is in jec1pardy, unannounced 

4 basis''. 

s (g) w AIVED TEST REGULATION.-Not later than 

6 June 1, 1996, the Secl'etary of Health and Human Serv· 

7 ices shall promulgate final regulations with reiipect to pro· 

8 posed regulations C!oncerning laboratory cxantina.tions and 

9 procedures that are not subject to the requirements of sec-

10 ti on 3 53 of the Public Health Service Act. 

ll. 
·~ t 
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Key Issues In Medicare Reform 
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1 11111'~ 

Tile Americaa Optometric Anvciatioa 
1505 Prtnce Street Salte 300 

Aln.a.ndria, VA 22314 
Pbone: (703) 739-9200 
FAX: (703)739-9497 

Optometrists understand and share Congress' commitment to slowing 
down the cost growth of federal health care programs. ~ primary eye care pro­
viders, optometrists support systemic eft'orts to control costs while emphasizing 
high quality care in Medicare and other federal health programs. As a profession 
that lw historically maintained relationships with individual patients who pay 
for most of their care with out-of-pocket dollars. optometry also understands and 
supports Congress• efforts to induce greater competition in Medicare through 
reliance on expanded consumer choices and individual incentives to compare 
costs. 

However, for market forces to rruJy take hold in Medicare. Congress must 
ensure that all providers are given the opportunity to compete fairly. And Con­
gress must tab proactive steps to ensure that patients are given access to the full 
spectrum of competing providers. Optometry does not seek broad mandatory 
contracting requirements on health plans, as some "any willing provider" pro­
posals would require. However, to ensure that the transition to a more competi­
tive Medicare proiram goes smoothly, and to ensure that all providers can com­
pete on a level playina field in the reformed Medicare system, optometrists be­
lieve some basic standards of conduct are necessary. To ensure real and vigorous 
competition, on both price and quality iuues, the American Optometric Associa· 
tion urges Congnss to include provisions addressina the following three issues in 
any bill establishing new "health plans" for Medicare '"ipienta. 

Congress should not allow any health plan to arbitrarily discriminate 
apinst any providar based solely oa academie degree, or license, or artificial 
SUidclines such u hospital privileges, but should recognize and promote patient 
access to the divme mix or health providen which have been licensed by the 
states under their traditional regulatory authority. 

Anti-discrimination protections to prohibit plans from arbittarily exclud­
in& whole CWse5 of health professioaals from their provider networks, would 
respect the licensing authority of the states and protect duly licensed providers 
and their patimit3 &om the unfair predatory contracting practices that have been 
employed by some manapd care plam in tbe past. 

Nondiscrimination provisions to prevent these kinds of unfair practicea 
will help ensure that future Medicare patients have access to a greater range of 
capable praviden. and that they enjoy the benefit of the increased competition 
that will result from the inclusion of a broader range of providers in the plan's· 
panel negotiations. 
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Key Issues In Medicare Reform 

Minimum contracting standards to ensure that patients have access to an 
appropriate mix, number, and distribution of qualified practitioners are neces· 
sary to protect patient's acceu to high quality health care. While a managed plan 
must necessarily be able to restrict its pool ofavailable providers, these minimum 
access standards would ensure that patients have access to the full range of Ii· 
censcd health providers and that plans maintained sufficient provider capacity to 
guarantee prompt access to care, regardless of a patient's place of residence, their 
particular health needs, or the time of day. 

Access standards requiring an appropriate mix, number and geographic 
distribution of the full range of providers would also facilitate expanded patient 
choice and greater competition between provider groups with overlapping clini· 
cal authority. 

Quality of care and patient choice could also be augmented by requiring 
all plans to offer an "out·of-~etwork option" for all covered services. While a 
recent study (Milliman and Robertson, Inc.; March 14, 1995) concluded that the 
"inclusion of out-of-network coveraie ... does not, in itself. either increase or 
decrease claims costs", patients exercising this option could be required to a pay 
a reasonable additional fee to help cover any additional related administrative 
expense. In exchange, Medicare beneficiaries who respond to congressiona1 in­
centives and enroll in managed care plans would be assured that they could al­
ways seek alternative care or continue to see a chosen provider if their expecta­
tions of a plan didn't materialize or the plan's panel of providers was later changed. 

While many states have already gone far beyond these requirements and 
implemented "any willina provider" laws which compel managed care plans to 
contract with any provider who aarees to accept the plan's terms, this approach 
emphasizes the patient's interests, and by allowing for an additional fee, responds 
to the administrative concerns expressed by the managed care community. 

An out-of-network option 'Mluld also allow the full range of licensed 
health providers to continue to compete for patients resardless of the 
beneficiary's chosen health p1an or the make-up of the plan's provider panel. If 
a plan u1ed predatory contracting strategies to acquire patient share, only to 
lator withhold care or reduce the size ofits provider panel, this requirement 
would ensure that patienll had other viable options. 

Given the popularity of plans with this feature in the private sector, and 
the general apprehension about Medicare refonn in the senior community, it 
would seem that the inclusion of an out-of-network option requirement would 
be a prudent way to gain increased suppon for Medicare reform, from provid­
ers and patients ahke. 

• 11111~ &~· ,;._.___, • ... . . , llllll'•,..,....,..c"' _......~•c ,,.51X111ion 
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DRAFT LETTER -- PLEASE REVISE AS APPROPRIATE 
AND REWRITE ON PERSONAL LETTERHEAD 

The Honorable Robert Dole: 
Major\ty Leader 
Un\ted States Senate 
clo Ms. Sheila Burke 
ROOll 5-ZJO, U.S. Cap1tol 
Wash1ngton. O.C. 20510 

Dear Bob: 

N0.787 P011 

I hope the incredible schedule you're ma\nta,n1ng these days doesn't 
completely dra,n you of all your good charm! We are all very proud of you 
bac~ home tn Russell. And whtle l know you've never been buster, I hope I'll 
get to sae you back tn the offtce sometime ~ at least before your second 
\nauguration! In the meanttme, Dad and l w'sh you the best 1n the tough 
months ahead. Ht w111 certatnly continue to be here to help you and your 
campaign in anyway we can. 

The reason I'm wrtttng today though ts to brtng to your attentton some 
very real and important concerns optometry has wtth the Medtcare package now 
pending 1n Congress. Ne fear that the current proposals would unnecessarily 
restrict optometry's abtltty to cont1nue serving Medicare pat1ents, as we've 
done effectf vely since you ff rst helped us get Included tn the program bac~ tn 
1987. . 

The problem ts that many 111naged care companies do not currently include 
optometr1sts 1n thttr provfdtr panels. And desptte the profession's 
recogn1t1on under the trad1tional Medicare program, and our ever w1dentng 
scope of cltn,cal author,ty under state lav. our efforts to educate plan 
administrators as to our ab111t1es and secure posft1ons on managed care panels 
have often ttmes been rebuffed. 

The enclosed letter suggests what we are up agafnst. Many plans stmply 
refuse to even constder tnclud1ng optometrtsts tn thetr networks. As 1s the 
case w1th the enclosed letter, 1t often ttmes seems that this dects1on is made 
for purely arbitrary reasons -- not on some just1f1able economic basts. Nh11e 
some of us btlteve this treatment 11 due tn part to an 1nherent professional 
bias on the part of these largely MD-domtnated plans, there also seems to be a 
lack of understand1ng of modern optometry's capab11it1es in the managed care 
connunity. Thts has resulted tn the wtdespread use of btased credentialtng 
requirements that d,sproport1onattly tmpact optometry. 
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for instance, tn some cases plans require every professional provtder tn 
their panel to have adm1tttng pr1v11eges at a hosp1ta1, even though this 1s 
cl\nically unnecessary for the prov1ston of pr1mary eye care serv1ces. In 
other cases, plans have required all applicants for the1r provtder panels to 
have DEA regtstratton numbers, even though optometr1sts who are tratned and 
authorlzed to prescr1be and adm1ntster a var1ety of med1ctnes tn the1r eye 
health practices rarely need or are authorized to prescrtbe controlled 
substances. In Kansas th1s s1tuat1on got so bad we had to go to the state 
lagtslature and get a law passed to ensure that DEA numbers could not be 
misused in thts unintended fashion. 

Whtle many of us understand and have accepted the fact that managed care 
ts here to stay, these kinds of btased credentta11ng requ1rements make tt 
tmpossible tn niany tnstances for us to even compete for managed care 
contracts. As the enclosed latter demonstrates, when panel dec\s1ons are made 
on these grounds, we r&rely get a chance to d1scuss our comparat1ve cltntcal 
and economic attrtbutes w1th plan managers. 

Given this frustrat,ng h,story w,th managed care, you can see why 
optometry ,s concerned about the pendtng Medicare reform leg,s1ation. The 
Republ,can plans to slow down cost growth 1n the system rely heavily on an 
upanded use of managed ca.re. After f i ght1.ng for twenty years to get the 
rtght to see Medicare patients, and spending more than twenty years expanding 
our scope of pract\ce and educat1on to be able to effecttvely serve sentors 
many primary eye hea1th needs, optometry doesn't want to 1ose access to these 
patients overntght. 

Nhat we need 1s some assurances that optometrtsts wtll be ;'ven a 
leg1t1mate chance to compete for spots on Medichoice plans' prov1der panels. 
Ideally, we would 1,ke to see a requirement that plans tnc1ude at least sOlne 
optometrists to provide pr1111ry eye care services for the1r enrollees. This 
would not only ensure that s1n1ors 111ct1ng iaanaged care opt1ons ina.1ntatned 
access to optometry, but 1t would help preserve the ga1ns our profession made 
when we became def1ntd as phystctans under the program 1n 1987. 

Prov\s\ons that would proh1b1t Med1Cho1ce plans from excluding 
optometr\sts based s1mply on the1r 11censt or degree, or any of the other 
arbitrary factors dtscussed earlter, are a1so essenttal. Our ability to 
prov\de h1gh quality, cost-effect1ve care should be the only 1ssue. As long 
1s plans refuse to constder our app11cat1ons s1mply because we are not MOs, 
thts will not bt the case. If nothing else. plans should at least be 
required to just1fy the1r panel seltct1on cr1ter1a to an independent th1rd 
party. Th1s alone would help prompt plans to reconsider tha\r current 
contract1ng po11c1es, and g1va us a better opportunity to be heard when we 
approach p1ans and try to educate them as to our potent,al value as 
cost-effect1ve. pr1mary eye cart prov1dtrs. 

Unfortunately, as th1ngs stand now, the only certatnty for optometry tn 
the current Med1cart reform b111 1s that the opportunities we've tradtt1onally 
had through Medicare's fee-for-service pr~r1.11 wtll be reduced. On the other 
hand, the bill promtses managed care an unprecedented opportunity to expand 
its reach into the $160 btllion Med1care market. S1nce managed care plans 
only serve about 8'I. of the program's benef,c,ar,es now, you can see why we are 
so concerned about securing at least some assurances that we w111 be gtven a 
fair and leg1t1mate opportuntty to compete for Medttare managed care contracts 
t n the future. 
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I understand the American Optometr1c Assoc1at1on has already been tn 
contact w1th you and many others 1n the Convress about th1s 1ssue. They have 
apparently offered some suggesttons about how to resolve th1s problem. I am 
sure there are other potent1al soluttons as well. In any case, as an old 
fr1end and suppe>rter, I would ask that you personally cons1der th1s matter. 
As you know, many optometr1sts have worked hard to support Republ1can 
cand1dates across the country. Most do more than just wr1te a check. Often 
times we are the ones that host the fundra1sers and volunteer our time and 
energ1es at the grassroots level. Overall, I be11eve optometr,sts support and 
more closely 1dentify with the Repub11can party's agenda. And I would thtnk 
most w111 conttnue to do so regardless of the outcome of th1s one 1ssue. 
Ho~ever, I know many have r1ad about the concess1ons that were given to the 
AMA, and be 1 hve that the proposed tr1nsfor111ation of Med1 care wn 1 make a very 
wealthy and 1nfluent1a1 1nsurance c011111un1ty all the more so. All optometry 
seeks 1s some equal cons,deration. 

I realize you are extremely busy. But please. on behalf of my profess,on, 
I ask you to use your pos1t,on to help remedy thts sttuat1on. Thank you very 
much for taking the time to consider my concerns. 

Most s1ncerely, 

15975 
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Bill Morriaon. 0.0. 
120 l Sherwood Park Drive, NE 
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Dev Dr. MonilOn: 

Thank you for your interest in Prererred Plan of Georgia. Our organization l• always lookjns for 
qualiry providers. However, PPOG doci not accept applic:.ations from optometrist. We only 
conltact with ophd\&lmoloji$t r or eye conditiona for OW' members. · 

UI can be of any Nnher usinan~• pleuc feel 6-u 10 P'• me a call at (800) 662 .. 5665, ext 2JO. 

smcer~y. //~ . 

~~~~ 
•.. Provider R.cladons leprescntativt 

.. 

------------Your Pamitr in Mannztd Htolrlr (.art----------

JIM) lh11rnoi1n '"''''left!. '""t 110 • ~\. ,;,..,,,. .lllf1'1-IJll 
&..CWl•tCJ·llfll • l-11111J-M1·!•H • fA.~l~IHIMll-1411 
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® FAX: (703) 739·9497 

MEMORANDUM 

TO: Rep. Bob Franks 

FROM: Chr,s Carey 

DATE: October 20. 1995 

RE: Med\care reform b111 

Thank you for your w\llingness to s1t down and 11sten to optometry's 
concerns about the current Med1care package. Per your request, I've attached 
the lan9uage we d1scussed on Tuesday. I'll .try to brtefly explatn our rea~ons 
for requesttng these changes, and what we believe would be the practtcal 
effects on MedtcarePlus plans tf these changes were adopted. 

First, the second part of our proposed amendment would simply say a plan 
could not deny a provider the r1ght to parttcip1te tn the plan's panel stmply 
because of the1r 11censt or certtftcat1on under st1te lav. Currently, 
althou9h our members art legally authortzed to provtde prtmary eye care 
serv\ces under state medtcal practtct acts, many plans stmply refuse to even 
consider an 0.0.'s appl,cat,on for parttctpat\on 1n the'r panel. FrOffl the 
rejectton letters and reason1ng 91vtn to tnterested optometrtsts In many 
regtons. 1t seems this dec,s,on ts made on a purely artbttrary bas,s. In 
fact, rePorts from our members tndtcate that 1nQutrtes rarely even proceed to 
1 d1scusston of fus. Whtle thh language by ttself would not prevent a plan 
from axclud1ng or 1\m1t,ng the\r prov1der panels on other legttlmate business 
or cltntcal grounds, we btl1tve it would force plans to reevaluate thetr 
credenttalltng polictes, and prevent any compet,ng health profess1on who 
tnfluences a plan's contracttng decisions from ustng the rubrtc of managed 
care to unlawfully boycott optometrists. 

The f1rst paragraph of the proposed 1mendment vould gtve some teeth to the 
antt-d\scrtmtnatton language dtscussed above. As we discussed, it is not an 
any-wtlltng-provtder proposal. However, tt would require a plan to include a 
dtverse mtx of providers In the1r panels. Presumably, this would require a 
plan to include at least some optometr1sts <but not all vho apply>. Hhile we 
understand and acKnowledge your concerns about th1s be,ng percetved as a 
mandate, we think 1t 1s not only necessary to give optometrtsts a real 
opportuntty to compete for managed care contracts. but also warranted tn Jtght 
of the new anti-tru5t protect\ons the btll proposes gtvtng to those 
respons1ble for assembltng the provtder panels for the new MedtcarePlus plans. 
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As we discussed, 1f a plan's med1ca1 d1rector or another group of 
lnfluent\al prov1ders In the plan's panel would seek to exclude optometrists, 
clearly for ant1-compet\the rusons, the appl1cat1on of a "rule of reason" 
standard for any suit challeng1ng th\s conduct would put our members at a 
considerable disadvantage. In protracted l1t\gat1on, we believe the 
comparattvely deeper pockets of our chief compet1tors, MD-degreed 
opthalmolog1sts. would make the use of 1,t1gation In th\s area 1mplaus,ble. 
As Or. Holbransky mentioned, compet1ng MO'S and OD's are already working 
collaboratively \n Medicare today. The requirement that plans tnclude a 
dtverse mtx of prov1ders would help ensure that these k1nds of compet1t1ve and 
open practice patterns conttnue to develop 1n the future. 

Finally, let me aga\n thank you for your w1111ngness to 1\sten to our 
concerns. As a profession that tends to Identify more closely w1th the 
Republtcan party. optometry has largely supported the Repub11can party•s 
overall efforts to reform Med\care. And many of members w,11 undoubtedly 
rema\n act\ve supporters of Republ\can 1eg1slators tn Nashtngton, and back 
home \n the states. However, as things stand now, the only certatnty for 
optometry \n the current Medicart reform btll Is that the reimbursements 
they've trad1t,ona11y received through the fee-for-serv1ce program w111 be 
reduced. S1nce managed care pl•ns only serve about 8\ of the program's 
banef1c1atres now, you can s11 why optometry ts concerned about securtng at 
least some assurances that they wtll bt gtven a fa\r and legtttmate 
opportuntty to compete for managed cart contracts tn Med\care's future. 

I've enclosed a copy of our letter to Speaker G1ngrtch regard1ng these 
issues for your revtew. I hope this ts helpful tn further explatn\ng our 
concerns. I loo~ forward to worktng wtth your office on this matter tn the 
days ahead. Agatn, thank you for ltstentng. 



11/08/95 15:41 . . ADA/ALEXANDRIA ~ 703 527 3830 N0.787 P006 

AMENDMENT TO H.R. Z485/MEDICARE FLCXJR MARK 

Page 20, strike line 34, and tnsert the following there1n --

"<A> the organtzatton estab11shes and maintains adequate arrangements wtth 
a sufftctent number, mtx, and dtstrtbutton of health professionals and 
provtders to assure that such benefits are made available" 

Page 20, line 54, stdkt 11
•

11 and insert theretn, 11
;, and". and followtng 

subsection <D>, tnsert the followtng new subsectton --

"CE> the organ,zat1on does not deny any health care professtonal, based 
solely on tht professtonal's ltcense or certtftcatton as applicable under 
State law, the ab11tty to parttctpate tn provtd1ng benefits under the product, 
or be retmbursed or tndemntf\ed for provtd1ng such beneftts. 11 

15775 
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'"JtATIENT PROTECrlON STANDARt>S 

"SEC. 1853. tal DtSCLOStJR£ TO EN1tOLLEES.-A MedicarePlus 
orga.niz.ation shall disclose in clear, accW'ate, and standardized 
form. information rerarding all of the following for each 
MedicarePlus product it offers: 

"(l> Benefits under the MedicarePlus product offered, in· 
cludinc exclusions &om coverage and. if it is a hieh deductible/ 
medisave product, a comparison or benefits under such & prod· 
uct with benefits under other Medic:arePlus products. 

"(2) Rules reeardin1 prior authoriiation or other review re· 
quirements that could reNlt in nonpayinent. 

"CSl Potential liability for cost·sharinl for out·of·necwork 
services . 

.. £4) The number, inix. and distribution or partieipatinc 
providen. · 

"(5) Tbe financial obligations of the enrollee, includinr pre· 
miwns. dedu~ibles, co·payments, and maximum limits on out· 
of-pocket losses for items and seNices <both in and out of net· 
work> . 

.. (6) Statistics on enrollee satisfaction with the product and 
orranization. includi.nJ rates of reenrollment. 

•(7) Ezuollet rirhts and res~nsibilities, includinc the 
erievance process provided under subsection (() . 

.. £8) A statement that the Ult of the 911 emerrenc:y tele· 
phone number is appropriate in emersenc:y situations and BA 
explanation of what constitutes an tmergeney situation . 

.. <9l A descriptioa of the orranization '• q\l.Blit)' assurance 
program under subsection td>. 

Such information shall be diaclosed to each enrollee under this part 
at the time oC enrollment and 8' least &nDually there&Aer. 

•(01 ACCESS TO SERVICES.-
,.(1) IN Ol:N'EIW.. -A MedicarePlus orraniiation off'erin1 a 

MedicarePlus product may restrict the providers from whom 
the benefiu under the product .are provided so Jonr as-

·t.A,1 •b• °C8"PiUtiQa mak•I liWltl "HIWU a11aile\Me 
and accessible to each individual electinc tht product with· 
in the product service arta with reasonable promptness 
and in a manner which assures continuity in the provision 
of benefitS; 

"CB> when medically n.c11sary the orpniution ma.kea 
such benefits available and 1cc111ibl1 2' houn a day and 
7 days a week: . 

·fC> the produet providts for reimbursement with rt· 
SptCt to HMCH whieb are COVtrtd under IUbP&raJr.l:Phl 
<Al and CBl and which art provided to such an individual 
o~htr than throush the or1aniE1tion, if-

•m tht services "'•rt medically necessary and im· 
mediately r~uirtd bec:auae ot an unfor11een illness, 
injury, or condition. and 

•m; it w11 not reHonable Jiven the circumstances 
t0 obtain the services du·ourh the orcaniiation: and 
•(D) coverace is provided for emerrency services <as 

defined in paracraph 14)) without npri:l co prior author· ... I. 
iz:ation or tht emerrency care provicilr's contraC't\lal rela· 1 - -... ...... ~ 
tionship with the organization/( t MIC) --------"' ""''' t'\~ -A&tJ"""' 
"(21 MINlMUM PAYMENT LEVELS WH£RE PROVIDCNO POOO· \t.uil&!Ad~ "-t.H. ·, ,.4~C6f~ 

OF·SERV1CI COV'tRAOE. -If a MedicarePlus product provides ~-i--- ,~ ~ 
benefiu for items &nd services lnot described in paragraph 
1111C>1 through a network of providers and also permits pay. 
ment to be made undtr the product for such items and services 
not pro,-ided through such a network, the payment level under 
the product with respect to such items and services furnished 
ouuuie the network shall bt at least 70 percent for. it the e(-
rc~,,in• ~Qlt\.•5hannc ra"e li 00 percent, at least 40 percent! or 
the lesser of-



• 
f 

I ,._.. I ._, I I '-'V·-· 

SAME LETTER SENT TO HOUSE AND SENATE LEADERSHIP (List Attached) 

The Honorable Newt G,ngr1ch 
Speaker 
U.S. House of Representatives 
Room H-230, U.S. Cap,tol 
Washington, O. c. 20515 

Dear Speaker G1ngr1ch: 

1 lllll~Am . 0 t . A .. 
I, encan p ometnc ssooat1on 

11111 1505 Princ.:e Strl::!et •Alexandria, VA 22314 • (703) 7 J1J-1:1ioo 
I) FAX: (703) 739-9497 

October 12, 1995 

The Amer,can Optometric Assoc1atton commends you for taking a leading role 
1n the ongoing efforts in Congress to reform and restore the ~hort-term 
solvency of the federal Med\care program. As Hedtcare prov1ders. we 
apprectate and share your comm1tment to slow1ng the rate of increase in the 
program's annual costs, so that we can protect and preserve the system for 
future generations. 

More \mportantly, as a profess1on that corit1nues to provide the buH. of 
the nation's ·primary eye care through a vartety of prtvate payment 
arrangements. we welcome Republ,can proposals to open up Medicare and provide 
Medicare enrollees with the.same kinds of coverage opt,ons privately 1nsured 
Americans now enjoy. We share your belief that the 1ntroduct1on of 
competition between providers and between competing health plans will enable 
Med\care to serve our nation's sentors In a more responsive and more 
cost-effective manner. 

Nonetheless, we art writing you today to express our deep concerns about 
several features of the reform bills now being considered in Congress. We 
believe these bills, as currently written, w111 only serve to stifle 
compet1tion and unntcessartly harm the ,nterests of our pat,ents and our 
profession. He urge you to consider our concerns and appropriately remedy the 
fo11ow1ng inadequacies w,th the Medicare reform packages that were just 
recently reported out of committee. 

1) Prov,der Non-Discrtmination. 

Hhile both the House ~nd the Senate b1lls env1sion the mt9rat1on of 
m'llions of seniors to new managed care plans, netther b\11 provides 
suff\ctent safeguards to protect agatnst tnter-profess1onal dtscriminatton or 
collustve credent1a111ng practices by plan admfn1strators. The omiss1or. of 
s1gn\f1cant due process standards to protect provtders once they join a plan, 
and the failure to require phns tu \nclude an objecthely determined number. 
mix, and d\strtbut1on of approor1ately licensed health professionals \n their 
prov1der panels, 1nv,tes abuse and threatens the pat,ent's ab11ity to select 
and matntatn relattonsh,ps w'th providers of their liking. 

Headquarters: 243 N. Lindbergh Blvd.• St Loul5, MO 63141•(314)991-4100 •FAX: (314) 991-4101 
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As they have done 1n recent years, Med,care managed care plans would be 
free to contract w1dely w1th a diverse and well d,str1buted collection of 
providers 1n1t1ally, to ga1n market share, then pare back thetr panels later 
,n an effort to reduce administrative costs and deter the enrollee's ready 
access to and ut,11zat1on of servtces. Hh11e optometry has proven its abtlity 
to provtde cost effecttve eye care and market our services directly to 
fee-for-serv1ce and self-pay,ng, non-1nsured pat1ents, under the current 
proposals there ,s no mechanism to ensure that we could negotiate in good 
faith for contracts w1th Med1carePlus organ1zat1ons. 

T~e combination of enrollment 1ncentfves, toothless due process and access 
requirements, and 11m1tat\ons on dtsenrollment, suggests that plans could 
eas11y lure many of our current sentor pat1ents ,nto the,r networks, then 
arb;trar1ly restrtct them from conttnu1ng to see us down the road. Although 
we ~now thtt we could continue to prov,de htgh-qua11ty care as parttctpattng 
members of these plans' provider panels. our expertence w1th managed care to 
date has conv1nced us that our cltntcal abtltttes and cost-effectiveness alone 
are often not enough to secure a spot on a plan's panel. 

In fact, even though we are as accustomed to practtctng prtmary eye care, 
and more numerous and more wtdely dtstributed than our chtef competitors, 
MD-degreed ophthalmologists, we are often precluded from even applying for 
parttcipatton tn many plans. Very s1mply, as tt stands today, desptte our 
authority under state law to pract1ce primary eye cart, many managed care 
companies refuse to avan talk to optometrtsts when forming thetr provtder 
panels. These discrtmtnatory pol1c1ts are not a result of economics or the 
so-called market at work. as fees are never evan discussed or C0111Pared. The 
only plaustblt explanation for thts realtty seems to be professtonal btas on 
the part of the plan. Not cotnctdently we feel, the medtcal directors who 
control c11ntcal pol1cy dects1ons and many of the board members of these 
organtzattons are •ed1ca1 doctors. · 

To pr1v1nt Medtcart reform frOll becoming a vehtcle for the codiftcatton of 
these ktnds of ant1-compat1t,vt pract,ces, and to ensure that Medtcore 
pattents aren't unnecessartly forced to change providers, we ask that you 
place· some spectftc prov1der non-dtscrt•tnatton 1nd panel capactty 
requtrements on Med1car1Plus plans. Hhtle we understand that the concept of 
managed care necessartly raqutres plans to restrtct the number of providers 
they uttltze, plans should not be allowed to arbttrartly prohtbtt an entire 
class of ltcensed health care professfonals from parttctpating tn their 
networks. W1thout the 1ncluston of prospect1ve due process protections that 
would require plans to justtfy tha1r contracttng dec1stons to an tndependent 
arb1trator, the proposals' current provtstons pertatntng to "access standards" 
for MedtcarePlus plans are tnadequate to prevent the conttnuat'on of this 
tnter-professtonal dtscrimtnatton. In fact, by clearly stattng that a plan 
could restrict tht prov1ders tn tts panel, wtthout spelltng out any 
ltmttations or condtttons on the exerctsa of thts pr1v11ege, the legtslatton 
your party has proposed would only serve to sanctton these discriminatory 
practices throughout the Med,care market. 
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In order to retain the good w111 and continued support for Med\care 
reforms in the optometr,c commun1ty. we respectfully request that you insert 
some meantngful non-d1scr1minat1on protections in the bill before proceeding 
to floor votes. Many of our member optometr\sts have already contacted you 
and your colleagues to explatn the 1mportance of these provisions to them 
personally. He would be happy to br1ng 1n additional doctors of optometry to 
describe the obstacles they currently face in th1s regard if you so desired. 

2> Anti-trust Exempt1ons for Provider Service Organizations. 

Finally, in light of the preceding discussion on the need for 
non-discr\minat,on provisions. we ask that you recons1der your proposal to 
prov1de "provider service organizations" spectal treatment under the 
anti-trust laws. As other consumer and compettng insurance groups have 
already po1nted out. the recent prol1feration of phystctan sponsored health 
plans in the market and the dearth of ant1-trust enforcement actions ta~en 
aga1nst such plans to data makes the need for these exemptions specious at 
best. 

Hhat is clear, however, ts the fact that these proposed changes would 
greatly strengthen organtzed med,ctne•s already s1gn1ftcant advantages over 
other licensed health professionals. If enacted, these prov1s1ons would 
insulate PSN's from effective anti-trust scrut1ny, as any public or prtvate 
complaint about a PSN 1 s pr1c1ng or contracting practices <w1th regard to a 
MedicaraPlus product> would be destined to result 1n extended litigation under 
a rule of reason analysis. Gtven the comparat1vely deeper pockets of HOs, 
other health profess1onals, such 1s optometrists, would essent1ally lose the 
one tool they now have at their d1sposal to enforce the rules of fair 
compettt,on. The most disturbing language concerns the protection, from per 
se rev,ew, of conduct taken by a plan or by its 1ndiv1dua1 member prov1ders in 
the establ1shment of tht plan's panel. This amounts to an open invitation for 
HD-domtnated PSNs to boycott other competing· health professtonals. And ghen 
the current om1sston of prospecttve non-d1scrtm1nat1on contracting standards. 
and our professton•s coll1cttv1 exper1ence w1th managed care products now on 
the market, we ba11eve many plans wtll setze th1s opportunity to protect thetr 
owo. 

Fortunately, the Leadersh1p st111 has time to correct thtst flaws before 
the Medicare package 1s brought to the floor for a vote. Ne too want to make 
thts b111 "better and bttttr" as tt moves through the 1eghlat1ve process. Ne 
hope that you w111 work with us to do just that wtth regard to these two very 
crtt1ca1 tssues for optometry. We look forward to hearing frOll you soon. 

Sincerely, 

9:!t:!!::r 
Washtngton Off1ce Otrector 

JM: cc 
l 575Sll 579S 



I t•/5 J48rv from: AMERICAN COLLEGE OF RADIOLOGY -- --
Contact: Michael J. Bernstein 

Keri J. Sperry 
(703) 648-8910 
(703) 648-8912 

For Release: 
October 30, 1995 

Radiology Association Says Weakening Self-Referral Law 
Hurts Patients, Wastes Money 

The American College of Radiology (ACR) opposes the provisions passed 
in the House of Representatives Medicare reform bill that remove the limits on 
physician self referral because patients deserve better. 

The ACR is a major national medical specialty association composed of 
about 30,000 radiologists, radiation oncologists and radiological physicists. 

The ACR has long held that physician self-referral arrangements lead to 
inappropriate utilization of medical services and that the justification for 
development of these abusive and unethical arrangements is largely contrived. 

Studies from prestigious scientific publications, such as the New England 
Journal of Medicine and the Journal of the American Medical Association, have 
repeatedly found that where referring physician arrangements exist, the normal 
economic forces of competition do not apply. The ACR believes these 
investigations clearly show that this type of market control has led to increased 
utilization and higher prices. 

Many groups oppose these self-referral practices, including the American 
Medical Association. The AMA's current ethical policy states that "in general, 
physicians should not refer patients to a health care facility which is outside their 
office practice and at which they do not directly provide care or service when 
they have an investment interest in that facility." Unfortunately, despite its 
ethical policy, the AMA has supported the legislation to weaken self-referral 
~~ . 

The ACR strongly believes that exploitive and unethical practices should 
not be condoned under the guise of competition or deregulation. Easing limits 
on self referral will waste tax dollars and ultimately hamper rather than 
encourage competition. 

Patients deserve better. Provisions to weaken self referral laws must be 
opposed. 
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Rationale for Amending "NEW EXCEPTION FOR SHARED FACILITY SERVICES" 

\"'-'hile stripping the shared· facility services exception found in the House bill 

is preferred for the conference report, the following changes to this section 

would be a must inclusion to prevent huge - •747 variety" - loopholes that 

would allow abusive arrangements to proliferate. Physicians and business 
entrepreneurs will undoubtedly attempt to use any such exception to permit 
joint ventures that have been properly excluded to date the current self­

referral laws. These changes to the House proposal should help to curtail 
those who will attempt to abuse any shared facility exception. 

The most telling omission in the House's current legislation is the fact that a 

shared facility is permitted even when the medical building contains other 

facilities providing the same services. The language noted under the general 
section for "shared facility services• would eliminate this loophole. 

In addition, the definition of "shared facility• needs to incorporate language 

specifying that a "shared facility" should be a separate legal entity, in which 

revenues are shared in a manner that does not take into account the volume 

or value of referrals made by the shared facility physicians. 

Finally! it is extremely important that any shared facility exception to the 
physician self-referral laws not supersede the current kickback statute. 

Consequently, incorporated by reference are the requirements for space and 

equipment rental and lease revisions in the kickback act and for the "sale of 
practice" provision of the •safe harbor" regulations for the kickback act as 

promulgated by HHS. 

P. 06 
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AMENDMENT OFFERED BY 

FOR H.R. 2425 

Beginning on Page 224, line 18, and ending on page 227, 

line 10, to amend as follows: 

(d) NEW EXCEPTION FOR SHARED FACILITY SERV­

ICES.-

(1) IN GENERAL.-Section 1877(b) (42 U.S.C. 

1395nn(b)), as amended by section 1520l(b)(3)(C), is 

amended-

(A) by redesignating paragraphs (4) 

through (7) as paragraphs (5) through (8); and 

(B) by inserting after paragraph (3) the 

following new paragraph: 

"(4) SHARED FACILITY SBRVICES.-In the case of 

a designated health service consisting of a shared facility 

service of a shared facility-

"(A) that is furnished-

11(i) personally by the referring physi­

cian who is a shared facility physician or 

personally by an individual directly em­

ployed ~ndet the general supervisioa of 

~ such a physician, 

I 
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"(ii) by a shared facility in a building 

in which the referring physicians furnishes 

substantially all of the services of the phy­

sician that are unrelated to the furnishing of 

shared facility services, md where th£ 
building contain., .no other facility providing 

the same services. and 

"(iii) kHl only to patients. of a shared 

facility physician; and 

"(B) that is billed by the referring 

physician or a by tbe group practice of which the 

physician is a member.". 

(2) DEFINITIONS.-Section 1877(h) (42 U.S.C. 

139,nn(h)), as amen<le<l by section 1~20 J (b)(6), is 

amended by inserting before paragraph (4) the fol­

lowing new paragraph: 

"(l) SHARED FACILITY RELATED DEFINI­

TIONS.-

"(A) SHARED FACIUTY SERVICE.-The 

term 'shared facility service' means, with re­

spect to a shared facility, a designated health 

service furnished by the facility to patients of 

shared facility physicians. 
11(B) SHARED FACILITY .-The term 

'shared facility' means an a SeJ»rate legal entity. 

includin& but not limited to a comoration. 

partnership. professional c9rporation. f acuity 

P. 08 , 
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practice plan, or similar entity ~hat furnishes 

shared facility services under a shared facility 

arrangement, 

"(C) SHARED FACD..ITY PHYSICIAN.~The 

term 'shared facility physician' means, with 

respect to a shared facility, a physician (or a 

group practice of which the physician is a mem­

ber) who has a financial relationship under a 

shared facility arrangement with the facility. 

"D) SHAREDFACil..ITY ARRANGEMENT.­

The term 'shared facility arrangement' means, 

with respect to the provision of shared facility 

services in a building, a financial arrange­

ment-

"(i) which is only between physicians 

who are providing services (unrelated to 

shared facility services) in the same build­

ing, 

P. 09 

"(ii) in which the overhead expenses 

of the facility are shared, in accordance 

with methods previously detennined by the 

physicians in the arrangement, and where 

revenues ar~ sfutmd in a manner that doc~ 

not talce jnto account the yolume or value 

of refcrr;ds made by the shared facility 

physicians. among the physicians in the 

arrangement,884 

J 
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"(iii) which, in the case of a corpora· 

tion, is wholly owned and controlled by 

shared facility physicians& 

"(iy) which me~ts the space and 

eguipment rental and lease provisions set 

forth in section 1877(b) C42 U.S.C. 

J 395nn!e)(l)(A) and (8)). and 

"(v) which. when one or all of the 

shared facility physicians cease to maintain 

their medical practices or no longer are 

members of the group practice. is sold or 

transferred in accordance with .the "sale of 

practice" regulations set forth at 42 CFR 

Part 1001.". 

P. 10 
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224 

1 "(E) with a contract with a State to pro-

2 vide services under the State plan under title 

3 XIX (in accordance with section 1903(m)) or a 

4 State MediGrant plan under title XXI; or 

s "(F) which is a MedicarePlus organization 

6 under part C or which provides or arranges for 

7 the provision of health care items or services 

8 pursuant to a written agreement between the 

I 
9 organization and an individual or entity if the 

i 10 written agreement places the individual or en-

~ 11 tity at substantial financial risk t'or the cost or 

12 utilization of the items or services which the ,in- .. 
13 di~ual or entity is obligated to provide, wheth-

14 er through a withhold~ capitation, incentive 

15 pool, per diem . payment, or any other similar 

16 risk aITangement which places the Individual or 

17 entity at substantial financial risk.,,. , .... II/'~-·:,,./ ..... \. 

18 (d) NEW ExCEPTION FOR Slwui:D FACILITY SERV-

19 ICES.-
I 
I 

' 
20 (1) IN GBNERAL.-Section 1877(b) (42 U.8.C. 

l 21 1395nn(b)), as amended by section 1520l(b)(S)(C), 

I 22 is amended-i 

-~ 
23 (A) by redesignating paragraphs (4) ~ '! 

!I 24 through (7) as paragraphs (5) through (8); and ; 
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I 

I 1 (B) by inserting aft.er parag:i'aph l3) thH 
1 

I 2 folloY.ing new paragraph: 
\ 
l 3 "(4) SHARED FACILITY SERVlCES.--·Jn the case 
I 

I 4 of a designated health servic1~ consisting of a shared 
I 

\ 

5 facility service of a shared fa<!ility-

6 "(A) that is furnished---: 

7 "(i) personally by th~ 1'\:.l'm·rn l~ tJhfsi · 

8 cian who is a shared facility physician or 

9 personally by an individ11al directly em-

10 ployed or under the ~ ··v~r .... i l{tJf.tt'·1·1is1w, ..,i 

11 such a physician, 

12 "(ii) by a shared fucihty in a buHdin~ 

13 in which the refening phy&ician furnishes 

14 substantially all of the services of the phy-

15 sician that are unrelated to the f1.1rnishlng 

16 of shared facility services, and 

17 "(iii) w a patient ot a shared tacHit.Y 

18 physician; and 

19 "(B) that is billed by the referring physi· 

20 eian or a group practice or whith the physician 

21 is a member.". 

22 (2) DEFINITIONS.-Section 1877(h) (-t:~ :TH c 
23 1395nn(b)), as amended by section 1520l(b)(6), hi 

24 amended by inserting before paragraph ( 4) thA fol-

25 lowing new paragraph: 
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1 "(1) SHARBD FACILITY RELATED DEFINI· 

2 'l'IONS.-

3 ''(A) SHARED FACILITY SERVICE.-The 

4 term 'shared facility service' means, v-ith re-

5 spect to a shared facility, a designated health 

6 service furnished by the facility to patients of 

7 shared facility physicians. 

8 "(B) SHARED J..,ACILCTY .-The term 

9 'shared facility' means an entity that furnishes 

10 shared facility services under a shared facility 

11 arrangement. 

12 

13 

14 

"(C) SHARED FACILITY PHYSICIAN.-The 

term 'shared facility physician' means, with re­

spect to a shared facility, a physician (or a 

lS group practice of which the physician is a mem-

16 her) who has a financial relationship under a 

17 shared facility arrangement with the facility. 

18 "(D) SHARED F.A.CJLITY ARB.ANGEMENT.-

19 The term 'shared fa(lility arrangement' me.ans, 

20 with respect to the provision of shared facility 

21 services in a building, a financial arrange· 

22 mentr--

23 "(i) which is only between physicians 

24 who are providing services (unrelated to 

IDl 1425 R.FS 
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1 shared facility services) in the same build-

2 mg, 

3 "(ii) in whiQh the overhead expenses 

4 of the facility are shared, in a.ecordance 

5 with methods previously determined by the 

6 physicians in the aITangement, among the 

7 physicians in the arrangement, and 

8 "(iii) which, in the case of a corpora-

9 tion, is wholly owned and controlled by 

10 shared facility physicians.". 

11 (e) NEW EXCEPTION FOR SERVICES FURNISHED IN 

12 CoMMUNITIES WITH No ALTERNATIVE PRoVIDERS.-

13 Section 1877(b) (42 U.S.C. 1395nn(b)), as amended by 

14 section 15201(b)(3)(C) and subsection (d}(l), is amend­

lS ed-

16 (1) by redesignating paragraphs (5) through 

17 (8) as paragraphs (6) through (9); and 

18 (2) by inserting after paragraph (4:) the follow-

19 Ing new paragraph: 

20 "(5) No ALTERNATIVE PROVIDERS IN .AREA.-

21 In the case of a designated health service furnished 

22 in any area with respect to which ·the Sceretary de-

23 termines that individuals residing in the area do not 

24 have reasonable access to such a designated health 

25 service for which subsection (a)(l) does not apply.". 

HR2425 RFS 8 

P. 14 
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AMENDMENT OFFERED BY 

FOR H.R. 2425 

Page 220. Strike line l through page 220, line 4, and 

insert the following: 

"(C) Outpatient physical or occupational 

therapy services. 

"(D) Radiology and other diagnostic services. 

lf(E) Radiation therapy services.". 

Page 220, Strike line 11 and all that follows through 

Page 220, line 20. 

P.03 
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I 
1 

I 
\ 

I 
I 
\ 
I 

I 
I 
i 

1 

2 

3 

4 

5 

6 

219 

(C) in paragraph (2), by striking "or who 

have such a compensation relationship with the 

entity". 

(6) In subsection (h)-

(A) by striking paragraphs (1), (2), and 

(3}; 

7 (B) m paragraph (4)(A), by striking 

8 clauses (iv) and (vi); 

9 (C) in paragraph (4)(B), by striking 

10 "RULES.-'' and all that follows through "(ii} 

11 FACULTY" and inserting "RULES Jl'OR FA0-

12 ULTY''; and 

13 (D) by adding at the end of paragraph ( 4) 

14 the following new subparagraph: 

ts "(0) MEMBER OF A GROtJP.-A physician 

16 is a 'member' of a group if the physician is an 

\... 17 owner or a bona tide employee, or both, of the 

18 group.". 

19 SEO. 15202. REVISION 01' DESIGNATED BEAi.TD SERVICES 

20 SUBJECT TO PROKIBmON, 

21 (8) IN GBNERAL.-Section 1877(h)(6) (42 u.s.c. 
22 1395nn(h){6)) is amended by striking subparagraphs (B) 

23 through (K) and inserting the following: 

24 "(B) Parenteral and enteral nutrient.a, 

25 equipment, and supplies. 

P. 04 
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"(C) Magnetic resonance imaging and 

computerized tomography services. 

"(D) Outpatient physical or occupational 

therapy services.". 

(b) CONFO.RMING AMBNDMENTS.---

(1) Section 1877(b)(2) (42 U.S.C. 

1395nn(b)(2)) is amended in the matter preceding 

8 subparagraph (A) by striking "services" and all that 

9 follows through "supplies)-" and inserting "serv-

10 ices-". 

11 {2) Section 1877(h)(5)(0) (42 U.S.C. 

12 

13 

14 

lS 

16 

17 

18 

19 

1395nn(h)(5)(C)) is amended-

(A) by striking. ", a request by a radiolo· 

gist for diagnostic radiology services, and a re­

quest by a ra.dia.tion onc~logist for radiation 

therapy," and inserting "and a request by a ra­

diologist for magnetic resonance Imaging or for 

computerized tomography", and · 

(B) by striking "radiologist, or radiation 

20 oncologist" and inserting "or radiologist". 

21 SEC. 115208. DELAY IN IMPLEMENTATION lJNTD. PRO~ 

22 GATION OF REGULATIONS. 

23 (a) IN GENERAL.-Section 13562(b) of OBRA-1993 

24 (42 U.S.C. 1395nn note) is amended-
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THE CLINICAL L~BORATORY IMPROVEMl:NT AMENDMENTS OF 1988 (CLIA) 
AND PHYSICIAN OFFICE LABS (POL.a) 

EXAMPLE DEFICIENCIES AND IMPLICATIONS FOR PATIENTS 

r 11 I 

The following exampl• are taken from reports by CLIA surveyors. describing 
acwa! deficiencies found In POLI. Th11e tXQl'nples represent common probl.n& In 
POL.a, discovered through CUA 1urvey1 and proficiency testing. Many of th•• s;m.Jblem1 
would have gone undetlCtBd without CUA and would likely reappear if CLIA 11 repealed. 
Congreea I• currently con1lderlng legialatton that would exempt POL.s from all CUA 
r~ulrementa (except tor PaQ 1m88). 

IMPROPER STOAAQE OF TEST 8PECIM!NI AND MATERIALS 

fgmRlt J: 

Spectman1 collected tor gonorrhea cultur• were etored In a refrigerator or freezer 
for up to 30 day1. However, gonorrhea bacteria are very Hnaitive to cold and wlll 
die If kept below body temperature. If handled property, the 1pecimene would 
nave been placed in a special medium 10 that the tllt proceee would begin 
immediately. No po1itive ta&t results for gonorrnea were reported by thia 
laboratory. 

lmpllcatloo for catjeota: Poaaible compllcation1 from undatected and untreated 
gonorrhea Include sterility, pelvie Inflammatory dla818e, urethritis, amniotic 
lnfaction syndrome, and premature births. Untreated inf8Ctlon1 may also lead to 
further spreading ot the dleeue. 

Eymp!e 2: 

All cnemlatry specimens fer an enzymt:t test were frozen for up to two weeks. The 
l~atory ignored the tat instructions, which warned that freezing specimens 
would cauae falsely low teat values. 

!mclicatlgn tor eatianta: Phyalci1n1 use enzyme t&ITS to acreen tor heart diHUe, 
liver diseue, and muscular and bone disorders. A falsely low value for a cardiac 
(heart) enzyme can result In failure to detect a heart attack. A talae liver enzyme 
level may concaa1 hepatitis, clrrhoala, c·~ngeative heart failure, pancreat1ti1, or 
Infectious mononuclaoals. In MCh case, inaccurate t11tlng may r•ult In failure to 
provide appropriate treatment for these sertoua condltiona. 

Eymp!e 3: 

A lab refrigerated apeolmen1 for rapid strep t"ting tor four daya before the telt 
wu performed. Howewr, the Instructions for tnt tllt uaed by thl1 laboratory 
warned that specimens ehould be refrigerated for no more thll"I thrff days before 
testing. 

------------ ·-
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1mplication tor patjeots; Rapid &tiep testa are used to confirm suspectec:! 
streptococcus A infection• (M1trep throat"). Failure to perform th& test promptly 
def•aie the purpoaa of the "rapid" teat, which allows treatment with antibiotics to 
begin immediately. Using speclmene that are too old to be property teated may 
also cau1e Inaccurate ruults. Failure to detect and treat a contagiou1 strep 
infection (due to a 1'fal11 negative• rasult) may allow the Infection to spread, and 
can lead to rheumatic heart dl1aue. Inappropriate use of antibiotics {due to a 
"faJ•• positive·• result) can 8110 affect patientl' health, and may facilltate the growth 
of drug-resistant bacteria, which present a serious public health problem. 

Ex1CJ1Cl8 4: 

The in1tructlon1 for a hemoglobin A 1 C tat 1pectfted that specimens are stable 
for up to 1even daya, It refrlg•lled. How9V9f', when Interviewed, a lab's staft 
9tat8d that 1peoimen1 are etable for &-10 days. Tatlng In thl1 laboratory wu 
completed within 10-12 daye. 

Implication tor patJ10ts: Hemoglobin A 1 C tests are commonly uaed to monitor 
diabetic Patients, providing phyalclant a muaure of the patient'• blood glucose 
(sugar) level over a period of time. Thit information 11 u1ed to help determine the 
patient's insulin dosage. If specimens are not t88ted within the tMt manufacturer' a 
rec:ommended time, the r11ult1 may be falsely low, atrectlng the plllent'e 
treatment. Inappropriate treatment for diabet• (e.g. too much or too little Insulin) 
can lead to coma or death. 

ExamDll §: 

A laboratory left a urine culture specimen in an Incubator for 11 days. rendering 
It unacceptable for testing. Such 1ampla1 are generally Incubated for 24-48 hours 
before tasting. There wu no evidence that the laboratory wu aware of the error, 
which would Invalidate any test results. In fact, no test ruults were reported for 
thia patient, of which the lab wu a.110 unaware. 

lmplic@tion for 01tjeot1; Undetect8d and untreated urinary Infections can cause 
uremic poisoning, kidney damage, 111d renal failure. 

EJtmO!t 8: 

A gynecologist who had been In practice for over 30 YMrl uHd the office radiator 
to Incubate fungal cultures. Moat fungal cultures 1hould be incubated at room 
temperature or 30 degrees centigrade with 40·50% humidity. Radiators have 
fluctuating t"mperatures and excessive heat may kill the fungua by drying out the 
culture media. 
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lmglicati90 for patients: Failure to i~curately diagnose and treat fungal infections 
may cause unnecessary dllCOmfcrt 1nd. In patients wittr dllbet• or impalred 
immune systems, can lead to more serious infection•. 

Examp!t 7: 

An otlstetrleian/gyneeologist performed glucose tolerance tests on pregnant 
women using equipment that had no records of calibration. maintenance. or 
Quality control procldur11. An ln1paction of the lab found quality control materials 
that were frozen and outdated. 

!mpl!Cftlon foe patloota: Inaccurate g1uco1e test r•ulta In pregnant women can 
lead to mlldiagno•ed geltatlonal dlabares, whlcti may endan;er the life of the 
mother and the baby. 

Fmp11s: 

A laDoratory stored 11duaco1a- (a sugai· drink used In glucose tolerance tastlng for 
diabetes) In the same refrigerator u potentially lnf9ctloue biological 1p8Clmans. 

!rnplicatlon for pat1ont1: Patients w•r• unintentionally axpoaed to lnfectioue &gents. 

INADEQUATE LABEUNQ AND TRACKING OF TEST SPECIMENS AND RESULTS 

~pl11: 

Lab ltatt labeled a patient apeelmen with the name "Browna and ordered a test for 
this patlant Howwer, during a survey of the lab, they Aid the patient' I nam• was 
actuaJly nsrownvllla1

• When this name could not be found In the lab's computer 
records, staff concluded that It muat be "Browntown•, since a patient by that name 
had been H&n In the office that week. ('M'lile thie incident le reaJ. the names are 
fictitious.) 

Implication fpr pat!anta: ldentlfleatlon ot patient apeoimena wu baaed on a 
procees of elimination. Thia procedure •• or lack thereof -- offered no guarantee 
that the test results reported for a patient actually belonged to that patient, or that 
treatment wu baaed on the proper test results. 

Eymple 2: 

"Post·lt" notes (which fall off easily) were used to label patient specimen• while 
awaJling testing. No other identification appeared on the speclm•ns. 

lmclieatloo for cat1ent1: There wu no certainty that patient specimens were 
identified correctly. 
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FAILURE TO POLLOW MANUFACTURER'S INSTRUCTIONS IN PIAFORMING TESTS 

ExamPlt 1: 

A laboratory performing strep taetlng nevAr hact a positive strap r•ult. The test 
kit lnoluded three bottles of chemical reagents, with lnstrUcttcn1 to add them in 
the order of bottles 1, 2. and 3. However. tl'le labor1tory'5 staff wu adding them 
in the order of bott1e1 i. 3, and 2. Thay had Inadvertently 1witched the bottl• and 
did not take the time to read the bottle labels 88 they performed the teet. Quality 
control ehecl<I were never performed and all tllt re1ulta were negative. 

!mol!r.Jl!lgn for patients; Rapid strep teata are u1ed to oonftrm suspected 
streptococcu1 A infections ('strep throat"). Failure to detect and tree a strep 
infection, baaed on a llfalae ne;atlve• result, may allow the infection to apread, 
which can lead to rheumatic heart di1eu1 and death. 

Eymple 2,; 

A phy1lcian's wife conducted ISO tlltl In her hu1band'1 omce labormory. She 
used her own blood as the quality control material for cholaterol teata, since her 
chol88tero11eve1 was routinely checked by her doctor. However, cholesterol levele 
fluctuate as much u 40% over time, baaed on overall health, phyaloal condition, 
and activities (e.g. uerciae, diet, alcohol c:onaumptlon, infections, tim• of day or 
year, iJregnancy, medication, etc.). Thu1, an individual's cnot..ierol level cannot 
btt relied on u control material. 

lmplicotlon for Patients: Failure to accurately diagnose and treat high chclmterol 
oan lead to arterlo1clero1!1 {hardened arteriM), 1trokes. coronary heart dl1eua 
and heart attackt. 

use OF MALFUNCTIONINQ TEST EQUIPM!NT AND MATERIALS 

i;gmpta 1: 

Function checkl that eignaJ whether an instrument is operating property showed 
that a testing lnltrument wu not in good condition. Hematology controls 
(1ampl• of known value tested before patient specimens to en1ure tne tMt 11 
capable of producing accurate r91ult1) were run up to 26 tim88 before ot:>talnlng 
an aOolptable reading. However, th• laboratory ignored tti•• quality control 
alarms and ran teets on patient 1pecimen1, 1ome of which produced abncrmal 
raeultl. 

lmp11w1on me pauenw: Hematology t•ts are routinely used to diagnose anemia, 
bleeding dlsorder1, lnf9ctions. dehydration, or inflammation, and to monitor 
cancer patientl on chemotherapy. There wu no way of knowing whether tne 
results produced by this lab were accurate. 
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Examc112: 

A laboratory continued tc tut patient ipecimens even though l!S chemistry 
analyzer needed repair and It• water source was contamlnBied. The lab also used 
quality control material• and chemical reagent& beyond their expiration dates. In 
addition, th• lab's system for Identifying specimens failed to clearly link them with 
the correct patient. 

1mpoem10n tQr patltota: All patients teeted during thl1 period should have b88f'l 
ret81ted. However, because of the llb't faulty ttaoklng eyatem, patient& could not 
be identified and no retesting wu done. Patients received queetionable teet 
r•utta and were not Informed of tnla fact. 

Eymplt 3: 

A labor.iory performed t88ting on an Instrument that wu not caJlbrated because 
tney had lost the equipment' a caJibrator etrip. The staff lllO ignored bullt·IO alarms 
indicating Instrument failure, and did no quality control tlltl to check tha 
Instrument's condition. SUed on resulta obtained from this in1trument, four 
patlanta were diagnosed and treated for Iron deflclancy anemie. 

lmcllcation fQr pm11m1: There waa no way to determine whether the te1t reaulta 
were accurate. Unnecassary treatment for Iron deficiency anemia (iron 
1upplement1, blood tran&fu1lon1. etc.) can be harmful to patients, u wall as 
adding financial coats. 

FAILURE TO DETECT CLEARLY INACCURATE T!IT R!IULTS 

Example 1: 

A laboratory taJl&d to detect teat reaulte that were much lower than the normal 
upected range for a chemlatry tllt that meaaurea potaallum lsvel1. The error 
wu not investigated and Incorrect retults were reported to the patienta. The fact 
that the lab wu performing the tMt Incorrectly wu not dlacovered until It failed 
proficiency teating (reQuired by CLIA). 

lrncllri!tion for patitnts: Potaaalum tats are commonly u88d to monitor treatment 
tor hyperteneion (high blood preaaure), which wmiout medication can lead to 
oomaw stroke, or death. Inaccurate lab t91tlng thlt shows falllly rtigh or low 
potaa11um lev111 can result in failure to provide appropriate treatment and 
Increased health care COltl. 

Example 2: 

Patlentl tl'Hted with coumadln (a blood tninner) for hMrt dlaeue are regularly 
monitored for the ablllty of their blood to clet (uaing ''protime• and "J;)artial 
prothrombin time" lacoratory tuts). At ona HMO aatallite offioe, all teat reaulta 
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were ty·r:iicaJ Of patients not on coumadin :1.e. snorter clotting tim~a), including for 
thoae who actually wera taking the drug. When thee• patients were retilited by 
the HMO'a other satellite omca. the results were higher (i.e. longer clotting timea). 
aa expec:ted for patients on coumadln therapy. 

Implication for patient&: Tell re1ult1 cannot be accurately Interpreted without 
regard to the patient's history (e.g. age, gander, medication usage, etc). Thi• lab 
failed to discover that Its tatl were producing Inaccurate results because it did 
not consider whether the results were appropriate tor the particular patients 
Involved. Aa a result, Inappropriate treatment may have b.,, pr•cribed. 

E111Dgla 3: 

A laboratory doing llpld pron11 tllting (cholllterol and triglyceride teeta) reported 
r98ulta to exC811lvely unuauat that they were cle.ty meaning!... Some 
percentage r•ulte were recorded u greater than 100", and eome choleeter~ 
reeultl were u high u 31.000 mg/di (normal rang• are typically between ~-~O 
and 220 mg/di). The lab alao reported potaSSium level& (crttlcaJ for patients with 
high blood preeeure) and platelet counts (euentlal in blOOd Clotting) that were 
obviously inconsistent with life. 

Implication tor oatients: Test reeultl were reported without regard to tneir qua!ity. 
making accurate diagnosis and treatment of patients im~o11ible. 

Exomplf 4: 

A laboratory filled to accurately is"1terpret 111en1ltlvlty testaA that show which 
antlblctica will be effective In treating a bacterial dlauae. Thaee tuts involve 
meuur1ng the dlatance b.tween bacteria growth and a particular antibiotic so that 
physicians can ohooee the mo1t ~proprlata drug. However, many llboratorlee 
merely look for an abaenee of bacteria growth around an antibiotic (rather than 
measuring th• distance between them), and reporting the bacteria as •sansitive" 
to the drug. Without a standard measurement procedure. the rMuit may ba 
Inaccurate or misleading. 

lmolica1loo tor patllOfl: If bacteria are incorrectly reported u "sen1ltlve", patients 
may be trMted with an inlffaetiv• antibiotic that only Hrvea to create a stronger, 
more deadly bug. Wh•n bacteria are ta11ely reported u 0realltant' (the oppoaite 
of •een1ltivei1, patient& may recai\le a strong• and more 8F*"•ive drug than 
neoes1ary, which may be harmful to both their health and their pocketbooks. 

ExamPlfii 

A laboratory performing ayphilla teats reportwd nagll!ive raaurta for 800 
consecutive tests. They very seldom had a positive syphilis reault. The surveyor 
inspecting the lab believed there were errcre in the lab's tatlng procedure and 
Questioned the lab's 1uparvi1or about the testing resulte. The supervisor stated 
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that people In lier area were less prom'scuous tl'lan people In the surveyor's 
home town (a large city), which explained the lack of poa1tiv1 results. 

lmpljcatloo tqr patjant1: Failure to accurately diagnose and treat syphilis can lead 
to dementia, bllndnea1, and 1terility. Failure to identify contagious syphilis carriers 
also has serious implications for public health. 

R!LIANCE ON SUBSTANDARD TESTING PERSONNEL 

Ewnole l: 

A laboratory director faJled to recognize that testing personnel hired under 
contract were performing far below acceptable ltlndard1. For example, th• staff 
failed to follow test manufacturers· Instructions and often fmled to do quality 
eontrol checks to ensure accurme r•ultB. Whan control t8lta w•• performed and 
Indicated equipment fallurea, patient 1pedmens were tested anywfl/. 

!mp!leattoo for ;atjenta: None of the te1t reautts produced by thl1 substandard 
laboratory could be relied on aa valid. Wnlle the tel'llng per.annal were hired 
under contract to tl'le lab, the laboratory director wu reepon1lble fer ensuring that 
Quality standard• for trie laboratory were met. 
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CLIA FACT SHEET 

WHAT IS CLIA? 

.. The Clinical Laboratory Improvement Amendments of 1988 superseded the 
original Clinical Laboratory Improvement Act of 1967. CLIA 188 set uniform quality 
standards tor all clinlcal labs and was passed with broad bipartisan support. 

CLIA applies to all laba that conduct ttsts on human specimens for health 
purposu -- for example, tests on tissue, blood, urine and other samples to detect 
cancer, HIV, diabetea1 and other dlaeuea. 

CLIA PROVISIONS ARE BASED ON COMPLEXITY OF TESTS 

~ CLIA provisions are based on the complexity of teats, not the type of lab where 
the testing occurs. Thus, labs performing similar tests must me- slmllar 
1tandards, whether located in a hospital, doctor's office, or other 5ite. 

CLIA eatabliihed three categories of tests: waived tests, moderate complexity 
tests, and high complexity tests. Waived tests -- simple tests with small chance 
of error or risk -· are exemiJt from virtually all CUA rules. 

PROVISIONS FOR MODERATE AND HIGH COMPLEXITY TESTS 

,. Personnel and profjcjency testja.g; CLIA SetS minimum qualifications for all 
persons performing or supervising lab tests. Labs must also participate In an 
approved proficlancy testing program . 

., Qua!!tv oootro!: Laba must have systems for monitoring testing proc988ea and 
equipment to ensure proper operation and accurate rssults. 

Cvtology testing: CUA sets special rules for cytology testing Including workload 
limits, speclaliz1:1d proficiency testing and personnel standards, and quality control 
procedure•. 

REGISTRATION, INSPECTIONS AND FEES 

• CUA was designed Al a self·funded program. 

.. 

o All clinical labs must register with HHS and pay a nominal certificate fee. 

o Most labs performing moderate or high complexity tests are Inspected 
every two years, with fees assessed to cover Inspections and oth1:1r 
program costs. 

Labs ex1:1mpt from routine federal ln1pectlons Include tl'lo1e performing only 
waived test~. labs In which speoifled practitioners do only certain microscopic 
tests, labs accredited by approved accrediting organizations, and labs In states 
that approve or license Clinical lab1 under standards at least as stringent as CLIA. 

-----------·---
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PROFILE OF PHYSICIAN OFFICe LABS (POLI) AFFECT!D BY 
THE CLINICAL LABORATORY IMPROVEMENT AMENDMENTS OF 1988 (CUA) 

MOST LABS REGIST!ReD UND!R CUA ARE PHYSICIAN OFFICE LABS. 

• Of the 152,000 clinical labs registered under CLIA in 199e, 89,000 (almost 59%) 
are POLs, most of which had no quality oversight prior to 1892. 

... In oontrast: S.8% of all registered labs are in nursing facllltles, 5.6% In hospitals, 
4.8% in home health agencies, and 3.8% are Independent labs. Smaller 
categori11 include labs In HMOs, schools, dlalysie units, and other facilities. 

In 1993, POLs billed the Medicare program approximately $ 2. 7 billion for 
diagnostic laboratory tests. 

58% 01' PHYSICIAN OFFICE LABS FACE MINIMAL REGULATION UNDER CLIA. 

• Virtually all CLIA rtjquirements are waived for 35% of POL;. These labs do only 
$imple tests deemed by HHS to have very small chance of error or risk to 
patients. 

... An additional 24% of POLs are exempt from routine Inspections under CLIA. 
These labs conduct certain moderate complexlty tests ("provider-performed 
mlcrosoopy11

) performed by physician1 or other practitioners as part of a patient 
exam. 

OTHER PHYSICIAN OFFICE LABS DO MORE COMPLEX T!STS, SOME AT HIGH 
VOLUME. 

,. The remaining 41 % of i:>OL.a conduot moderate and/or high complexlty tests, 
which, 11 done incorrectly, would place patients at significant ri1k. 

These POLs do a broad range of tilts with moat certified for more than one 
laboratory specialty. 

,. 17% of these FOLs conduct more than 10,000 teats per year. 

"' Only moderate and high complexity POL.s are subject to all of CLIA'a quality 
standards, with stricter standards for high complexity tests. 

SURVevs • PROFICIENCY TESTINQ IMPROVE QUALITY IN LABS. 

,. Initial CUA surveys Identified more deficiencies In POLs than In other cllnioal labs. 
For example: 

o 35% of POLs failed to adequately useas whether tests were producing 
accurate results, compared to 23% of hospital labs and 13% of 
independent lacs. 
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o 28% of POL.s failed to follow test manufacturers' inatruetiona, compared to 
20% of hosplt81 labs and 1 i % of Independent labs. 

o 9o/o cf POl.s failed to check whether materla11 used to culture and Identify 
disease-causing bacteria worked, compared to 4% of hospital labs and 2% 
of independent lab1. 

o 8% of POL.a failed to ensure ntllable identification of patient specimens, 
compared to 4% of hospital labs and 3% of Independent labs. 

A study publlahed In the Journal of the Amtdcan M8dlcal Ayaclat!on In i 993 
suggests the consequences for patlente of Improperly performed lab tests. 

o The study showed that patients were significantly more likely to have a 
second heart attack or stroke following a prothrombin time (blood-clotting) 
twt In a low-volume POL than patients tested by a higher-volume POL or 
a commercial lab. 

o These results were bellaved to be at least partly related to Inaccurate tnt 
resulta in the low-volume POLI, which led doctors to prescribe 
inappropriate dosage& of antlcoagulant drugs. 

Proficienoy testing (Pn directly measures testing performance, aa well as 
providing invaluable feedback to POLs. It 11 wid1!y recognized aa a l<ey ingredient 
for maintaining quality testing In labs. 

o In i 994, POLI were far more likely than hospital or Independent labs to tail 
proficiency tests for hemoglobin, choleeterol, microbiology, prothrombin 
time, and potassium. For example, 8% of POI.a had PT tallure1 tor 
hemoglobin, almost 1 O times that of hoapit.al and Independent laba. 
Hemoglobin testing is performed by more than 30% of all POL$, and ts the 
second most common POL laboratory teat. 

• By Identifying and overseeing the correction of deflolenclee, OLIA has already 
improved the quality of testing In POL.s. 

o In 2, 186 POLs that had undergone a second CUA 1urvey by August 1996, 
serious deficiencies decrMSed 26% between their first and seccnd 
inspections. 

o Total deficiencies decreased 23%, with a 51 % drop in the average number 
of deticlenciu per lab. 

• HHS' ~ducatlonal approach to surveys and PT promotM cooperation with 
providers while ensuring minimum quality standard• for laboratory tests. 
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PHYSICIAN OFFICE LABS DO MANY DIFFERENT KINDS OF TESTS • 

.,. Most common moderate and high complexity test§ done by pbysieian office !at>s: 

o Triglycerides (used to evaluate risk of heart attack or stroke) 
o Blood urea nitrogen (used to evaluate kidney disease) 
o Uric acid (detects gout and other disorders) 
o High dtmsity lipcproteln (HDL) ct'lolesterol (used to evaluate risk of heart 

disease or &troke) 
o Group A Strep antigen (detects strep throat and other strep Infections) 

.. Most 09mmon wajyed test! done by phy»lclan afflce 18bs: 

o Urine pregnancy tests 
o Dipstick urinalysis (detects urinary Infections and other diseases) 
o Glucose (detects diabetes, helps evaluate other dlseues) 
o Occult blood (detects colon cancer) 
o Hemoglobin (detects anemia and other blood disorders) 
o Cholesterol (detects coronary artery disease, risk of heart attack or stroke) 
o Hematocrit (detects anemia and other blood dlaorders) 
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STEPS TAKEN BY THE DEPARTMENT OF HEALTH AND HUMAN SERVICl!S 

TO REDUCE CLIA BURDEN ON PHYSICIAN OFFICE LABS 

WAIVERS 

• Virtually all CUA requlr&ments are waived for labs doing only simple tests deemed 
by HHS to have very small chance ot error or risk to patients. 

.. Waiver labs are only required to: 

o register with HHS and pay a nominal certificate fsa: 
o follow manufactureri' Instructions for performing tests: and 
o permit Inspections for investigation of bona fide complaints. 

... 36% of all physician office laba are currently waiver labs, and others may qualify 
as HHS clarifies the waiver application process and criteria for waived tests. 

exeMPTION FROM ROUTINE INSPECTION FOR OTHER PHYSICIAN OFFICE LASS 

• In i 993, HHS regulations defined a sub·category of moderate complexity tests 
that are exempt from routine inapeotions under CUA. The1e tests -- now called 
"provider-performed mleroscopy11 (PPM) -- are commonly performed In physician 
office labs u part of a patient exam. 

A new rullit published In April i 995 expands the sub-category to many more labs 
by allowing mid·lwel practitioners (In addition to physicians) to perform PPM 
tests. Three nsw tests were also added to the PPM list. 

.. 24% of physician office labs do only PPM tests (or PPM and waived tests), and 
others may qualify based on the nlitw expanded rule. 

FLEXIBLE OPTIONS FOR ACCREDITATION AND STATE PROGRAMS 

In addition to the waiver and PPM exemptions, OLIA is flexibl& In providing options for 
now standards may be met. 

"' Over 8,000 physician office labs accredited by private orga.nlzatlcns are deemed 
to meet an CUA requirements. Organilatione currently approved by HHS for this 
purpose Include the Commission on Office Laboratory Accreditation (COLA), the 
Joint Commission on Accreditation of Healthcare Organizations (JCAHO), and 
four other accredltors. 

.. Labs located In 5tates that approve or license labs under standards at least aa 
stringent as CLIA ar" exempt from CUA rules. Washington state is currently 
recognized for this purpose, exempting almost 1,300 physician office laba. {New 
York ls also exempt but its physician office labs are not, because they aro not 
inspected by the state program.) Applications from other states are under review. 



GRANDFATHER PROVISIONS AND PHASE-INS FOR EXISTING PERSONNEL 

., Regulationi published In 1 gg2 and April 1996 allow many lab employees who 
were already performing or supervising moderate or high complexity tests to 
continue to do so based on their training and experience. 

PerRonnel standards were phased In gradually to uaure adequate time for lab 
staff to qualify. Most physicians already met all required qualifications. 

OTHER BURC~N REDUCTIONS IMPLEMENTED BY HHS 

"' All routine inspections are scheduled ahead of time, rather than unannounced. 

"' Laba need not reapply for a new certificate each survey cycle. They need only 
confirm their status and note any changes they have made. 

.. HHS has developed an educational program for new physicians to qualify as lab 
directors. 

Implementation of quality control and proficiency testing requirements was 
phased In over time. 

FURTHER PROVISIONS TO EASE CUA BURDENS ON PHYSICIAN OFFICE LABS 
ARe UNDER DEVELOPMENT WITHIN HHS. 

... HHS is revising Its survey proceduras so that labs with excellent compliance 
recorda and no proficiency tasting failures will be inspected on-site every four 
years instead of every two years, as previously required. 

HHS wlll be proposing a new sub-category for moderate oomplexlty tests that use 
11accurate and proci&e technology~ (APT) and come with detailed manufacturer 
Instructions. These tests will be subject to only random inspections and less 
stringent rulea than other moderate complexity tests. 
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CLIA Certified Laboratories 
By Type 

PhysiaJtl 
Offices 
58.896 

Independents 
3.8% . 

All Others 
31.6% 

Total Number = 15 I ,888 

Key Points 

CDC 

• the majority of clinical laboratories in the U.S. 
are physician office laboratories, a group that was 
largely unregulated prior to CUA '88 

• the group "All Others" includes a diverse group 
of testing sites including community clinics, nursing 
facilities, health fairs and mobile units 

• the testing sites included in the ''All Others" 
group were also largely unregulated prior to 

CLJA '88 

Source: HCFA OSCAR System (a~ of 0 I (30;9S) 

i..' ~ .... 
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Distribution of Test Volume 
By Laboratory Type 

Physkiarl 
Offices 
7JJ96 

... 

T eta! Annual Test Volume = 4. i.. billion 
Total Estimated Annual Revenue•= $25.9 billion 

Key Points 

CDC 

• although physician office laboratories are not 
perforrning the majority of testing in the U.S., 
they still perforn1 in excess of 294 million tesl~ 
annually 

Source: CUA Baseline - d Ranc'lom Sample of HCFA I 09 FCJrms 

Data analyzed indeµenc1ently by CDC. 

•Revenue eslimaTP. based on 1993 Medicar~ data. ::ind test volume 
1durm.1r1on trom the CUA Baseline S~mple of HCFA I 09 For ms. 
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Distribution of Physician Office Laboratories 
By Certificate Type 

Certificate 
31% 

Microscopy 
24% 

Key Points 

Accredited 
10% 

Waiver 
34% 

CDC 

• Regulatory relief has been provided to 58% of 
physician office laboratories by certificate of waiver and 
provider performed microscopy CUA provisions. 

• Many physician office laboratories (I 0%) are 
accredited by nonprofit professional organizations. 

Source: HCFA OSUR System (as of 03/02;95) 

"' . ; 
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Distribution of Annual Test Volumes 
In Moderate & High Complexity POLs 
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Source: HCFA ODIE and CLIA Reports (as. of 03(31 ;95) 
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Most Common Deficiencies Cited 

35 
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25 

'llOf~ 20 
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10 

s 
0 °'* Q..&ty ~ o.i.c- ~ Ta& 

Conni ~ k.,.~-- ~ MlrUI ~ 

Key Points 
•Quality Conls-ol: The laboratory must perform and document control 
procedur ~s using at least 2 levels of control materi:lls each day of testing 

me 
~-·a..,.._ .... _.. 

•Quality Assunsnce; Each laboratory must e~ablish and follow written policies for 
a comprehensive qudlily assurance program .. to evaluate the ongoing and overall 
quality of the total testing process. 

•Manufacturer's Instructions: The laboratory m1 J1;.t follow the manufacturer's 
instructions for the test '!lystem operation and test performance. 

•Responsibilities: The laboratory dir ~ctor must specify in writing the 
responsibilities and duties of t:dlh consultant anc1 each person engaged in the 
performnnce of all phases of testing ... 

•Procedure Manual: The laboratory mu~t have a procec111re manual describing the 
processes for testing and reporlir1g patient resulrc;. 

•Test Rerorts: I he test report must indicate LI 1~ name and adctress of the 

laborarciry. the test performed, the test r"t:~ult. and the units of measurement. 

Source: HCrA OSCAR System (ri<; ot UJ/06f.l5) and the Code of Federal 
Regulations. 
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Percentage of Proficiency Testing Failures: 
CAP and Affiliates, 1994 Yeariy Totals 

~ 15 

: 10 
t 
'*" 5 

0 

Key Points 

~l~il:; 

Haspitlk aM ll"depe de.1l 

L1bcrclZories 

CDC 
c,,..., ....... ~ .. -

•for all sentinel analytes, physician office 
laboratories had higher proficiency testing failure 
rates than hospitals and independent laboratories 

•for all sentinel analytes, physician office 
laboratories had higher proficiency testing failure 
rates than the failure rates observed for all 
participants 

Source: Proficiency Testing Data from College of American 
Patholo~ists & Affilidtes for 1994 and the HCFA OSCAR System 

Data analyz~cJ independently by CDC. 
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IMPROVEMENT IN PHYSICIAN OFFICE LABORATORIES 
BElWEEN FIRST AND SECOND CLIA INSPECTIONS 

Table 1 

CONDITION-LEVEL DEFICIENCIES* IN PHYSICIAN OFFICt LABS 
(POL&) 

FIRST VS SECOND SURVEY CYCLE 

(N=2,186 POLa with ~oth firat and second surveys 
comple~ad aa of Auquet 16, 1995) 

Firet aurvey Second eurvey ' decreose 

POL• wi~h con41t1on 175 129 26, 
level daf iGiencie• ce•l ce'l 
Avera90 # condition .12 .09 25• 
level det1c1enc1aa 
per POL surveyed 

• Condition l•vel aefic1enc1es are autf1c1antly serioua to 
load to revocation of A lab'• CLIA certificate unleee 
corrected w1tn1n a deaignated period ot time. 

Souree: Health Care Financinq Administration CLIA data baae. 

Table ~ 

TOTAL DEFICIENCIES IN PHYSICIAN OFFICE LABS (POL•) 
FIRST VS SECOND SURVEY CYCLE 

(N=2,186 POL& with both first and aecond aurveya 
completed as of Auquet 16, 1995) 

F1r•t survay Second survey ' decrease 

POL& with 1,886 1,449 23t 
deficienclea (86'> ( Ut) 

Averoqe # 5.5 2.7 51' 
deticienciae per 
POL surveyee! 

sourcei H&alth care Financinq Administration CLIA da~a baae. 



THE CLINICAL LABORATORY IMPROVEMENT AMENDMENTS OF 1988 (CLIA) 
AND PHYSICIAN OFFICE LABS (POLs) 

MYIHS AND FACTS 

ll"' . --

MYTH #1: When CLL\ was pasaed, CongreH was only concerned about lhe quality or 
Pap testl ln large commerclal laboratorloe. 

FACT: WhHe R high error rate for Pap tests was a major concern underlying the 
passage of CUA in 1988, Congress was motivated by other factors as well. 

The1c included concern about the proliferation of phydcian office labs (POLs), moat of 
which were subject to no quality standards at all. Several hearings on CLIA were held in 
both the Sem1le wid the House, including tenimony on inaccurate lab testing in physician 
offices. Tbc11c hea.riug:t iiDd other le&islative history clearly show that ovenight of POL& was 
an important goal of CLIA. 

·MYTH #21 CLIA requires "ma11l~e Kmuunti of paperwork". 

FACT: All clinical labs muat fill out a Cour·paie application form when they first 
register with HHS. 

o The form asks for such information as: 

+ the lab's name, address, director's name, and hours or uperation; 
+ the type of fRcility (e.g. physician office, hospital, bQUle health aiency); 
+ whether the !ah is accredited by a private accrediting orgau.Uatiun; 
+ the type of certificate it is applying for (e.g. waiver or regular certificate); 
+ the number of individuals involved in lab testing and annual volume of tests 

the hab performs. 

o Many of these items ue completed by checking off boxes on the form. 

o Labs doing only waived tesLS or "provider-performed microscopy" (59% of POLs) 
only fill out a few sections of the application form, which take approximately 20 
minutes to complete. 

o T .abs doing moderate or high COlllplwty tests must also check off the laboratory 
specialties or subspecialties in which they perform tests, and give the annuo.l test 
volume for each. 

o The appHcation form is only filled out once. To renew a CLIA certificate, most 
POu ne~d only confirm. their status on a customized 3tatement sent to them by 
HHS, n1Jlln1 any changes 10 name, address, laboratory speci11lties, etc., in the last two 
years. For other POLs, information is updated during their uu·aite inapection, which 
involves uo additional paperwork. 
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FACT: Several other paperwork requirements (applying only to non-wai\'ed lc~b) can 
be met through standard documentation maintained by any medical practice:. 

For example, recordkeeping requirements can be met using patients' medical rccorda, and 
manufacturers' instructions for te.sting equipment may qualify as procedure manuals. 

MYTH #3: CLIA Impose& "hefty fees" on physician omce labs. 

FACT: Moal phyllician office labs pay only nominal fees, since mo&t are mall and 
many perform uo.ly waived tests. 

o All labs pay an application fee when lhcy first reeister with HHS, and to renew their 
CLIA certificate evert two years. Labs doiug only waived tests pay $100 every two 
years, while those doing only "provider-pc1·fon11cd microacopy'' pay S 150 every two 
years. The&e labs (59% of all POLa) pay no other CLIA tees. 

o Other lRbs performing moderate or high ~omplwty tesb pay SlOO to $600 in 
certificate fees, with most POLs paying only $100 evcl)' two yca.ri. Moderate and 
high complexity labs also pay compliance fees to cci\-er iuspectiun5 and other 
program costs. These fees vary by state and by the lab's annual volume uf tests. 

o A special compliance fee category was created for small labs, particulady POU. that 
perform less than 2,000 tesu a year. TheH labs pay a "flat" compliance fee of $300. 
55% of POu subject to compliance fees fall into this low-volume catc1ory and pay 
a total of $400 every two years ($100 for the certificate fee and $300 for the 
complill.';lcc fee). 

MYTH #4t Physlclan oftke labs can no lonaer perform urine pregnancy tests without 
mectJnc burden1ome re'lulrements. 

FACT: Simple urine pregnancy tests arc waived tesu, which are exempt from virtually 
all CLIA rules. Labs performing only waived tests are only required to: 

o register with HHS and pay a nominal ccrtificale fc:e ($100 for a two year period); 

o follow manufacrurers' instructions for performing test!; and 

o pcru1i1 inspections for investigation of bona fide complaiul.8. 

MYTH #5: Rapid 1trep tesu (cla1110ed under CUA 81 moderate c:ompluU:y tesu) can 
be ac:curallely peJ1'ormed by an untrained por10n with minimal Instruction. 

(Some sources say m'mbt:rs of Congre.f.t were ta1,ght in minutes to perform this ie.sr; annther 
says seventh graders could do su afrer reading the packags insert.) 

FACT: ~ile the steps involved io performing a rapid strep test may seem i·eb1tively 
£1mple, other fa(:tors 1nake the tests more complex and risky than they appear. 
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o Fnr exMiple: 

+ Specimens a.re often mishandled or atored improperly, rendering teat resultl 
unreliable. While te§ting must occur within a set timeframe after obtainin& a 
strep specimen, some POT ... ~ have been found to refrigerat~ s~ecimena for 
longer periods. A practitioner who is unaware of 1uch errors is bkely to base 
treatu1eul Jcciiions on inaccurate results. 

+ Surveys have shown that personnel in POI..s often fail to follO'N teat 
manufacturers' instruction~. liuch as the proper sequence for performing the 
steps of a test. In rapid au·ep lesb, addini the chemical reagents in the wrong 
order will produce "false negative" re~ults. Quality control and proficiency 
testing samples (required by CLIA) ca.11 be used to detect whether re.agentl 
have been added in the wrong order. 

+ Erron are often made in interpreting rapid strep teit\.s, especially when the 
test~ yie.ld borderline results. Lab personnel who arc uot Uained in the use of 
these test~ are more likely to interpret them crroncou&ly. 

o Iucorrectly handled, performed, or interpreted rapid strep teau may produ~ "fal5C 
negative" or "false positiVe" results. 

+ PrompL treatment of strep infections provides rapid relief of symptoms a.ud 
decreases riu of contagion to others. When test& yield "false negative" re5ults, 
these benefits a1e unavailable. Failure to treat some types of strep infection 
cnn lead to rhcuwatic fever and subsequent heart damage, which CQil eauac 
serious impairment or de11th. Such infectinns are also much more expensive 
to treat if undetected until a wore advanced stage. 

"False positive" rcsulta alao subjecL patients to risk and lead to increased costs. 
For example, frequent use of penicilli11 (which t& more likely with unnece&MD' 
use) can cause patienta to develop re~atancc to the drug. Such resi.atance 
impairs the drug's effectivcneas in treating subsequent infections, requiring 
use of more expensive or more powerful antibiotics later on. 

o Iu cate&orizing lllb tests under CLIA. HHS con.suits with the CIJnical Laboratory 
Improvement Advisory Committee (CLIAC), con1posc:d of physicians, lab 
profcs£ionals, and other scientists. CLIAC baa repeatedly couaidered and rejected 
propo~als to waive rapid strep tests from CLIA roles, baaed un the serious risks 
involved wheu ~uch tests a.re performed incorrectly or by untrained personnel, and 
on variation in the quality of the test kiti made by different 111auuf1.cturers. 

3 
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UIE CLINICAL LABORATORY IMPROVEMENT AMENDMENTS OF 1988 (CLIA) 
AND PHYSICIAN OFFICE LABS (POL&) 

MYJHS AND FACTS ABOUT ACCESS IO LABORATORY TESTS 

MYfH #1: CLIA has reduced patJents' access to laboratory tests. 

FACT: There is no evidence that this bas occurred. In fact, a new study by the 
luapecwr General of the Deparnne.nt of HeRlth and Huma.n Services (HHS) 
concludes that CLIA has had no effect on the availability of laboratory 
services. 

o The volume of lab testin3, nun1bcr of tests per patient, and expenditures for lab tests 
have increased since CLIA was pain1ed in 1988. 

+ In 1988, Medienre paid for 232 .williun lab tests compared to 403 million tests 
in 1993. 

+ In 1988, Medicare Part B enrollees received l1ll a~cnl&e of seven lab testl per 
patient, compared to 12 tests per patient in 1993. 

+ Medicare expe.nditurH for lab tests more than doubled llince CLIA was 
pas.sed, rising from S2.~ billion in 1988 to $5.9 billion in 1993. 

o CUA hali uot affected physicians' ability to obtain laboratory acrviccs for their 
patients, including in rural areas. 

+ None of 232 pbyliician practice& randomly sul"\leyed by .the Inspector General, 
including rural practice&, reported any trouble securing laboratory tests for 
their patient&. All had accesa to a clinical laboratory and 98% made use of 
more than one lab. 

+ While the mix of entities providini lab services is different in rural areas than 
in urban areas, the Inspector Geucral's report concludes that rural residents' 
access to lab services is equivalent tQ that of non-nmu residents. 

o The tota1 number of physicians operating in-office labs has not changed since CLIA 
was passed in 1988. 

+ The number of office labs operated by physicianli in solo practic;e declined by 
an estimated 22.% between 1988 nnd 1994, reflecting an on-going trend away 
from liolo practice and toward larger group practicet1. 

4 
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This decrease, however, was offset by an increaae in the number of physicians 
opcratina labs In aroup practices. While the total number of group practice 
lab~ dill not chan1c between 1988 and 1994, the average number of physicians 
per group iucrcl1Kd. Overall, the number of physicians operating office labs 
has remained uuchan&ed. 

o When physician office labs have closed, they have often done so for reasons 
unrelated to CLIA, while other physiciau1 have opened new office labs sin~ 1988. 

+ The Inspector General's study explored the reasons why physicians closed 
office labs between 1988 and 1994. Such closure& were not attributllble to any 
single cause, and included both govemmeutal and nun·1ovemmental factors. 
These included low reimbursement ratea, changcain lhc medical marketplace, 
self -referral restrictions and OSHA requirements, as well u CLIA. 

+ Marketplace influences may have had the greatest impact on POLs. including 
m~r1ers and salea of rhysician practices, and oontraet.a with IIMOs a.Jld other 
111a.uagcu care cntitieA. Such contracts often mandate uac of spcci!ic 
laboratorie~ and will not pay for testins done in physician offices. Widcsp1·cad 
purchase of phyaicil:Lil practices by hospitals has also affected POLs. In almost 
all such cases, the Inspector General found, the hospital required that all 
moderate and high complexity testing he sent to the hospital's laboratory. 

+ The lnapector General p1·ojcctcd its survey results to phylicians nationwide, 
based on those in active practice in 1988 who were at»! practicing in 1994. 
Within this group, approximately 17,000 POLs closed between 1988 and 1994, 
including POLs that ceased testing a.llugethcr (not necessarily due to CLIA) 
And those that merged with other lab tesliu& sites. During the same period, 
these physicians opened almost 15,000 new POLs. producing a net change of 
about 2,000 POLs. The Inspector General believes this change was offset by 
additional POLi opened by physicians who have entered practice ~ 1988. 

MYI'll #2: CLIA causes hardship for patients by forctna them to traveJ tn outside labs 
for testlna ordend by their doctor. This la capoclally burdensome for elderly 
and dlaMbled patlent1, and those JMn1 in runl and umlenen"ed areas. 

FACT: It is unusual for pattenu to be sent from a doctor's offi~ to imother facility 
for clinical lab te1ti:ai. 

o Most physician officea are Kble to collect specimens from patients whether or not 
they. operate a clinical laboratory on-site. .For tests not performed on·sitc, the 
specunens axe usually picked up by couriers and delivered to an out.side lab for 
analysis. The results of su'h tcsti arc usually returned to the referring physicUui in 
24 hours or less, who often infom1s patients of the resulta over the phone. 

5 
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MYTH #3; Referring moderate and hlgh complexity teata to out1lde laboratorle1 cauaea 
dehlY• that lead to Inappropriate dlaposls and tnatmont. 

FACT: By setting minimum qualicy standards that help ensure testing accuracy, CUA 
promotes p1·ope1· lrcatment rather than hinde.ring it. 

o Incorrectly hD.Ddlcd, performed, or interpreted laboratory tests may produce "false 
negative" or "false positive" re&ult.s. 

+ "False negative" results not only cauK treatment delays, but may subject 
patients to ri1k of serious impairment or death. Medical conditions are also 
often more expensive to treat if undetected uutil 11 more advanced stage. 

"False po$itive" results may lead to inappropriate tJ'eistment and further 
dia&nostlc test.Ci, exposing patients to unneccsaary rilb, awety, and cost.1. 

o Some a1uderate and high complexity tests take considerable tiluc to complete 
regardleS& of where they are performed. For example, culturea to diago~e bacterial 
diseases take at least 24 hours to produce an aoouratc result. The~c tests, ff 
conducted properly, involve no more "deJaf when sent to an out.tide lab thlill wben 
done on-site in a POL. 

Nine moderate complexity testa. performed by physician& and other practitioners u 
part of a patient exam, are inch,ded in a special sub-catesory called ''provider· 
performed microscopy" (PPM). Lau~ performing only these tests are exempt from 
routine inspections under CLIA. 24% of POLs perform only PPM test& (or PPM and 
waived tests), for which results are immediately available. Additional POLs do PPM 
tests along with other moderate or high complexity tests. 

Coptcs of the HHS /nspeccor General's repon -- "CL/A's Jmpt:i<;t on zhe Avail.ability of 
Laboraiory Services"·· are: avatlable by calling the Inspector General's office ai (202) 619-1142. 

6 



------· U!_/30/95 17: 20 

FOR IMMEDIATE RELE.A..SE 
October 27, 1995 

CONTACT: 

. -·-···l .. 

Amy Melnick 
202/737-3600 

141002 

Laboratory Coalition Warns About House Medicare Provision 
Hottse Medicare Reform Legislation could ltave. Tragic Consequences for the Public 

Washington, D.C. -- Members of the Coalition to Preserve Safe Patient Testing 

(Cdalition), representing the nation's major laboratory groups, today warned that a 

provision in the Hous~ Medicare reform legislation could have tragic COJ.lsequences 
for the public. 

The provision, which would exempt phy:;idan office laboratories from any safety 

and quality standards, reverses i:nany of the reforms contained in the Clinical 

Laboratory Impro.vement Amendments (CUA) which President Reagan signed into 

law in 1988. 

"CLIA was intended to address serious concerns related to the accuracy and 

reliability of laborntory testing, particularly in Pap smear testing and physician office 

laboratories," reported Amy Melnick, spokesper:;on for the Coalition. 

'"CLIA set basic minimum standards for all laboratory testing regar<l:less of where 

the tests are performed," added the Coalition's spokesperson. ··If physi\cian office 

laboratories are exempted, they would be c'lble to perform complex testsito detect 

HlV, heart disease, cancer and genetic abnormalities without any regulation or 

oversight. The coalition is deeply concern~d about the implications fol patient 
care.·· 

·more-
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In response to concerns express~d by physicians and other groups that CLJA \·vas 

unnccessc:irily burdensome, changes have been madt- in the program to facilitate in­

officc testing. fifty-nine percent of the 89,000 physician office laboratories are in. 

CLIA c_ategories that have minim<il regulation and fees. Tests which require a high 

degree of accuracy, are difficult to perform, or which put patients at risk if performed 

inaccurately are subject to more stringent regulation. 

"The Coalition ::;upports the~e recent changes and would consider further 

streamlining of CLIA regulations through legislative reform," the Coalition's 

spokesperson said. ''However, a wholesale exemption of physician office 

laboratories is simply bad policy. We believe that the original intent of CLlA must 

be protected. We must ensure that al! laboratory testing, wherever it is performed, 

is don~ accurately and according to good scientific,pracbces. Patients deserve this 

protection." 

The organizations in the Coalition to Preserve Safe Patient Testin.g reprt!sent 

bioanalysts, doctoral scientists, clinical laboratory scientists, laboratory managers a.nd 

supervisors, medical technologists and physicians working in hospitals, 

independent laboratories, physician offices and industries nationwide as well as 

owners and directors of clinical laboratories. Coalition members are committed to 

retaining the basic minimum federal standtirds for clinical laboratory testing such as 

quality control, quality assurance, personnel standards, proficiency testing and site 

neutrality that CLIA ensures. 
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