CLIA -RELATED HEARING DECISIONS

The following is a list of hearing decisions, in hearing decision date order, related to the CLIA program with informational
guidance for each case. It is current through 12/38/2T0 view the actual text of the hearidgcision click on the case

name | ink under the fiDecision Date and Case Nameo col umn.
hi ghlighted area under the fAOutcomeod col umn. To casé,ew t he r
click on the ARegul at or yCase&itadon Befereiecs @uilislisicaséds ara issu@sangseoftann e . Th

referenced in the decisions.

[Quick jump to1994cases1995 1996 1997 1998 1999 200Q 2001, 2002 2003 2004 2005 2006 2007, 2008]

Decision Date and Case Name Issues Outcome Regulatory References
9/23/1994 [CR334] - Improper PT For HGFA 42 CFR 493.801(b)(4)
Long Medical Laboratory v. HCFA The laboratory must not send PT sampleg
- Intentional PT referral portions of samples to another laboratory.
- State laws vs. CLIA 42 CFR 493.1840(b)

Adverse action based on improper referra
in proficiency testing.

9/28/1994 [CR335] - Client list For HCFA | 42 CFR 493.1832
Central Valley Medical Laboratory v. HCFA Directed plan of correction artirected
- Directed Plan of portion of a plan of correction.
Correction

42 CFR 493.1840(a)(7)

- Immediate Jeopardy Failed to comply with an alternative
sanction imposed.

--Pattern of deficiencies
42 CFR 493.1804(d)

Choice of sanction [relationship of
deficiencies]

42 CFR 493.1844(c)(6)
The determination t
defidencies pose immediate jeopardy.

2/15/1995 [CR358] - Effective date For Petitioner | 42 CFR 493.810(c)(2)(i)
Center Clinical Laboratory v. HCFA HCFA provides notice at least 5 days bef¢
- Immediate Jeopardy the effective date of alternative sanctions.

42 CFR 493.1844(c)(6)
The determination t
deficiencies pose immediate jeopardy.

7/31/1995 [DAB1526] - Effective date For HCFA | 42 CFR 493.1844(h)(1)
Center Clinical Laboratory v. HCFA Effective date of adverse action (5 days
after notice).



http://wwwn.cdc.gov/clia/regs/toc.aspx
http://www.hhs.gov/dab/decisions/cr-334.htm
http://www.hhs.gov/dab/decisions/cr-335.htm
http://www.hhs.gov/dab/decisions/cr-358.html
http://www.hhs.gov/dab/decisions/dab1526.html

2/15/1996 [CR411]
Center Clinical Laboratory v. HCFA

- Immediate Jeopardy (not

subject to appeal)

For HCFA

42 CFR 493.1844(c)(6)
The determination t
deficiencies pose immediate jeopardy.

42 CFR493 Subpart H (Participation in
Proficiency Testing)

42 CFR 493 Subpart J (Patient Test
Management)

42 CFR 493 Subpart K (Quality Control)
42 CFR 493 Subpart P (Quality Assuranc
42 CFR 493 Subpart M (Personnel)

9/30/1996 [CR438]
Blanding Urgent Care Center Laboratory v.
HCFA

- Improper PT
- Intentional PT referral
- Motive

- Physical transport

For HCFA

42 CFR 493.2
Intentional violation.

42 CFR 493.801(b)(4)
The laboratory must not send PT sampleg
portions of samples to another laboratory
for any analysis which it is certified to
perform.

42 CFR 493.1840(b)
Adverse action based on improper referra
in proficiency testing.

10/9/1996 [CR439]
Primary Care Medical Group v. HCFA

- Improper PT
- Intentional PT referral

- Lab Director

For HCFA

42 CFR 493.801(b)(4)
The laboratory must not send PT sampleg
portions ofsamples to another laboratory
for any analysis which it is certified to
perform.

42 CFR 493.1441
The laboratory director must have a direc
who meets the qualification requirements
493.1443 of this subpart and provides
overall management and direstiin
accordance with 493.1445 of this subpart

12/27/1996 [CR451]
Ward General Practice Clinic v. HCFA

- Acceptable Plan of
Correction

- Certificate change

- Immediate jeopardy

For HCFA

42 CFR 493.1800
Basis and scope of enforcement procedu

42 CFR 493.1806(a)

Applicability. HFCA may impose one or
more sanctions specified in this section ol
laboratory that is out of compliance with
one or more CLIA onditions.

42 CRR 493.1806(b)
Principal sanction. HCFA may impose an
of the three principal CLIA sanctions.



http://www.hhs.gov/dab/decisions/cr-411.htm
http://www.hhs.gov/dab/decisions/cr-438.htm
http://www.hhs.gov/dab/decisions/cr-438.htm
http://www.hhs.gov/dab/decisions/cr-439.htm
http://www.hhs.gov/dab/decisions/cr-451.htm

5/30/1997 [CR476] - Choice ofsanctions For HCFA | 42 CFR 493.1800
California Medical Associates Laboratory v. Basis and scope of enforcement procedu
HCFA - Lab closure
42 CHR 493.1806(a)
- Voluntary cessation Applicability. HFCA may impose one or
more sanctions specified in this section ol
laboratory that is out of compliance with
one or more CLIA conditions.
42 CFR 493.1806(b)
Principal sanction. HCFA may impose an
of the three principal CLIA sanctions.
42 CFR 493.1804(d)
Choice of sanction: Factors considered.
7124/1997 [DAB1624] - Certificate change For HCFA | 42 CFR 493.1800
Ward General Practice Clinic v. HCFA Basis and scope of enforcement procedu
- History of noncompliance
42 CFR493.1804
General considerations of enforcement.
8/5/1997 [CR487] - Burden of proof For HCFA | 42 CFR 493.1816(b)
Williams Bio Medical Laboratory v. HCFA Action when deficiencies are not at the
- Directed Plan of condition level. Failure to correct
Correction deficiencies.
- Standard deficiencies 42 CFR 493.1820
Ensuring timely correction of deficiencies.
42 CFR 493.1832(c)
Duration of a directed plan of coat@on.
42 CFR 493.1840(a)(7)
Failed to comply with an alternative
sanction imposed under this subpart.
10/21/1997 [CR501] - Intentional PT referral For HCFA | 42 CFR 493.801(b)(4)
Thyroid Specialty Laboratory v. HCFA The laboratory must not send PT sampleg
- Lab Director portions of samples to another laboratory
for any analysis which it is certified to
- Motive perform.
42 CFR 493.1840(b)
Adverse action basesh improper referrals
in proficiency testing.
3/31/1998 [CR527] - Affected party (right to For HCFA | 42 CFR 493.2

Eugene R. Pocock, M.D. v. HCFA

hearing)

Definitions. Operator.



http://www.hhs.gov/dab/decisions/cr-476.htm
http://www.hhs.gov/dab/decisions/cr-476.htm
http://www.hhs.gov/dab/decisions/dab1624.html
http://www.hhs.gov/dab/decisions/cr-487.htm
http://www.hhs.gov/dab/decisions/cr-501.htm
http://www.hhs.gov/dab/decisions/cr-527.html

- Lab Director

- Operator

42 CFR 498.2
Definitions. [Affected party].

42 CFR 493.1840(a)(8)

Within the preceding twgyear period,
owned or operated a laboratory that had i
CLIA certificate revoked.

42 CFR 498.40
Request for ldaring. An affected party
entitled to a hearing.

2/16/1999 [CR576] - Due process For HCFA | 42 CFR 493.1773
BAN Laboratories v. HCFA Basic inspection requirements for all
- Exit Conference laboratories issued a CLIA certificate.
- Immediate Jeopardy 42 CFR 493.1806
Available sanctions.
- Re-survey
42 CFR 493.1844(c)(6)
The determination t
deficiencies pose immediate jeopardy.
4/30/1999 [R590] - Director/Owner For HCFA | 42 CFR 493.801(b)(5)
Melvin C. Murphy, M.D. v. HCFA responsibilities The laboratorymust document and mainta
a copy of all proficiency testing results.
- Intentional PT referral
42 CHR 493.1840(b)
- State Law vs CLIA Adverse action based on improper referra
in proficiency testing.
5/27/1999 [CR597] - Certificate of Waiver For HCFA | 42 CFR 493.2
Eugene A. ShaneyfelM.D. v. HCFA Definitions: operator.
- Director/Operator
42 CFR 493.1840(a)(8)
- Operator Within the preceding twyear period,
owned or operated a laboratory that had i
CLIA certificate revoked.
6/7/1999 [CR599] - Accreditation For HCFA | 42 CFR 493.1780(a)

Edison Medical Laboratories, Inc. v. HCFA

- Immediate Jeopardy

Validationinspection.

42 CFR 493.1800
Basis and scope of enforcement procedu

42 CFR 493.1806
Available sanctions.

42 CFR 493.1844(c)(6)
The determination t
deficiencies pose immediate jeopardy.



http://www.hhs.gov/dab/decisions/cr-576.html
http://www.hhs.gov/dab/decisions/cr590.htm
http://www.hhs.gov/dab/decisions/cr597.htm
http://www.hhs.gov/dab/decisions/cr599.htm

6/9/1999 [CR600] - Choice of sanctions For HCFA | 42 CFR 493.1804(d)

Diagnostic and Educational Laboratory v. Choice of sanction: Factorsrsidered.

HCFA - Lab Director
42 CFR 493.1816(b)

- Standard deficiencies Action when deficiencies are not at the
condition level [i.e., standard level]. Failu
- Written documentation to correct deficiencies.

10/6/1999 [G99-309] - Affected party HCFA motion | 42 CFR 498.2

Allstate Medical Laboratory, Inc. v. HCFA denied Definitions. [Affected party]

12/7/1999 [CR632] - Certificate of Waver Lab For HCFA | 42 CFR 493.1771

US Bio-Chem Medical Laboratories v. HCFA Condition: Inspection requirements

- Complainant disclosure applicable to all CLIAcertified laboratories
- Duty to cooperate 42 CFR 493.1773
Basic inspetion requirements for all
- Failure to permit laboratories issued a CLIA certificate.
inspection

12/21/1999 [€99-797] - Affected party HCFA motion | 42 CFR 498.2

Carlos A. Cervera, M.D., Director, San denied Definitions. [Affected party]

Fernando Diagnostic Laboratory, Inc. v.

HCFA

12/23/1999 [DAB1713] - Burden of proof For HCFA | 42 CFR 493.1804(a)

Edison Medical Laboratories, Inc. v. HCFA Purpose. The enforcement mechanisms.

- Due process
42 CFR 493.1806
- Immediate Jeopardy Available sanctions.
42 CFR 493.1844(c)(6)
The determination t
deficiencies pose immediate jeopardy.

1/21/2000 [CR642] - Clerical errors For HCFA | 42 CFR 4931806(a)

Kaulson Labs v. HCFA Applicability. HFCA may impose one or
more sanctions specified in this section ol
laboratory that is outf compliance with
one or more CLIA conditions.

42 CFR 493.1806(b)
Principal sanction. HCFA may impose an
of the three principal CLIA sanctions.

5/9/2000 [CR667] - Acts of employees For HCFA | 42 CFR 493.801(b)(4)

Southfield Medical Clinic v. HCFA

- Improper PT

The laboratory must not send PT sampleg
portions of samples to another laboratory



http://www.hhs.gov/dab/decisions/cr600.htm
http://www.hhs.gov/dab/decisions/cr600.htm
http://www.hhs.gov/dab/decisions/cr632.html
http://www.hhs.gov/dab/decisions/dab1713.html
http://www.hhs.gov/dab/decisions/cr642.html
http://www.hhs.gov/dab/decisions/cr667.html

- Unlawful collaboration

for any analysis which it is certified to
perform.

42 CFR 493.803
Condition: Successful participation.

6/21/2000 [DAB1731]

US Bio-Chem Medical Laboratories v. HCFA

- Complainant disclosure

- Right to inspect

For HCFA

42 CFR 493.1

This part sets forth the conditions that all
laboratories must meet to be certified to
perform testing on human specimens und
the Clinical Laboratory Improvement
Amendments of 1998 (CLIA).

42 CFR 493.3
Applicability.

42 CFR 493.1773
Basic inspection requirements for all
laboratories issued a CLIA certificate.

6/27/2000 [CR679]
Sentinel Medical Laboratories, Inc. v.
HCFA

- Affected party
- Due process

- Effective date of
prohibition

- Exit Conference

- Lab Director (2year
prohibition)

- Lab Director
responsibilities

- Right to hearing

- Voluntary cessation

For HCFA

42 CFR 498.2
Definitions. [Affected party].

42 CFR493.49(e)
In the event of a noncompliance
determination resulting in an HHS action.

42 CFR 493.1840(a)(8)

Within the preceding twgyear period,
owned or operated a laboratory that had i
CLIA certificate revoked.

42 CFR 493.1884(d)(2)
Suspension, limitéon, or revocation of a
| aboratoryés CLI A (



http://www.hhs.gov/dab/decisions/dab1731.html
http://www.hhs.gov/dab/decisions/cr679.html
http://www.hhs.gov/dab/decisions/cr679.html

7/18/2000 [CR688]
Oakland Medical Group, P.C. v.
HCFA

- Accreditation

- Independent contractor
- Intentional PT referral

- Owner/Opeator

- PT collaboration

For HCFA

42 CFR 493.61(b)(1)

Laboratories issued a certificate of
accreditation must treat proficiency testin
samples in the same manner as patient
samples.

42 CFR 493.6(c)(3)

A laboratory failingto meet the
requirements of this section may be subjg
to suspension, revocation.

42 CFR 493.801(b)(4)
The laboratory must not send PT sampleg
portions of samples to another laboratory
for any analysis which it is certified to
perform.

42 CFR 493.144
The laboratory director must have a direc
who meets the qualification requirements
493.1443 of this subpart and provides
overall management and direction in
accordance with 493.1445 of this subpart

42 CFR 493.1840(a)
Adverse action based on act#oof the
|l aboratoryé6és owner,

42 CFR 493.1840(b)
Adverse action based on improper referra
in proficiency testing.

7/28/2000 [CR690]
Stanley Boykansky, M.D. v. HCFA

- Acceptable Plan of
Correction

- CMS modifying state
agency findings

- Intentional PT referral

For HCFA

42 CFR 493.801(b)(1)

The samples must be examined or tested
with the | aboratory
workload.

42 CFR 493.801(b)(3)

Laboratories that perform tests on
proficiency testing samples must not engg
in any interlaboratory communications.

42 CFR 493.801(b)(5)
The laboratory must document and maint
a copy of all proficiency testing results.

42 CFR 493.1806(a)

Applicability. HFCA may impose one or
more sanctions specified in this section ol
laboratory that is out of compliance with
one or more CLIA conditions.



http://www.hhs.gov/dab/decisions/cr688.html
http://www.hhs.gov/dab/decisions/cr688.html
http://www.hhs.gov/dab/decisions/cr690.html

9/11/2000 [CR698]
Garden City Medical Clinic v. HCFA

- Employee termination
- Intentional PT referral
- PT collaboration

- Statistics

For HCFA

42 CFR 493.801(b)(3)

Laboratories that perform tests on
proficiency testing samples must not egeg
in any interlaboratory communications.

42 CFR 493.1840(a)
Adverse action based on actions of the
|l aboratoryds owner,

9/20/2000 [DAB1747]
Kaulson Labs v. HCFA

- Remand

For Petitioner

42 CFR 493.1844
Appeals procedures.

12/5/2000 [DAB1755] - Accreditation For HCFA | 42 CFR 493.61
Oakland Medical Group, P.C. v. HCFA Requirements for a certificate of

- Improper PT accreditation.

- Physical trasfer [See 7/18/2000 Oakland Medical Group,

P.C. v. HCFA]
- Standard/Condition level
Deficiencies

12/21/2000 [DAB1756] - Intentional PT referral For HCFA | 42 CFR 493.801(b)(1)

Stanley Boykansky, M.D. v. HCFA

- Physical transfer

- Single condition out

The samples must be examined or tested
withthelabora or y6s r egul &
workload.

42 CFR 493.801(b)(3)

Laboratories that perform tests on
proficiency testing samples must not engg
in any interlaboratory communications.

42 CFR 493.801(b)(4)

The laboratory must not send PT sampleg
portions of samp@s to another laboratory
for any analysis which it is certified to
perform.

42 CFR 493.801(b)(5)

The laboratory must document and maint
a copy of all proficiency

testing results.

42 CFR 493.1806(a)

Applicability. HFCA may impose one or
more sanctins specified in this section on
laboratory that is out of compliance with
one or more CLIA conditions.



http://www.hhs.gov/dab/decisions/cr698.html
http://www.hhs.gov/dab/decisions/dab1747.html
http://www.hhs.gov/dab/decisions/dab1755.html
http://www.hhs.gov/dab/decisions/dab1756.html

1/24/2001 [CV 0612209 SVW (CWXx)] - Administrative remedies For DHHS | 42 CFR 493.1840(d)
Physicians Independent Laboratory Inc. v. Procedures for suspension or limitation.
Donna Shalala, DHHS, [et.hl - Suspension before hearin
-TRO
1/26/2001 [DAB1762] - Administrative remedies For HCFA | 42 CFR 493.49(e)

Sentinel Medical Laboratories, Inc. v. HCFA

- Constitutionality
- Director responsibilities

- 2-year prohibition

In the event of a noncompliance
determiration resulting in an HHS action.

42 CFR 493.1840(a)(8)

Within the preceding twgyear period,
owned or operated a laboratory that had i
CLIA certificate revoked.

42 CFR 493.1844(d)(2)
Suspension, limitation, or revocation of a
| aboratoryéae. CLI A ¢

1/30/2001 [DAB1763]
Garden City Medical Clinic v. HCFA

- Accreditation
- Remand
- Summary Judgment

- Witness crosgxamination

For Petitioner

42 CFR493.1844(a)
Appeals procedures. General rules.

42 CFR 493.61(b)(1)

Laboratories issued a certificate of
accreditation must treat proficiency testin
samples in the same manner as patient
samples.

2/15/2001 [No. 068138] - Accreditation For HCFA
Edison Medical Lab. Inc. v. HCFA
3/6/2001 [CR749] - Immediate Jeopardy For HCFA | 42 CFR 493.1701

Union City Diagnostic Laboratory v. HCFA

- Quality Control

- Single condition out

Condition: Quality assurance. The

| aboratoryds qualit
evaluate the effectiveness of its policies a
procedures.

42 CHR 493.1806(a)

Applicability. HFCA may impose one or
more sanctions specified in this section ol
laboratory that is out of compliance with
one or more CLIA conditions.

42 CFR 493.1844(c)(6)
The determination t
deficiencies pose immed&jeopardy.



http://www.hhs.gov/dab/decisions/dab1762.html
http://www.hhs.gov/dab/decisions/dab1763.html
../Local%20Settings/AppData/Local/Temp/hearingtext2005.doc#Edison
http://www.hhs.gov/dab/decisions/cr749.html

5/10/2001 [CV 0612209 SVW (CWXx)] - Administrative remedies For DHHS | 42 CFR 493.1840(d)
Physicians Independent Laboratory Inc. v. Procedures for suspension or limitation.
Donna Shalala, DHHS, [et. al.] - District Court jurisdiction
5/14/2001 [CR773] - Cease and desist For HCFA | 42 CFR 493.1810
American Womendés Cel [Partial Imposition and lifting of alternative
- Due process (notice remand] sanctions. Notice of noncompliance and
recept) proposed sanction.
- Good cause for late filing 42 CFR 493.1812(b)
Opportunity to respad.
- Remand
42 CFR 493.1844
Appeals procedures.
6/12/2001 [CR779] - Accreditation For HCFA | 42 CFR 493.61(b)(1)
Evette Elsenety, M.D. v. HCFA Laboratories issued a certificate of
- Person (definition) accreditation must treat proficiency testing
samples in the same manner as patient
- Summary Disposition samples.
- 2-year prohibition 42 CFR 493.1840(a)(8)
Within the preceding twyear period,
owned or operated a labavay that had its
CLIA certificate revoked.
6/18/2001 [No. 022872 (KSH)] -TRO For USA 42 CFR 493.1846
U.S.A v. Edison Medical Laboratory Servic Civil action.
Corporation
7/31/2001 [Case No. 012447] - Accreditation For CMS 42 CFR 493.61(b)(1)
Preferred Family Medicine, P.C. [et al.] v. Laboratories issued a certificate of
CMS -TRO accralitation must treat proficiency testing
samples in the same manner as patient
samples.
8/3/2001 [CR805] - Accreditation For CMS 42 CFR 493.801(b)(4)

Mark Gary Hertzberg, M.D., P.C. v. CMS

- Due process
- Physial transfer
- PT collaboration

- Single condition out

The laboratory must not send PT sampleg
portions of samples to another laboratory.

42 CFR 493.1806(a)

Applicability. HFCA may impose oner
more sanctions specified in this section ol
laboratory that is out of compliance with
one or more CLIA conditions.



http://www.hhs.gov/dab/decisions/cr773.html
http://www.hhs.gov/dab/decisions/cr779.html
http://www.hhs.gov/dab/decisions/cr805.html

8/28/2001 [Case No. 812447] - District Court jurisdiction For DHHS
Preferred Family Medicine, P.C., [et. al.] v.
Tommy G. Thompson, DHHS, [et. al]
10/10/2001 [DAB1790] - Appeal of ALJ dismissal For CMS 42 CFR 493.1773
Premium Diagnostic Laboratory Inc. v. CMS Dismissal for cause. (No right to hearing)
42 CFR 493.1844(b)
Actions that are initial determinations.
10/23/2001 [CR829] - Affected parties For CMS 42 CFR 498.2
RNA Laboratotes, Inc. and TeZerharian Definitions. [Affected party.]
Medical Clinic v. CMS - Director/Owner
42 CFR 49301(b)(5)
- Improper PT referral The laboratory must document and maint
a copy of all proficiency testing results.
- PT collaboration
42 CFR 493.1407
- PT records Laboratory director responsibilities.
- Statistics
11/08/2001 [DAB1796] - Person (definition) For CMS 42 CFR 493.1840(a)(8)
Evette Elsenety, M.Det. al v. HCFA Within the preceding twgyear period,
- 2-year prohibition owned or operated a laboratory that had i
CLIA certificate revoked.
12/14/2001 [DAB1805] - Improper PT referral For CMS 42 CFR 493.801

Mark Gary Herzberg, M.D., P.C. v. CMS

Enrollment and testing of samples

12/17/2001 [CR848]
Edward MingChe Lai, M.D. v. CMS

- Lab Director

For Petitioner

42 CFR 49351
Noatification requirements for laboratories
issued a certificate of compliance.

42 CFR 493.1773
Basic inspedbn requirements for all
laboratories issued a CLIA certificate.

01/28/2002 [CR863]
Sol Teitelbaum, M.D. v. CMS

- Effective date of
prohibition

- Lab Director

For CMS

42 CFR 493.2
Definitions. (Operator).

42 CRF 493.1407



http://www.hhs.gov/dab/decisions/dab1790.html
http://www.hhs.gov/dab/decisions/cr829.html
http://www.hhs.gov/dab/decisions/cr829.html
http://www.hhs.gov/dab/decisions/dab1796.html
http://www.hhs.gov/dab/decisions/dab1805.html
http://www.hhs.gov/dab/decisions/cr848.html
http://www.hhs.gov/dab/decisions/cr863.html

- Operator
- Right to hearing

- 2-year prohibition

Laboratory Director responsibilities.

42 CFR 493.1806
Available sanctions.

57 Fed. Reg. 7226 (1992)
(Lab director is an operator; legislative
purpose of CLIA.)

02/25/2002 [CR875] - Affected party For CMS 42 CFR498.40(c)(1)
Millenium Medical Group v. CMS Affected party.
- Ownership
42 CFR 493.1840(a)(8)
- 2-year prohibition Within the preceding twgyear period,
owned or operated a laboratory that had i
CLIA certificate revoked.
03/12/2002 [CR879] - Denial CLUA application For CMS 42 CFR 493.2
Caroline D. Zohoury, D.O. v. CMS Definitions (owner/operator)
- Owner/Operator
42 CFR 493.1840(a)(8)
- 2-year prohibition Within the preceding twgear period,
owned or operated a laboratory that had i
CLIA certificate evoked.
03/18/2002 [DAB1820] - Improper PT referral For CMS 42 CFR 493.801(a)
RNA Laboratories, Inc., and T-&akarin Enrdiment and testing of samples.
Medical Clinic v. CMS - Lab Director
42 CFR 493.1403
Laboratory Director condition of
participation.
04/15/2002 [CR889] - Immediate Jeopardy For CMS 42 CFR 493.2
Gen Sys Incorporated v. CMS Definitions (Immediate Jeopardy).
- Lab Director qualificatins
42 CFR 493.1441
- Summary Judgment Laboratory Director.
- Technical Supervisor 42 CFR 493.1447
qualifications Technical Supervisor.
06/19/2002 [CR919] - Improper PT referral For CMS 42 CFR 493.801

Dearborn Family Clinic v. CMS

- Lab Director
responsibilities

- Technical Supervisor
qualifications

Enrollment and testing afamples.

42 CFR 493.1441
Laboratory Director.

42 CFR 493.1447
Technical Supervisor.



http://www.hhs.gov/dab/decisions/cr875.html
http://www.hhs.gov/dab/decisions/cr879.htm
http://www.hhs.gov/dab/decisions/dab1820.html
http://www.hhs.gov/dab/decisions/dab1820.html
http://www.hhs.gov/dab/decisions/cr889.html
http://www.hhs.gov/dab/decisions/cr919.html

42 CFR 493.1806(a)
Available sanctions (Applicability).

07/29/2002 [CR935]
Emil S. Sitto, M.D., & Associate PLLC v.
CMS

- Improper PT referral

- Lab Director
responsibilities

- Technical Supervisor
qualifications

For CMS

42 CFR 493.61
Requirements for a certificate of
accreditation.

42 CFR 493.801
Enrollment and testg of samples.

42 CFR 493.1441
Laboratory Director.

42 CFR 493.1447
Technical Supervisor.

07/30/2002 [CR936]
Medical Service Laboratories v. CMS

- Immediate Jeopardy

- PT enrollment

For CMS

42 CFR 493.801
Enrollment and testing of samples.

42 CFR 493.1844(c)(6)
Appeals procedures (Immediate jeopardy
not subject to appeal).

42 CFR 493.1844(d)(4)(ii)
If an ALJ decision upholds the suspensior
imposed becausd ommediate jeopardy,
that suspension becomes a revocation.

08/01/2002 [CR939]
Carlos A. Cervera, M.D. v. CMS

- Constitutional issue
- Lab Director

- Misrepresentation on
CLIA application

- 2-year prohibition

For CMS

42 CFR 493.2
Definitions (owner/operator).

42 CFR 493.643
Fee for determination of program
compliance.

42 CFR 493.1840(a)(1)
Misrepresentation in obtaining certificate.

42 CFR 493.1840(8]

Within the preceding twgyear period,
owned or operated a laboratory that had i
CLIA certificate revoked.

08/30/2002 [CR946]
Alaa Ahmed, M.Sc., Ph.D., (Global Esoterig
Reference Labs, Incv) CMS

- Improper proficiency
testing

- Laboratory Director

- 2-year prohibition

For CMS

42 CFR 493.801
Enrollment and testing of samples.

42 CFR 493.1205(e)(1)
Supplies exceeding expiration date.

42 CFR 493.1441
Laboraory Director.



http://www.hhs.gov/dab/decisions/cr935.html
http://www.hhs.gov/dab/decisions/cr935.html
http://www.hhs.gov/dab/decisions/cr936.html
http://www.hhs.gov/dab/decisions/cr939.html
http://www.hhs.gov/dab/decisions/cr946.html
http://www.hhs.gov/dab/decisions/cr946.html

42 CFR 493.1840(a)(8)

Within the preceding twgyear period,
owned or operated a laboratory that had i
CLIA certificate revoked.

09/27/2002 [CR957] - Improper proficiency For CMS 42 CFR 493.801(b)(4)
Lackawanna Medical Group Latatory v. testing Intentional referral of proficiency testing
CMS samples.
- 2-year prohibition
42 CFR 493.1840(a)(8)
Within the preceding twyear period,
owned or opeated a laboratory that had itg
CLIA certificate revoked.
10/04/2002 [DAB1849} - Deficiencies during a Lab For CMS 42 CFR 493.2
Sol Teitelbaum, M.D. v. CMS Director6s t Definitions (owner/operator).
- Lab Director 42 CFR 493.1840(a)(8)
Within the preceding twgear period,
- Summary Judgmen owned or operated a laboratory that had i
CLIA certificate revoked.
- 2-year prohibition
11/18/2002 [CR93] - Improper PT For CMS 42 CFR 493.801(b)
Preferred Family Clinic v. CMS Testing of proficiency testing samples.
- Lab Director
42 CFR 493.1441
Laboratory Directar
42 CFR 493.1806(a),(b)
Available sanctions (applicability, principa
sanctions).
11/27/2002 [CR981] - Standardevel deficiencies| For CMS 42 CFR 493.2
St. Charles Health Care v. CMS not corrected in 12 nmhs Definitions (credible allegation of
compliance; unsuccessful proficiency
- Unacceptable AOC testing performance).
- Unsuccessful PT 42 CFR 493.1816(b)
Failure to correct standatdvel deficiencies
within 12 months.
42 CFR 493.1840(a)(4)
Failure to comply with reasonable reques
by HCFA for any information necessary tq
determine compliance.
02/03/2003 [CR999] - Improper PT For CMS 42 CFR 493.563

Preferred Family Medicine v.NIS

- Physical transport

Validation inspections basis and focus.



http://www.hhs.gov/dab/decisions/cr957.html
http://www.hhs.gov/dab/decisions/cr957.html
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- PT collaboration

42 CFR 493.569(a)

Validation inspection of an accredited
laboratory out of compliance with
Conditiontlevel requirements.

42 CFR 493.801(b)(3)

Laboratories that perform tests on
proficiency testing samples must not engg
in any interlaboratory communications.

42 CFR 493.801(b)(4)
Intentional referral of proficiency testing
samples.

42 CFR 493.1804{d
Choice of sanction: Factors considered.

03/21/2003 [DAB1870] - Improper PT For CMS 42 CFR 493.801(b)(1)
Lackawanna Medcial Group Laboratory v. The samples must be examined or tested
CMS - Relationship of 42 CFR with the | aboratory
493.801(b)(1) and 42 CFR workload.
493.801(b)(4)
42 CFR 493.801(b)(4)
- Summary Judgment Intentional referral of proficiency testing
samples.
04/14/2003CR1025] - Doctrine of Laches For CMS 42 CFR 493.1403 and 493.144
Medimex Clinical Laboratory v. CMS Laboratory Director provides overall
- Immediate Jeopardy management and direction.
- Lab Director
responsibilities
05/01/2003 [DAB1878] - Improper PT For CMS 42 CFR 493.801
Alaa Ahmed, M.Sc., Ph.D. (Global Esoteric Enrollment and testing of samples.
Reference Labs, Inc.) v. CMS - Lab Director
responsibilities 42 CFR 493.1441
Lab Director.
- State licensure issue (lab
name)
06/12/2003 [CR1055] - Due process For CMS 42 CFR 498.70(c)

Roy Hollins/Western Reference Laboratory
CMS

- Owner

- Untimely filing of request
for hearing

- 2-year prohibition

Dismissal of a late filed request.

42 CFR 493.1844(b)
Hearirgs are conducted in accordance wit
procedures set forth at 42 CFR Part 498.

42 CFR 493.1844(d)(4)
Effect of ALJ decision.



http://www.hhs.gov/dab/decisions/dab1870.html
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http://www.hhs.gov/dab/decisions/CR1025.html
http://www.hhs.gov/dab/decisions/dab1878.html
http://www.hhs.gov/dab/decisions/dab1878.html
http://www.hhs.gov/dab/decisions/CR1055.htm
http://www.hhs.gov/dab/decisions/CR1055.htm

06/16/2003 [Docket No. €03-203]

- Affected party (right to

Denial of

42 CFR 493.1806

Alani Medical Management Corp., d.b.a. hearing) CMS 6 mq Available sanctions.
Advanced Diagnostic Services Laboratory to dismiss and
CMS - Alternative sanction (civil Petit:i
money penalties) motion for
summary
judgment
08/26/2003 [CR1079] - Delegation of For CMS 42 CFR 493.801(b)(3)
Bolsa Medical Group Laboratory, Sheldon | responsibilities Laboratories that perform tests on
Barasch, M.D. v. CMS proficiency testing samples must not engg
- Intentional PT referral in any interlaboratory communications.
- Physical transport of PT 42 CFR 493.801(b)(4)
sample The laboratory must n@end PT samples g
portions of samples to another laboratory.
- Relationship of 42 CFR
493.801(B(3) and 42 CFR 42 CRF 493.1840(a)(8)
493.801(b)(4) Adverse action.
08/28/2003 [CR1080] - Affected party (right to Dismissal 42 CFR 493.1844
James Bryant, M.D. v. CMS hearing) Appeals procedures.
- Owner/operator 42 CFR 493.2
Definitions (owner/operator)
- 2-year prohibition
42 CFR 493.1840(a)(8)
Within the preceding twgyear period,
owned or operated a laboratory that had i
CLIA certificate revoked.
09/17/2003 [CR1083] - Improper PT For CMS 42 CFR 493.801(h)

Immuno Biogene, Inc., Charles T. Black,
M.D. v. CMS

- Immediate Jeopardy

- Failure to notify CMS of
receipt of PT samples
from another laboratory

- Lab Director
responsibilities

Testing of proficiency testing samples.

42 CFR 493.801(b)(3)

Laboratories that perform tests on
proficiency testing samplaaust not engage
in any interlaboratory communications.

42 CFR 493.801(b)(4)
The laboratory must not send PT sampleg
portions of samples to another laboratory.

Any laboratory that receives proficiency
testing samples from another laboratory f
testirg must notify CMS of the receipt of
those samples.

42 CFR 493.1407
Laboratory director responsibilities.
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11/14/2003 [CR1109] - Intentional PT refeal For CMS 42 CFR 493.801(b)(3)
White Lake Family Medicine, P.C. v. CMS Laboratories that perform tests on
- Physical transport proficiency testing samples must not engg
in any interlaboratory communicains.
42 CFR 493.801(b)(4)
The laboratory must not send PT sampleg
portions of samples to another laboratory.
11/18/2003 [CR1111] - Affected party (right to Dismissal 42 CFR 493.1844
William Komaiko, M.D. v. CMS hearing) Appeals procedures.
- Owner/operator 42 CFR 493.2
Definitions (owner/operator)
- 2-year prohibition
42 CFR 493.1840(a)(8)
Within the preceding twgear period,
owned or operated a labtwey that had its
CLIA certificate revoked.
02/03/2004 [Docket No. ©3-566]] - Affected party (right to Dismissal 42 CFR 493.1840(a)(8)
Bethesda Pathology Clinic, Inc. v. CMS hearing) Within the preceding twgear period,
owned or operated a laboratory that had i
- Owner/Operator CLIA certificate revoked.
- Transfer of ownership 42 CFR 493.1844
Appeals procedures.
- 2-year prohibition
42 CFR 498.70(b)
The party requesting a heagiis not a
proper party or does not otherwise have g
right to a hearing.
04/19/2004 [CR1167] - CMS access to laboratory)  For CMS 42 CFR 493.1771 & 1773
Vijay Sakhuja, M.D. v. CMS records Inspection requirements applicable to all
CLIA-certified and CLIAexempt
- Condition Level Non laboratories.
compliance
42 CFR 493.1844(c)(6)
- Immediate Jeopardy Actions that are not initial determinations
The determination that a laboratory's
- Plan of Correction deficiencies pose immediate jeopardy.
06/09/2004 [CR1189] - Condition Level Non For CMS 42 CFR 493.180(b)(2)

American Diagnostic Labs (by Ayazar
Rahman, Owner, & Charles Panchari, M.D.
Director), v.CMS

compliance

- Immediate Jeopardy

CMS may impose principal or alternative
sanctions when it finds that a laboratory h
a "conditionlevel" deficiency.
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- "Remedial Purpose" of
imposition of Civil Money
Penalty

- State Licensure
Requirements

- Temporary Restraining
Order

- 2-year prohibition

42 CFR 493.1844(b)(3)

The imposition of an alternative sanction i
subject to ALJ review as an initial
determination.

42 CFR 4931804(a)
Civil Money Penalty.

42 CFR 493.1423(a)
Testing personnel. State license.

42 CFR 493.1840(a)(8)

Within the preceding twgyear period,
owned or operated a laboratory that had i
CLIA certificate revoked.

09/13/2004 [CR1212] - Condition Level Non For CMS 42 CFR 493.1804(b)(2)
Millennium Clinical Laboratories, Inc., v. compliance CMS may impose principal or alternative
CMS sanctions when it find that a laboratory hg
- Civil Money Penalty a "conditionlevel” deficiency
- Immediate Jeopardy (whe 42 CFR 493.1834
declared) Civil Money Penalty.
- State Operations Manual 42 CFR 492
(guidance) Definition of Immediate Jeopardy.
SOM Appendix C, Section 61qfon
regulatory)
10/06/2004 [DAB1946] - Appeal of ALJ decision For CMS 42 CFR 493.801(b)

Immuno Biogene, Inc., v. CMS

[CR1083]
- Civil Money Penalty

- Condition Level Non
compliance with Immediate
Jeopardy

- Improper PT (inter
laboratory communications

- Failure to notify CMS of
receipt of PT samples from
another laboratory

- Lab Director
responsibilities

Testing of proficiency testing samples.

42 CFR 493.801(b)(3)

Laboratories that perform tests on
proficiency testing samples must not engg
in any interlaboratory communications.

42 CFR 493.801(b)(4)
The laboratory must not send PT samples
portions of samples to another laboratory.

Any laboratory that receives proficiency
testing samples from another laboratory f
testing must notify CMS of the receipt of
those samples.

42 CFR 493.1407
Laboratory director responsibilities.
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11/092004 [DAB1951] - Appeal of ALJ decision For CMS 42 CFR 493.801(b)
White Family Medicine, P.C., v. CMS [CR1109] Testing of préiciency testing samples.
- Improper PT 42 CFR 493.801(b)(3)
Laboratories that perform tests on
- Summary judgment proficiency testing samples must not engg
in any interlaboratory communications.
42 CFR 493.801(b)(4)
The laboratory must not send PT sampleg
portions of samples tanather laboratory.
1/11/05 [DAB 1958] - Acceptable Plan of For CMS 42 CFR 493.1806
Vijay Sakhuja, M.D., v. CMS Correction Available sanctions.
- Appeal of ALJ decision
[CR 1167]
- Condition Level Non
compliance
- State Agency Procedes
1/13/05 [CR1267] - Condition Level Non For CMS 42 CFR 493.49
Sonali Diagnostic Laboratory v. CMS compliance with Immediate Requirementsor a certificate of
Jeogardy compliance.
- Due Process (Exit 42 CFR 493.1101
Conference) Facility administration for nonwaived
testing.
- Extension of CLIA
certificate 42 CFR 493.1449(c)(5)
Technical supervisor qualifications.
- Remedial Purpose of Civil
Money Penalty 42 CFR 493.1804(b)
Basis for decision to impose sanctions.
- State Operations Manual
(guidance)
- Technical Supervisor
Quialifications
2/18/05 [CR1280] - Condition Level Norn For CMS 42 U.S.C. Section 263a(i)(1)

Rustom Ali, Ph.D., Operator of Scottsdale
Medical Laboratory v. CMS

compliance
- Misrepresentation

- Remedial Purpose of Civil
Money Penalty

- Responsibility for

42 CFR 493.1804(a)(3)
Purpose [of sanctions].



http://www.hhs.gov/dab/decisions/dab1951.htm
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Compliance Rests wit
Laboratory

- 2-year Prohibition

3/18/05 [CR1283] - ALJ Jurisdiction to For CMS 42 U.S.C. Section 263a(i)(1)
Clinical Immuno Diagostic Lab, Inc., v. Review Imposition of Civil
CMS Money Penalty 42 CFR 493.1840(a)(1)
Guilty of misrepresentation in obtaining a
- Misrepresentation CLIA certificate.
4/21/05 [CR1295] - Condition Level Non For CMS 42 CFR 493.1441
Open Faith Medical Laboratory, v. CMS compliance with Immediate Condition: Laboratories performing high
Jeopardy complexity testing; laboratory director.
- Certificate of Registration 42 CFR 493.1804(b)
Basis for decision to impose sanctions. [J
- Denial of Accreditation one conditiom level deficiency is sufficient.]
- Laboratory Drector
Qualifications
- Summary Judgment
09/09/05 [CR1366] - Definition of owner For CMS 42 CFR 493.2
Comprehensive Care Center of Plantation Definitions (owner/operator)
Key: Hartsville Convalescent Center; Key | - Owner/operator
West Convalescent Center, Inc.; and 42 CFR 493.1840(a)(8)
Marathon Manor v. @IS - Ownership of laboratory Within the preceding twgear period,
owned or operated abboratory that had its
- 2-year prohibition CLIA certificate revoked.
12/2/05 [CR1374] - ALJ Jurisdiction to For CMS 42 CFR 493.1236(b)(2)

Canal Medical Laboratory, v. CMS

Review Imposition of Civil
Money Penalty

- Condition Level Non
comgiance with Immediate
Jeopardy

- Laboratory director
responsibilities

- Plan of Correction

- Remedial Purpose of Civil
Money Penalty

- Reviewing Ungraded

Evaluation of proficiency testing
performance.

42 CFR 493.803(a)
Successful Participation [in proficiency
testing].

42 CFR 493.1403

Condition: Laboratories performing
moderate complexity testing; laboratory
director.

42 CFR 493.1407(e)(4)(iii)
Laboratory director responsibilities.
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Proficiency Testing Scores

- Successful Participation ir
Proficiency Testing

1/13/2006 [CR1390]

Dimensions Medical Laboratory, Inc. v. CM{ - Administrative finality For CMS 42 CFR 493.1844(b)
Initial determinations.
- Plan of correction
- Resjudicata
1/17/06 [CR1267] [DAB 2008] - Appeal of ALJ Decision For CMS 42 CFR 493.45, 42 CFR 493.1806(a)
Rustom Ali, Ph.D., Sonali Diagnostic CR1267 Condition level norcompliance.
Laboratory v. CMS
1/30/06 [CR1402] - Dismissal For CMS 42 CFR 498.40(a)(2)
James G. Morgan, D.O., Laboratory Directd Requests for hearing.
v. CMS - Good cause
2/28/06 [CR1280] [DAB 2016] - Appeal of ALJ Decision For CMS 42 CFR 493.2
Rustom Ali, Jahan Ferdous, and Scottsdale| CR 1280 Definitions (owrer/operator)
Medical Laboatory v. CMS
- Imposition of Principal 42 CFR 493.1701
and Alternative Sanctions Quality assurance.
- Owner/operator 42 CFR 493.1806(c)
Impose one or more intermediate sanctiof
in lieu of or in addition to principal
sanctions.
5/22/06 [CR1451] - Owner/operator For CMS 42 CFR 493.2
Delmarva Profegsnal Services, v. CMS Definitions (owner/operator).
- Summary disposition
42 CFR 493.1840
- 2-year prohibition 2-year prohibition.
8/31/06 [CR1496] - Plan of correction For CMS 42 CFR 493.1804(b)

Lyle Griffith, M.D., v. CMS

- Motion to dismiss

- Summary judgment

Imposition of sanctions.

42 CFR 493.1844(c)(4)
Initial determinations.
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8/31/06 [CR1497] - Content requirements for For CMS 42 CFR 498.40(b)
HRT Laboratory, Inc., v. CMS hearing request Basis for appeal.
- Plan of correction 42 CFR 493.1804(b)
Imposition of sanctions.
- Motion to dismiss
6/13/07 [CR1607] - Conditiontlevel For CMS 42 CFR493.2
Physician Laboratory Technology, Inc., v. | noncompliance Definition of owner/operator.
CMS
-CMP 42 CFR 493.1804(b)
Imposition of sanctions.
- 2-year prohibition
42 CFR 493.1840(a)(8)
2-year prohibition.
8/01/07 [CR1630] - Estoppel For CMS 42 CFR 493.801(b)(4)
Wade Pediatrics v. CMS The laboratory must not send PT sampleg
- Improper PT referral portions of samples to another laboratory.
(Aintentiona
- Summary judgment
8/13/07 [Memorandum HHS No.-8575] - Appeal of DAB For DHHS | 42 CFR 493.1806(c)
Rustom Ali; et.al.v. US DHHS Impose one or more intermediate sanctiof
- Simultaneous imposition in lieu of or in addition to principal
8/13/07 [Memorandum HHS No. 2008 of intermediate and sanctions.
Rustom Ali d/b/a Sonali Diagnostic principal sanctions
Laboratory,
v. US DHHS - Stop testing prior to
hearing due to immediate
jeopardy
10/03/07 [DAB2118] [CR1497] - Appeal of DAB For CMS 42 CFR 498.40(b)
HRT Laboatory, Inc., v. CMS Basis for appeal.
- Lab closure in face of
sanctions 42 CFR 43.1804(b)
Imposition of sanctions.
- Initial determinations
subject to appeal 42 CFR 493.1844(ff.)
Initial determinations.
- Unacceptable Plan of
Correction not appealable
11/08/07 [CR1688] - Conditionlevel For CMS 42 CFR 493.1355

Wade Borg, M.D., v. CMS

noncompliance

Condition: Laboratories performing PPM
procedures; laboratory director.
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- State requirements

- Sumnmary judgment

42 CFR 493.1771

Condition: Inspection requirements
applicable to all CLIAcertified and CLIA
exempt laboratories.

01/09/08 [CR1723] - Intentional PT referral For CMS 42 CFR 493.801
Daniel M. Stewart, v. CMS Condition: Enrollment and testing of
- Laboratory director samples.
requirments
42 CFR 493.801(b)(4)
- Proficiency testing The laboratory must not send PT samples
portions of samples to another laboratory.
- Summary judgment
42 CRF 493.803
Condition: Successful participation.
42 CFR 403.1403
Condition: Laboratorpirector.
02/11/08 [CR1630] [Decision No. 2153] - Appeal of ALJ Decision For CMS 42 CFR 493.801(b)(4)
Wade Pediatrics, v. CMS The laboratory must not send PT sampleg
- Intentional PT referral portions of samples to another laboratory.
02/27/08 [CR1743] - Conditionlevel For CMS 42 CFR 493.1250
Stat Lab I, Inc., v. CMS noncompliance: analytical Condition: Analytic systems.
systems
42 CFR 493.1403
- Immediate jeopardy Condition: Laboratory dector.
- Laboratory director 42 CFR 493.1409
requirements Condition: Technical Consultant.
- Technical consultant
requirements
- Summary judgment
- 2 year prohibition
03/18/08 [CR1754.758] - Administrative finality For CMS 42 CFR 493.1840(a)(8)

Hematology & Oncology Services, LLC,
v. CMS

- Hearing requests
- Summary judgment

- 2 year prohibition

2 year prohibition.

42 CFR 493.1844(a)(2)
Appeals procedures.

42 CFR 498.40
Request for haring.
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06/23/08 [CR1807] - Abandonment For CMS 42 CFR 493.69(a)(b)
Mahmoud H. Aly, M.D., v. CMS L Dismissal for Alandonment
- Dismissal
- Proficiency testing
requirements
07/16/08 [CR1819] - Dismissal For CMS 42 C.F.R. 83.1844

Family Practice Medical Center, v. CMS

- Conditionlevel
noncompliance with
immediate jeopardy

Appeal Procedures

42 C.F.R. 498.40(a)j2
Request for Hearing

42 C.F.R. 498.70(c)
Dismissal for Cause
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Helpful Reference Guide to CLIA-Related Hearing Decision Index

The following lists cases/issues often cited in the Gtdkated Hearig Decision Index.

Case

Issue

DAB 1611, DAB 1663, CR 500
Hillman Rehabilitation Center v. HCFA

Burden of Proof:

A petitioner must prove by a preponderance of th
evidence on the record as a whole that it is in
substantial compliance with relevanttatary and
regulatory provisions.

DAB 1624
Ward General Practice v. HCFA

Single Condition Out:

Failure by a laboratory to comply with ev
a single condition in an area of testing
offered by that laboratory may be ground
for suspension or revocation af
laboratory's CLIA certificate.

DAB 1755
Oakland Medical Group, P.C. v. HCFA

Improper PT Referral
Physical Transport

The improper exchange of information between
laboratories is an unlawful referral of proficiency
testing samples.

The mere fact thasection 493.801(b)(3) prohibits
inter-laboratory communications does not mean t
the communications about results could not
constitute intentional referral.

A laboratory is responsible for the acts of its
employees, even when it is unaware of the
empbyeesd actions.

DAB 1713
Edison Medical Laboratories, Inc. v. HCFA

Burden of Proof

The laboratory has the ultimate burden of rebuttir
by a preponderance of the evidence, any prima fi
case of noncompliance that is established by CM

DAB 1756
Stanley Boykansky, M.D. v. HCFA

Standards/Overall Condition

If standard level deficiencies are sufficiently
egregious, they will constitute a failure by a
laboratory to comply with the overall condition of
which the standards are subparts.

DAB 1731

Standard of Review




US Bio-Chem Medical Laboratories, Inc. v. HCFA

The standard of review on a disputed factual issu
whether the ALJ decision is supported by
substantial evidence on the record as a whole.

DAB 1763
Garden City Medical Clinic v. HCFA

DAB 1628
Everett Rehabilitation and Medical Center v. HCH

Summary Judgment

A party opposing summary judgment must allege
facts which, if true, would refute the facts relied
upon by the moving party.

DAB 1762
Sentinel Medical Laboratories, Inc. v. HCFA

Right to Appeal and Unconstitutionality

A laboratory owner or director has a right to a
hearing to challenge r
CLIA certificate.

Administrative forums do not have the authority t
ignore unambiguous statutes or regulations on th
bags that they are unconstitutional.

CR 438
Blanding Urgent Care Center Laboratory v. HCF/

Improper PT Referral
Physical Transfer

An unlawful referral of a testing sample to anothe
laboratory may occur without an actual physical
transport of the sampfeom one laboratory to
another laboratory.

CR 935
Emil S. Sitto, M.D. and Associates, PLLC v. HCH

Improper PT Referral
Physical Transfer

The intentional referral language of 41 C.F.R. §
493.801(b)(4) applies to constructive referral as v
as physichtransfer.

CR 690
Stanley Boykansky, M.D. v. HCFA

Amending an Initial Determination

The regulations which govern CLIA enforcement
CMS and hearings involving an alleged failure by
clinical laboratory to comply with CLIA
requirements do not pngit CMS from amending
or superseding a notice of an initial determinatior

CR 667
Southfield Medical Clinic v. HCFA

Improper PT Referral
Physical Transfer

Collusion and referral of testing samples are not |
same thing. The law distinguishes betwten
physical transport of proficiency testing samples
from one laboratory to another for testing and
collusion between two laboratories. See 42 C.F.|
§8 493.801(b)(3) and (4).




This argument was fully addressed and rejectec
the Departmental Appeals oBrd in Oakland
DAB1755 and Boykansky DAB1756. See al
Sitto CR935.

CR 527
Eugene R. Pocock, M.D. v. HCFA

Proper Parties to Request a Hearing
Directords Right t

A laboratory director is an affected party who has
right to request a hearingysuant to 42 C.F.R. §
498. 40, to contest HCEF
the CLIA certificate of the laboratory which he or
she directs.

CR 334
Long Medical Laboratory v. HCFA

Importarce of Proficiency Testing

Proficiency testing should be the cenglment in

determining a | aborato
purports to measure actual test outcomes rather |
merely gauging the potential for accurate outcom

Intentional Referral

The word Aintentionall

common and ordinary meam g . Al nt er
determination to act in a certain way. When one
fiintentionally, d he or

regardless of motivation.

The Act and regulations do not distinguish betwe
deliberate referrals that are motivated by good
intentiors and those which are motivated by somg
other purpose.

DAB 1526
Center Clinical Laboratory v. HCFA

Sanctions

The statute and regulations provide wide discreti
to HCFA in selecting appropriate sanctions to
respond to a laboratory's naompliance with

CLIA requirements.




Hearing Digest

Long Medical Center v. HCFA [CR334] Docket No. G94-294

CLIA #: 10D0272768

State: Florida

Type of Certificate: Registration
ALJ: Steven T. Kessel

Basis for Sanction(s):

Petitioner intentionally submitted proiéncy testing samples to a reference laboratory in violation of
applicable law and regulations

Arguments:

Petitioner alleges that:
- it referred proficiency tests to another laboratory to check on the quality of that laboratory's services;

- it did notreport to AAB (American Association of Bioanalysts) as its own test results the results of the
proficiency tests it referred to another laboratory;

- inasmuch as it is licensed by the State of Florida, it should enjoy "automatic certification” under CLIA

Ruling excerpts:

A laboratory refers proficiency tests "intentionally” if it does so deliberately, and not inadvertently.

If a laboratory has intentionally referred a proficiency testing sample to another laboratory, that
laboratory's motive for refeng the sample is irrelevant as a defense against HCFA's revocation of its
CLIA certificate or its approval to receive Medicare reimbursement.

Congress intended CLIA to supersede State licensing laws, to the extent that any conflict might exist
between CIA and State laws.

The Act mandates revocation of a CLIA certificate for improper referral of proficiency testing samples by
a laboratory.



Central Valley Medical Laboratory v. HCFA [CR335] Docket No. G94-062

CLIA #: 05D610725

State: California

Type of Certificate: Compliance

ALJ: Steven T. Kessel

Basis for Sanction(s):

Petitioner's director and owner failed to comply with a directed plan of correction.

Petitioneré6s pattern of failure to conmpimgdiatewi t h conditions
jeopardy to individuals whose tests were performed by Petitioner.

The cytology testing performed by Petitioner manifested serious deficiencies, which resulted in a failure
by Petitioner to assure accurate and reliable testing.

Arguments:

Pettioner asserts that:

- the deficiencies identified by the surveyors do not establish a pattern of deficiencies in Petitioner's
operations;

- the deficiencies identified by the surveyors did not pose immediate jeopardy to patients;
- because it was csiag its operations it did not need to provide HCFA with a client list.

Ruling excerpts:

The repeated deficiencies establish a pattern of deficiencies, both in the performance of tests by Petitioner
and in the management of Petitioner's operations.

Thepattern of deficiencies placed individuals whose tests were performed by Petitioner at a risk of serious
harm, thus, in immediate jeopardy.

Petitioner did not send a list of physicians and clients to HCFA in compliance with the directed plan of
corredion.



Center Clinical Laboratory v. HCFA [CR358] Docket No. G93-096

CLIA #: 31D0107410

State: New Jersey

Type of Certificate: Compliance

ALJ: Mimi Hwang Leahy

Basis for Sanction(s):

Fictitious patient test results and fabricated control datated a situation of immediate jeopardy.

Arguments:
HCFA failed to adhere to the time requirements specified in the Secretary's regulations.
Ruling excerpts:

HCFA's imposition of the principal sanction of suspension of Petitioner's CLIA certificase wa
unauthorized and premature.

Further disposition: Decision reversed. S&AB1526 July 31, 1995.



Center Clinical Laboratory v. HCFA [DAB1526] Docket No. G93-096

CLIA #: 31D0107410

State: New Jersey

Type of Certificate: Compliance

DAB: Judith A. Ballard, M. Terry Johnson, Donald F. Garrett
Basis for Sanction(s):

Appeal of ALJ decision itR358

Arguments:

HCFA asserted that it had complied with all of the procedures prescribed thed€LIA statute and
regulations for imposing the sanctions in question.

Ruling excerpts:

HCFA acted properly in imposing all of the sanctions in question.

The regulations provide that where a laboratory's deficiencies pose immediate jeopardy, tikie déftc
of a suspension need only be five days after the date of the notice.

The statute and regulations provide wide discretion to HCFA in selecting appropriate sanctions to respond
to a laboratory's nenompliance with CLIA requirements.

The DAB reveses the ALJ decision and remands this case to the ALJ to consider the substantive grounds
for the sanctions. S&&R417] Docket No. €95-160, July 15, 1996.



Center Clinical Laboratory v. HCFA [CR411] Docket No. G93-096

CLIA #: 31D0107410

State: New Jersey

Type of Certificate: Compliance
ALJ: Mimi Hwang Leahy

Basis for Sanction(s):
[The procedural history of this case is contained in the deciSiRB5§ and in the decision of the

appellatepanel of the Departmental Appeals Bodd#\B1526, which reversed decision and remanded the
case for further proceedings.]

Petitioner failed to meet the condititevel requirements for quality assurance, proficiency testing,
management of patient tests, quality control, laboratory director and supervisor as specified by the
regulations.

Arguments:

Petitioner argues that its practice does not violate the regulation.

Ruling excerpts:

HCFA's determination of "immediate jeopardy'hot reviewable.

HCFA proved that Petitioner had condititavel deficiencies under 42 C.F.R.Part 493, Subpart H, J, K, P
and M.

HCFA properly imposed principal sanctions against Petitioner.
Other cases referenced:

Center Clinical Laboratory v. HG¥[CR3583 [DAB152€¢]




Blanding Urgent Care Center Laboratory v. HCFA [CR438] Docket No. G95-171

CLIA #: 46D0525318

State: Utah

Type of Certificate: Compliance

ALJ: Jill S. Clifton

Basis fa Sanction(s):

Petitioner intentionally referred its proficiency testing samples.

Arguments:

Petitioner argues that:

- "intentionally” [as in "intentionally referred its proficiency testing samples to another laboratory for
analysis"] means that a lafténded to report another lab's PT results as its own;

- the referral was made to the laboratory for internal quality control measures;

- HCFA is without authority to revoke Petitioner's CLIA certificate because Petitioner did not manifest the
requisiteintent;

- it did not physically send PT samples to another laboratory for analysis;

- HCFA must establish that Petitioner's violation was knowing and willful before HCFA can revoke
Petitioner's CLIA certificate.

Ruling excerpts:

"Intentionally referred'tequires not specific intent, but general intent, that is, an intent to act. Motive is
irrelevant. It is necessary merely that a person act deliberately, that is, not inadvertently.

If proficiency testing samples are referred to another laboratognfysis, with the knowledge that they
were proficiency testing samples, the referral can be expected to be intentional, that is, deliberate, not
inadvertent.

Where intentional referral of a laboratory's proficiency testing samples to another labaratamgalf/sis
has occurred, there is no possibility of a less severe sanction thanyaaoneinimum mandatory
revocation.

For a laboratory to have referred proficiency testing samples to another laboratory for analysis, it need not
physically take or trasfer its proficiency testing samples to another laboratory.

A laboratory that obtains analysis of its proficiency testing samples from another laboratory violates 42
U.S.C. 263a(i)(4) regardless of whether the laboratory reports to the PT agency itesoits ar the
results obtained from the other laboratory.

Other cases referenced:

Long Medical Laboratory v. HCFAJR334



Primary Care Medical Group vs. HCFA [CR439] Docket No. G95-161

CLIA #: 05D0588599

State: California

Type of Certificate: Compliance
ALJ: Jill S. Clifton

Basis for Sanction(s):

Petitioner intentionally referred its proficiency testing samples to another laboratory for analysis and was
otherwise deficient in meeting CLIA requirements.

Arguments:

Peitioner argues that:

- revocation of a Petitioner's CLIA certificate is improper unless Petitioner or its employees knowingly
and willfully violated a CLIA condition;

- 42 C.F.R. 493.2 makes it clear that no intentional violation can occur without thig/@Loffender's
knowing and willful noncompliance with a legal duty imposed by the CLIA regulations;

- the referral was made for internal quality control measures;
- neither Petitioner nor any of its employees had a specific intent to violate a Chdiion;

- the laboratory owner/director was unaware of testing personnel referral of proficiency testing samples
until the survey and thus could not have intended to violate the CLIA regulation.

Ruling excerpts:

HCFA need only establish a general intenact, and not, as Petitioner suggests, specific intent, as would
be required in a criminal case.

The CLIA statute and applicable regulations require HCFA to revoke a laboratory's CLIA certificate for at
least one year if the laboratory "intentionalgfers” its proficiency testing samples to another laboratory
for analysis.

"Intentionally referred" [as in "intentionally referred" its proficiency testing samples to another laboratory
for analysis] requires not specific intent, but general intentjghah intent to act. Motive is irrelevant.

Where "intentionally" is not specifically defined in the context of CLIA civil sanctions, one can infer that
it should be given its common and ordinary meaning. This conclusion is in accordance with that o
Administrative Law Judge Steven Kessel in the case of Long Medical Laboratory v. 08884

(1994).

The laboratory director was responsible for the actions of testing personnel in intentionally referring
proficiency testingsamples to another laboratory for analysis, and the fact that the director had no
knowledge of intentional referral is irrelevant.

The director had a duty to keep apprised of thetdajay operation of his laboratory and to exercise
proper supervision @r his employees. He was obligated also to familiarize himself with the applicable
CLIA regulations.



Ward General Practice Clinic vs. HCFA [CR451] Docket No. G96-443

CLIA #: 19D0897371

State: Louisiana

Type of Certificate: Compliance

ALJ: Steven T. Kesel

Basis for Sanction(s):

Petitioner manifested deficiencies that represented an immediate jeopardy.

The plan of correction did not correct the deficiencies.

Arguments:

Petitioner asserts that it did correct the deficiencies identified by ceasipgrftmm those tests and
procedures in the performance of which Petitioner was found to be deficient.

Ruling excerpts:

The ALJ did not find that Petitioner corrected its deficiencies simply by ceasing to perform certain tests
and procedures.

It is a matte of HCFA's discretion whether to permit a laboratory to convert its operations to procedures

and tests other than those in the performance of which it has been found to be deficient, in lieu of
imposing sanctions against that laboratory.

The deficienciegdentified in Petitioner's operations raise serious questions as to whether Petitioner would

be capable of converting its operations to waived tests and, in particular, PPM procedures, without
continuing to pose health and safety threats to patients.

Theregulations confer broad enforcement authority on HCFA, in order to assure that laboratories comply
with CLIA.

Further disposition:

Decision affirmed on appeal. SB&B1624.



California Medical Associates Laboratay v. HCFA [CR476] Docket No. G96-261

CLIA # 05D0711870

State: California

Type of Certificate: Compliance
ALJ: Stephen J. Ahigren

Basis for Sanction(s):
Petitioner did not correct its failure to comply with CLIA conditions.

Arguments:

Petitioner ontends that because it acknowledged the deficiencies, had ceased much of its laboratory
testing and was willing voluntarily to cease the remainder of its laboratory testing, it is unfair to sanction
Petitioner with suspension.

Ruling excerpts:

Nothing inthe Act nor the regulations prohibits HCFA from imposing sanctions even if a laboratory
ceases operations voluntarily.

The ALJ finds that HCFA's determination to impose sanctions against Petitioner is in no way constrained
or limited by Petitioner's adission of wrongdoing or his offer to voluntarily cease laboratory testing.

If laboratories were allowed to circumvent the imposition of sanctions by closing down for a period of
time, and then reopening when they saw fit, without correcting the defesecited by the state agency,
the government 6s enforcement powers could be seriously erod



Ward General Practice Clinic vs. HCFA [DAB1624] Docket No. G96-443

CLIA #: 19D0897371

State: Louisiana

Type of Certificate: Compliance

For the DAB: Judith A. Ballard, M. Terry Johnson, Donald F. Garrett
Basis for Sanction(s):

Laboratory appeal of ALJ decision @R451

Arguments:

Petitioner asserted that:

- its proposal to discontinue the procedures cited as deficietiteirsurvey comprised a more than
adequate plan of correction;

- HCFA had erred by not allowing it to perform lower level testing;
- ALJ mistakenly relied upon Petitioner's purported history of noncompliance in reaching his decision;

- it should be affcded an opportunity "to undergo a second examination, or present a new plan of
correction."

Ruling excerpts:

Petitioner had a history of noncompliance in terms of its operation of the laboratory in question here,
which was directly relevant to HCFA's dsicin to deny approval for converting the laboratory's operation
to a lower level of testing.

Petitioner's assertions that the applicable legal provisions may be constitutionally void are beyond the
scope of this Board's review.

The regulation does not ggest that by withdrawing its certification as to some tests, a laboratory may
avoid sanctions for deficiencies which affect the overall safety of its testing program.

There is neither a statutory nor regulatory basis for Petitioner's suggestion tleagiiteln another
examination or chance to submit a new plan of correction.

A laboratory's failure to comply with even a single condition represents a serious breakdown in one of the
major health care delivery or safety systems of the laboratory, all @hvane critical to ensuring the
provision of acceptable health care services and essential for purposes of the laboratory's operations.

Other cases referenced:

Center Clinical Laboratory vs. HCH®AB1526]
Ward General PractcClinic vs. HCFAICR451]



Williams Bio Medical Laboratory v. HCFA [CR487] Docket No. G96-101

CLIA #: 05D0642670

State: California

Type of Certificate: Compliance

ALJ: Edward D. Steinman

Basis for Sanction(s):

Petitioner &iled to correct deficiencies within 12 months of the initial survey.

Petitioner failed to comply with the terms of the Directed Plan of Correction requiring that all deficiencies
(whether conditiodevel or standardevel) be corrected.

Arguments:

Petifoner contends that it was in compliance with deficiencies.

Ruling excerpts:

Petitioner has submitted no acceptable documentation to refute the evidence introduced by HCFA.

HCFA may impose principal sanctions where a laboratory fails to correct deigsanithin 12 months of

the day of the inspection or where it fails to comply with an alternative sanction, such as a Directed Plan
of

Correction.

A petitioner must prove by a preponderance of the evidence on the record as a whole that it is in
substantl compliance with relevant statutory and regulatory provisions. The petitioner, not HCFA, bears
the ultimate burden of persuasion. This case is governed by the burden of proof set forth in Hillman.

Other cases referenced:

Hillman Rehabilitation CentdDAB1663]


http://www.hhs.gov/dab/#1663

Thyroid Specialty Laboratory v. HCFA [CR501] Docket No. G96-336

CLIA # 26D0710182

State: Missouri

Type of Certificate: Compliance

ALJ/Decision Maker: Mimi Hwang Leahy

Basis for Santion(s)

Petitioner's conducted unlawfidferral of certain proficiency testing samples.

Arguments

Petitioner argues that:

- the testing personnel inadvertently referred the proficiency test samples under a random quality control
procedure in place fqratient samples;

- its laboratory director was not aware of the referrals until the surveyor brought the matter to his attention.

Ruling excerpts

A violation under 42 U.S.C. § 263a(i)(4) may be established on proof that a proficiency test sample has
beenreferred for analysis by one laboratory to another laboratory, and the referring laboratory had
knowledge that the sample it was referring was a proficiency test sample instead of a patient specimen.

Petitioner's evidence and arguments on good motivedamk of specific intent to violate 42 U.S.C. §
263a(i)(4) are not material.

Other cases referenced:

Primary Care Medical GroutR439]
Long Medical LaboratoryCR334]



Eugene R. Pocock, M.D. \HCFA [CR527] Docket No. G97-024

CLIA #: 05D0575026

State: California

Type of Certificate: Accreditation
ALJ: Edward D. Steinman
Basis for Sanction(s):

Petitioner prohibited from owning or operating (or directing) a laboratory for at least twofyearthe
date of the revocation of the laboratory he directed.

Arguments:

Petitioner's asserts that:

- although he did assume the role of laboratory director for State purposes, he was never at any time the
laboratory director for CLIA purposes;

- as tte director, he was only responsible for the anatomical testing section of the laboratory;
- owner did not permit Petitioner to perform his duties as CLIA director.

Ruling excerpts:

Petitioner is an affected party and has a right to a hearing under &2 € £98.40, which flows from the
sanctions imposed by HCFA against the laboratory.

The evidence establishes that Petitioner was the CLIA laboratory director.

CLIA regulations are clear that there can be only one laboratory director who is respomsiale f
operations, both clinical and anatomical, if such testing is conducted at the laboratory.

Petitioner fell within the definition of "operator" as that term is defined in 42 C.F.R. § 493.2. Congress by
statute and HCFA through the CLIA regulationse the health and safety of recipients of laboratory
testing by imposing obligations on the laboratory operator [director] to make sure that such testing meets
all federal regulatory standards.

Congress imposed duties on the laboratory director by akgul Failure to realize the regulatory
ramifications of being designated as a laboratory director does not alter the legal obligations imposed.

HCFA's determination to prohibit Petitioner from owning or operating a laboratory for two years in
accordane with 42 U.S.C. § 263a(i)(3) and 42 C.F.R. 8 493.1840(a)(8), is affirmed.

Other cases referenced:

Hillman Rehabilitation Center [CR50(IDAB1663]


http://www.hhs.gov/dab/#1663

BAN Laboratories v. HCFA [CR576] Docket No. G97-418

CLIA #: 45D0683772

State: Texas

Type of Certificate: Compliance
ALJ: Steven T. Kessel

Basis for Sanction(s):

Petitioner was not complying with conditions of certification. The deficiencies were so severe as to pose
immediate jeopardy

Arguments:

Pditioner argues that:

- the laboratory had corrected its deficiencies and wished to be resurveyed for compliance with CLIA
conditions;

- it was denied due process by HCFA in that representatives of the State agency did not hold a proper and
complete exitonference with Petitioner at the close of the survey;

- it was denied due process by HCFA in that it should have been resurveyed prior to the sanction
imposition date, inasmuch as it had submitted allegedly credible allegations of compliance to HCFA.

Ruling excerpts:

There is no provision in the regulations governing laboratories which compels HCFA or its designee to
conduct an exit conference with a laboratory at the completion of a survey.

Petitioner's submission to HCFA of allegations of compliasidenot trigger a duty on HCFA's part to
assure that Petitioner was resurveyed.

Under the applicable regulations, the presence of ewenconditionlevel deficiency is sufficient to
authorize HCFA to impose principal and alternative remedies.



Melvin C. Murphy, M.D., P.C. v. HCFA [CR590] Docket No. G98-497

CLIA #: 23D0694149

State: Michigan

Type of Certificate: Compliance
ALJ: Steven T. Kessel

Basis for Sanction(s)

Petitioner referred proficiency testing samples or portions of sampbasotber laboratory for analysis,
and failed in other respects to comply with CLIA requirements.

Arguments

Petitioner argues that:
- the proficiency tests were performed as required,;

- the presence of proficiency testing results at another laboratorpecamplained by the fact that the
director served as laboratory director for both laboratories;

- under principles of State law governing agency, it may not be held liable for the unauthorized acts of the
director;

- it may not be held responsible besatthere is nothing in the facts or the applicable law which would
permit holding Petitioner (as opposed to the director) responsible for the intentional and unlawful acts of
the director.

Ruling excerpts

Petitioner had a statutory duty to assure thafigemcy tests were being performed onsite and not
elsewhere.

Petitioner may not evade its responsibility to comply with the requirements of CLIA on the grounds that
the Petitioner [owner] delegated responsibility to operate the laboratory to [the flisect@ssert that he
was unaware of [the director] actions.

The issue of Petitioner's responsibility under CLIA is not resolved by principles of State agency law.

I f the | aboratory director fails to mplxwte@liAe properly

requirements then it is Petitioner's duty to assure that the requirements are met.

Petit|



Eugene A. Shaneyfelt, M.D. v. HCFA[CR597] Docket No. G98-351

CLIA #: 04D0468059

State: Arkansas

Type of Certificate: Waiver

ALJ: Andrew D. Steiman

Basis for Sanction(s):

Revocation of the certificate of waiver for Petitioner's office laboratory.

Arguments:

Petitioner argues that he should not be subject to the/éanban on owning or operating a lab because
he was not an "operator” of a lahtory that had its certificate revoked.

Ruling excerpts:

HCFA was authorized to revoke the CLIA certificate of waiver for Petitionertsffice lab because
Petitioner was an "operator" of a laboratory whose CLIA certificate was revoked.

Other cases réerenced:

Eugene R. Pocock, M.[DCR527]



Edison Medical Laboratories, Inc. v. HCFA [CR599] Docket No. G99-095

CLIA # 31D0857248

State: New Jersey

Type of Certificate: Accreditation
ALJ: Steven T. Kessel

Basis for Sanction(s):

Petitioner had been found to be deficient in meeting conditions under &idAhe extent and nature of
these deficiencies were such as to pose immediate jeopardy to Petitioner's clients.

Arguments:

Petitioner:

- concedes that there magJe been minor problems in its operations, but asserts that these problems all
were easily correctable and were, in fact, corrected by Petitioner;

- makes a general argument in opposition to HCFA's assertions of noncompliance with condition level
CLIA requirements since it has been certified as a clinical laboratory by an accreditation organization.

Ruling excerpts:
The ALJ has no authority to consider whether a condition level deficiency poses immediate jeopardy.

The CLIA certification process is noulsordinate to, nor does it defer to, whatever accreditation or
certifications may be made by private organizations.

Other cases referenced:

Center Clinical LaboratorfpAB1526
Center Clinical LaboratorfCR411]
Ward General Practice ClinfpAB1624]
Hillman Rehabilitation CentdDAB1663]

Decision affirmed on appeal. SeBAB1713and 3rd Circuit Court of Appeals No. 68138


http://www.hhs.gov/dab/#1663

Diagnostic and Educational Laboratory v. HCFA [CR600] Docket No. G98-218

CLIA #: 03D0886075

State: Arizona

Type of Certificate: Compliance

ALJ: Edward D. Steinmn

Basis for Sanction(s):

Petitioner failed to correct deficiencies at the standard level within 12 months of the initial survey.

Arguments:

Petitioner argues:

- HCFA should not have imposed the sanction of revocation against its CLIA certificage HGEA
accepted its Plan of Correction and, subsequently, issued a Certificate of Compliance;

- HCFA's decision to revoke the laboratory's certificate was arbitrary and capricious and that a lesser
sanction would be appropriate;

- because 42 C.F.R. 8 49816 gives a laboratory twelve months to correct deficiencies that are not at the
Condition level, standartbvel deficiencies "could never warrant a sanction as harsh and serious as
suspension or revocation";

- HCFA wrongly based its decision to seekaeation in part upon "complaints" received by it, without
giving Petitioner any notice and an opportunity to respond.

Ruling excerpts:

I't was [Petitioner 6s] r e s p-levelsdéfibiendies that wereadertifeed in e ¢ t
the survg, and this responsibility did not end when HCFA issued the certificate of Compliance.

HCFA's decision to revoke, rather than limit or suspend, Petitioner's CLIA certificate, does not seem
arbitrary or an abuse of discretion.

It is within HCFA's discretin to chose to revoke a laboratory's CLIA license when it has failed to correct
its Standardevel deficiencies within twelve months after a survey.

HCFA had a lawful basis for its determination of the choice of remedy in accordance with 42 C.F.R. §
493.1816.

The ALJ ruled that documentation of compliance with the CLIA regulations after the survey and evidence
of that compliance is not relevant.

Other cases referenced:

Hillman Rehabilitation Center [CR50(IDAB1663]

t

he

three


http://www.hhs.gov/dab/#1663

Allstate Medical Laboratory, Inc. v. HCFA Docket No. G99-309

CLIA #: 05D0932859

State: California

Type of Certificate: Compliance
ALJ: Edward D. Steinman

Basis for Action(s):

Ruling denying HCFAO&s motireqoestt o di smi ss Petitionero6s hear:i
Arguments:

HCFA argues that only the laboratory is a proper party to challenge the sanctions.

Petitioner argues that he is an Aaffected partyo under 42

Ruling excerpts:

The ALJ f i nds tibmtlatonhHabér#diies ara thes peoper parties to request a hearing to
chall enge HCFAG6s sanction is without merit.

The ALJ concludes that a laboratory, its owner, and its operator, all have equal standing and all possess a
right to be heard on sanati®s imposed by HCFA against the laboratory.

Other cases referenced:

Eugene R. Pocock, M.DCR527]

n



US Bio-Chem Medical Laboratories v. HCFA [CR632] Docket No. G99-601

CLIA # 19D898093

State: Louisiana

Type of Certificate: Compliance
ALJ: Steven T. Kessel

Basis for Sanction(s):

Petitioner refused to produce documents requested by inspectors during a complaint inspection of a
laboratory with a certificate of waiver, resulting in raempliancewith the CLIA condition of inspection.

Arguments:

Petitioner argues it was justified in refusing to produce evidence by the surveyors' refusal to inform
Petitioner of the source of the complaint which triggered the complaint investigation.

Ruling excergts:

Petitioner's refusal to cooperate with the inspectors constituted a failure by Petitioner to comply with the
condition which requires a laboratory to cooperate with inspectors and does not permit a laboratory to
withhold information from inspectors dar any circumstance. The duty to cooperate is unconditional.

Other cases referenced:

Hillman Rehabilitation Center [CR50(IDAB1663]

See also, US Bicchem Medical Laboratories[DAB1731] (DAB affirmation)


http://www.hhs.gov/dab/#1663

Carlos A. Cervera, M.D., Director, San Fernando Diagnostic Laboratory, Inc. v. HCFA

Docket No. G99-797

CLIA #: 05D0959931

State: California

Type of Certificate: Compliance
ALJ: Marc R. Hillson

Basis for Action(s):

Ruling denying HCFA®6s motion to dismiss and granting exten
report.
Arguments:

HCFA contends Petitioner as laboratory director does not have the right to an appeal in a matter involving
sanction takenby HCFAgai nst Petitionerés | aboratory.

Ruling excerpts:

The Petitioner is an fAaffected partyo within the meaning of
laboratory director and prohibit him from owning or operating a laboratory for two years, wiiile at

same time denying him the same right to a hearing that the laboratory has raises significant issues of

fairness and due process.

Other cases referenced:

Allstate Medical Laboratory, InfDocket No. G99-309]




Edison Medical Laboratories, Inc. v. HCFA [DAB1713] Docket No. A99-96

CLIA # 31D0857248

State: New Jersey

Type of Certificate: Accreditation

DAB: Cecilia Sparks Ford, Donald F. Garrett, M. Terry Johnson

Basis for Sanction(s):
Appeal of ALJ decision itR599

Arguments:
Petitioner argues:

- it had not received a due process hearing because the ALJ wrongly concluded he could not reach the
guestion of whether the deficiencies charged constituted immediate jeopardy;

- it had notreceived a due process hearing because the ALJ employed the wrong burden of proof;

- it had not received a due process hearing because neither HCFA nor the ALJ provided a neutral and
objective review of the State inspection results;

- the findings of thenspectors were erroneous and unfair because the State agency was seeking to close
down minorityowned laboratories.

Ruling excerpts:

The ALJ properly reviewed the underlying deficiencies and properly declined to review finding of
whether the deficiencgeconstituted immediate jeopardy.

The ALJ correctly assigned the burden of proof.
The ALJ determined that the Petitionerd6s remaining due proc

Petitioner provided no support for its allegations of bias against it on the pdré ¢Stiate agency]
inspectors or the ALJ.

The DAB sustains the ALJ decision in its entirety and upholds the revocation.

Petitioner failed to demonstrate any prejudice from the extra time which it had after the close of the survey
before [the State agencyletermined that its deficiencies posed an immediate jeopardy and initiated
enforcement action.

Other cases referenced:

Ward General Practice ClinfpAB1624]

Hillman Rehabilitation CentdDAB1663]

Cross Creek Health Care CentBAB1665

Warren N. Barr Pavilion of lllinois Masonic Medical CentBAB1705
Richmond Community Action Program, In@AB1571].

Rural Day Care Ass'n of N.E. North Carolii2AB1489

See also, Edison Medical Lab, Inc. v HCFA, Circuit Court DecisiofiN0.00-3138] (affirmati on)


http://www.hhs.gov/dab/#1663
http://www.hhs.gov/dab
http://www.hhs.gov/dab
http://www.hhs.gov/dab
http://www.hhs.gov/dab

Kaulson Laboratories, Inc. v. HCFA [CR642] Docket No. G98-178

CLIA #: 31D0690640

State: New Jersey

Type of Certificate: Compliance

ALJ: Jill S. Clifton

Basis for Sanction(s):

Petitioner failed to comply with one or more laboratory conditions nGHéA.

Arguments:

Petitioner suggests errors are inevitable and should be acted upon if they appear deliberate or due to
carelessness.

Ruling excerpts:

Petitioner errors (clerical and reporting) are not trivial and go to the integrity of the labsratstiig
process.

Other cases referenced:

Hillman Rehabilitation CentgDAB1663] [CR500].

See also, Garden City Medical Laboratory v. HCFADAB1747] (DAB affirmation)


http://www.hhs.gov/dab/#1663

Southfield Medical Clinic vs. HCFA [CR667] Docket No. G00-071

CLIA#: 23D0365332

State: Michigan

Type of Certificate: Compliance
ALJ: Steven T. Kessel

Basis for Sanction(s):

Petitioner had failed to comply with the condition governing proficietiesying stated in 42 C.F.R. §
493.803.

Arguments:

Petitioner argues:

- there was no intentional referral of [proficiency test] samples to another laboratory for analysis, no
improper referral within the meaning of the Statute, no improper collabosaiibim the meaning of the
Statute and no other deficient test practices regarding [proficiency test] samples;

- the statute, regulations and case law do not support a finding that a laboratory technician acting alone can
create the intent element of thatste;

- it should not be held legally responsible for the unauthorized acts of its employee.

Ruling excerpts:

The undisputed material facts establish that Petitioner failed to comply with the requirements of the
condition that is stated in 42 C.F.R483.803.

Under CLIA, a laboratory is liable for the acts of its employees whether or not those acts are authorized or
even known about by the laboratory's management.

Other cases referenced:

Edison Medical Laboratories, INdAB1713

Hillman Rehabilitation CentdDAB1663]

Family Home Health Services [CR615 affaiAB1716q.
Blanding Urgent Care Center Laborat§€R438]
Melvin C. Murphy, M.D., P.C[CR590]


http://www.hhs.gov/dab/#1663
http://www.hhs.gov/dab

US Bio-Chem Medical Laboratories v. HCFA [DAB 1731] Docket No. A2000-37

CLIA # 19D898093

State: Louisiana

Type of Certificate: Compliance

DAB: Donald F. Garrett, Marc R. Hillson, Judith A. Ballard
Basis for Sanction(s):

Appeal of ALJ decision iICR632

Arguments:

Petitioner:

- challenged HCFA's authority to act against Petitioner, asseahaidetitioner has never participated in
the Medicare program.

- argued its right under the United States Constitution to know who complained against it.

Ruling excerpts:

While HCFA has jurisdiction over the Medicare program, it has numerous othensdsfities, including
the implementation of CLIA. The CLIA regulations at Part 493 clearly apply to a broader set of
laboratories than those participating in Medicare.

The right to inspect is unconditional.



Sentinel Medical Laboratories, Inc. v. HCFA [CR679] Docket No. G98-277

CLIA #: 05D0910312

State: California

Type of Certificate: Compliance
ALJ: Edward D. Steinman

Basis for Sanction(s):

Petitioner prohibited from owning or operating (or directing) a laboratory for at least two yearghé&om
date of the revocation of the laboratory he directed.

Arguments:

Petitioner argues:

- as a mere employee, it would have been impossible to carry out the duties of a laboratory director and
any attempt to enforce [CLIA] regulations would violate lasgtitutional right to due process;

- the regulations are invalid because they do not apply equally to laboratory directors and other laboratory
employees;

- the regulations are void for vagueness, because they do not specify how an ettaploradery irector
is to gain the cooperation of a laboratory's owners if the director uncovers improper or fraudulent
practices;

- if a laboratory director discovers wrongdoing at his or her laboratory and is unable to correct it, he or she
could not be required teeport the wrongdoing to HCFA or the State agency, because to do so would
violate the laboratory director's constitutional right againstisetfmination;

- [the ALJ] should reject the extensive findings of deficiencies by the state surveyors behause,
surveyors failed to follow the appropriate survey procedures;

- the sanction HCFA proposes to enforce against him, namely thgeavdban on owning or operating a
CLIA laboratory, should be stayed pending his exhaustion of his administrative renaedi¢kroughout
the period of judicial review.

Ruling excerpts:

The Petitioner's status as an emplelamratory director, as opposed to an owlaboratory director, is
irrelevant to determining what the CLIA statute and regulations require of hinefdtes Petitioner's
constitutional arguments are without merit

The Fifth Amendment right against sé@itrimination is inapplicable.

The laboratory director, not other employees, is responsible for the overall operation of the laboratory.
Cessation othe laboratory's operations while subject to a CLIA survey, or after receipt of the survey
findings in the [survey report], does not excuse the laboratory operators or owners from-jleartwo

sanction against owning or operating a CLIA laboratory oncklA Certificate is revoked.

To permit a norcomplying laboratory to continue to operate until all appeals were exhausted would be
dangerous to the health and safety of the individuals served by the laboratory.



There is no provision in the regulations gaving laboratories which compels HCFA or its designee to
conduct an exit conference with a laboratory at the completion of a survey of that laboratory.

The laboratory director has standing to request a hearing independent of the laboratory.
Other casegeferenced:

Eugene R. Poco¢ci.D. [CR527]

Helvering v. Mitchell [303 U.S. 391, 402]

BAN LaboratoriedCR576

Hillman Rehabilitation Center [CR50(IDAB1663]
Indiana Department of Public WelfaieAB781].
Golden State Manor Rehabilitation CenteAB1597]
California Medical Associates Laboratoi@R474

See also, Sentinel Medical Laboratories, Inc. v. HCFfDAB1762] (DAB affirmation)


http://www.hhs.gov/dab/#1663
http://www.hhs.gov/dab
http://www.hhs.gov/dab
../../cliahearingindex2003/HearingDigestCases2003.doc#cr476

Oakland Medical Group, P.C. v. HCFA [CR688] Dacket No. G99-731

CLIA #: 23D0365805

State: Michigan

Type of Certificate: Accreditation
ALJ: Jose A. Anglada

Basis for Sanction(s):

Petitioner performed improper referral of PT samples to another laboratory for analysis and failed to treat
PT samplesn the same manner as patient samples.

Arguments:

Petitioner argues:

- laboratory technician performing PT was not an employee;

- sanctions imposed and proposed are not appropriate according to the enforcement procedures section of
CLIA regulations, andh plan of correction is the most appropriate sanction given the severity of the

alleged standard deficiency;

- the declarations of [AAB representative and state agency representative] do not support HCFA's
allegations;

- an intentional referral of PT sates has not been shown by HCFA,;

- results received by the AAB represent small standard deviations, there is a high probability that multiple
laboratories produced the same figures and that occasional human error in rounding a few numbers does
not warrantevocation of a laboratory's CLIA certificate;

- the [accrediting organization], as HCFA's agent, reported no deficiencies.

Ruling excerpts:

Whether testing personnel are an independent contractor or not is irrelevant, inasmuch as Petitioner is
respondile for the actions of all individuals it authorizes to perform testing at its facility on its behalf.

The revocation of Petitioner's CLIA certificate for a period of one year is not unreasonable in light of the
failure to satisfy the condition level reéggments.

The declarations of [AAB representative and state agency representative] constitute appropriate evidence
in support of HCFA's allegations.

Petitioner intentionally referred proficiency tests to another laboratory and/or engaged-iabiotdory
communications (collaboration) and then reported the results obtained as Petitioner's own results.
Petitioner did not arrive at PT results identical to that of eight other laboratories through human error or
coincidence, but by intentional referratllaboration, and manipulation of those results

The absence of reported deficiencies by [an accrediting organization] does not bar HCFA from finding
Petitioner out of compliance with CLIA requirements.

Other cases referenced:



Long Laboratory v. HCFACR344

Blanding Urgent Care Center v. HCFBR439

Southfield Medical Clinic v. HCFACR667

Falls Riverway Realty, Inc. v. Niagara Falls [754 F.2d 49(2d. Cir. 1985)]
Anderson vlLiberty Lobby, Inc. [477 U.S. 242, 248, 249 (1986)]

Pollock v. American Tel. & Tel. Long Lines [794 F.2d. 860, 864 C&., 1986)]
Stanley Boykansky, M.D. v. HCFECR690

See also, Oakland Medical Group, P.C. v HCFADAB1755] (DAB affirmation)



Stanley Boykansky, M.D. v. HCFA [CR690] Docket No. G99-715

CLIA #: 23D0372207

State: Michigan

Type of Certificate: Accreditation
ALJ: Steven T. Kessel

Basis for Sanction(s):

Petitioner referred pfficiency test samples to another laboratory for testing or had collaborated with
another laboratory.

Arguments:

Petitioner asserts:
- HCFA failed to give it adequate notice of the basis for its determination to impose remedies;

- HCFA lacks the authadyi to make findings which differ from those which its agents make in conducting
CLIA compliance surveys;

- some deficiencies may have existed in its operation, but it filed a plan of correction which addressed
these deficiencies;

- HCFA lacks authorityd impose principal sanctions against it inasmuch as there exists no outstanding
failures by Petitioner to comply with CLIA participation requirements.

Ruling excerpts:

HCFA did not fail to give Petitioner adequate notice of its determinations.

The reguléions which establish enforcement procedures under CLIA vest in HCFA the authority to
determine independently whether noncompliance exists and the extent of that noncompliance. HCFA is
free to accept or reject a Sitdetereninestobeappoprimstg.ency 6s and t o mod

HCFA is under no obligation to accept a plan of correction from a laboratory where that laboratory has
failed to comply with CLIA conditions of participation.

[The ALJ] disagrees with th8landing decision to the extenhat it supports the proposition that an
unlawful "referral" of a testing sample to another laboratory may occur without an actual physical
transport of the sample from one laboratory to another. (Ruling revergaiBiy756.)

Petitioner and the other eight laboratories colluded to produce nearly identical proficiency testing results.
Other cases referenced:

Blanding Urgent Care Center Laborat§BR438

Edison Medical Laboratories, IN®AB1713]

Hillman Rehabilitation CentdDAB1663]
Southfield Medical ClinigCR667

See also, Stanley Boykansky, M.D. v HCFfDAB1756] (DAB affirmation)


http://www.hhs.gov/dab/#1663

Garden City Medical Laboratory v. HCFA [CR698] Docket No. G99-831

CLIA # 23D0367601

State: Michigan

Type of Certificate: Accreditation
ALJ: Jose A. Anglada

Basis for Sanction(s):

Petitioner deficientri meeting conditions under CLIBecause of the improper referral of laboratory and
PT samples to another laboratory.

Arguments:

Petitioner argues:
- there was no intentional referral of proficiency testing samples;
- the laboratory acted in good faitly terminating the employee who created the problem;

- the Government has not shown that the proficiency testing was not performed in the ordinary course of
business;

- the statistical analysis offered by HCFA is not statistically significant.

Ruling excerpts:

Although there is no evidence of referral of PT samples, based on the scores reported to [the proficiency
testing agency] the unequivocal conclusion is that Petitioner engaged in collaboration.

The defense of correcting the deficient practicédoginating an employee is unacceptable.

Petitioner failed to examine PT samples with its regular patient workload using the laboratory's routine
methods.

Given the imprecision on manual testing methodology and the range of acceptable results, tseo€hance
nine laboratories independently arriving at the same values by happenstance for all five specimens for
even two different tests are close to nil.

Petitioner failed to comply with more than one laboratory condition under CLIA.

Other cases referenced:

Anderson v. Liberty Lobby, Inc. [477 U.S. 242, 248, 249]

Pollock v. American Telephone & Telegraph Long Lines

Melvin C. Murphy, M.D., P.C[CR590]
Southfield Medical ClinigCR667

See also, Garden City Medical Laboratorie$DAB1763] (DAB affirmation)



Kaulson Laboratories, Inc. v. HCFA [DAB1747] Docket No. A200055

CLIA # 31D0690640

State: New Jersey

Type of Certificate: Compliance

DAB: Judith A. Ballard, Cecilia Sparks Ford, Donald F. Garrett

Basis for Sanction(s):

Appeal of ALJ decision itR642

Arguments:

Petitioner:

- challenged the ALJ's findings on the CLIA conditions and argued that it had ngprogenly informed

of the issues addressed by the ALJ, and was not afforded an opportunity to brief and to present evidence

on those issues;

- argued it had agreed to forego presenting testimony at-prréon hearing based on the issue as
identified ina prehearing conference;

-argued it was never clearly informed that issues beyond the issue identified in the prehearing conference
and the ALJ's order confirming the prehearing conference would be considered by the ALJ.

Ruling excerpts:

HCFA and the AJ resulted in substantial prejudice to Petitioner, which waived its right to-person
hearing and submitted its briefs and documentary evidence without adequate notice that issues beyond
those stated by HCFA in the prehearing conference would bedeoediby the ALJ.

The Board has the authority to modify, reverse or remand the ALJ Decision when there has been a
prejudicial error of procedure. Here, we remand the case to the ALJ for further proceedings.

Other cases referenced:

Ward General PractcClinic[DAB1624]
US Bio-Chem Medical Laboratories, IN®AB1731



Oakland Medical Group, P.C. v. HCFA [DAB1755] Docket No. A2000107

CLIA #: 23D0365805

State Michigan

Type of Certificate: Accreditation

DAB: Judith A. Ballard, Donald F. Garrett, M. Terry Johnson
Basis for Sanction(s)

Appeal of ALJ decision ittR688

Arguments

Petitioner took exception to 15 of the ALJ's 23 FF{#Hirdings of Fact and Conclusions of Lawl].

Ruling excerpts

DAB concluded that the challenged FFCLs are n



ot erroneous and are supported by substantial evidence on the record as a whole.

Limiting the concept of a referral to a physical transfer is insterst with the underlying purposes of the
condition for certification.

The DAB rejected Petitionerbés general contention that HCF A
meeting standards rather than overall conditions limited HCFA to alternativiéosanc

The ALJ clearly did not err in rejecting Petitionerbés conte
with CLIA requirements because Petitioner had passed a routine [accrediting organization] survey.

It is indisputable that a laboratory can lmepgrvasively noncompliant with standards as to have failed to
comply with the overall condition.



Stanley Boykansky, M.D. v. HCFA [DAB1756] Docket No. A2006-108

CLIA #: 23D0372207

State: Michigan

Type of Certificate: Accreditation

DAB: Judith A. Balard, Donald F. Garrett, M. Terry Johnson

Basis for Sanction(s):
Appeal of ALJ decision itR690Q

Arguments:

On appeal to the Board, Petitioner excepted to all seven of the ALJ's findings of fact and conclusions of
law (FFCLS).

Ruling excerpts:

The DAB disagrees with the ALJ that the regulation at section 493.801(b)(4) prohibiting intentional
referral of PT samples is limited to cases where physical transfer is established.

The DAB reviewed Petitioner's exceptions and conalutiat the ALJ Decision should be affirmed.
Other cases referenced:

Stanley Boykansky, M.JCR690

US Bio-Chem Medical Laboratories, IN®AB1731
Ward General Practice @lc [DAB1624]
Southfield Medical ClinifCR667

Blanding Urgent Care Center Laborat§BR438]
Edison Medical Laboratorietnc.[DAB1713]
Oakland Medical Group, P.(DAB1755]



Physicians Independent Laboratory, Inc. v. Donna@&a, Secretary U.S. DHHS, [et.al.]
CV 00-12209 SVW (CWHx) [01/24/2001]

CLIA #: 05D0642499

State: California

Type of Certificate: Compliance

Ruling by: Stephen V. Wilson, United States District Judge

Basis for Action(s):

Plaintiffsd mpihjuncivereliecbr pr el i min

Arguments:

Plaintiffs made the motion for the District Court to issue a mandatory injunction to retroactively restore
Plaintiffsd CLIA certification and reinstatement of its
Plaintiffs recéve a hearing before an ALJ.

Ruling excerpts:

Pl aintiffsé claim that it is suffering irreparable harm i s
to delay their ALJ hearing.

Plaintiffs®d motion is denied.

See also, Physicians Independent baratory, Inc. v Donna Shalala, Secretary U.S. DHHS, [et. al]
[CV-00-12209 5/10/2001]




Sentinel Medical Laboratories, Inc. v. HCFA [DAB1762] Docket No. A200092

CLIA #: 05D0910312

State: California

Type of Certificate: Compliance

DAB: Judith A. Ballard, M. Terry Johnson, Marc R. Hillson

Basis for Sanction(s):
Appeal of ALJ decision iICR679

Arguments:

Petitioner argued the constitutionglidf the CLIA provisions, and that the effectiveness of theyaar
ban on his owning or operating another laboratory should be stayed until his appeal has been heard in
federal court.

Ruling excerpts:

Petitioner was required to exhaust his administeatemedies. The ALJ is not required to terminate
proceedings so that Petitioner could take his appeal to federal court for review of his constitutional
arguments.

The DAB is not empowered to declare the CLIA statute or regulations unconstitutional.
TheFifth Amendment right against séffcrimination is inapplicable.

The DAB affirms and adopts each of the ALJ's findings of fact and conclusions of law.
Other cases referenced:

US Bio-Chem Medical Laboratories, IN®AB1731
Sentinel Medical Laboratories, INER679]

U.S. v. Nixon

Gibas v. Saginaw Mining Co.

Howard v. FAA

Stieberger v. Heckler

Gilbert v. National Transportation Safety Board
Parisi v. Davidson

Sol Teitelbaum, M.D. v. U.S. Dept. ofddlth and Human Services
Garfield v. U.S. ex. rel. Goldsby

Burger Chef Systems, Inc. v. Govro

Price v. Westmoreland

United States v. A & P Trucking Co.



Garden City Medical Laboratory v. HCFA [DAB1763] Docket No. A200614

CLIA # 23D0367601

State: Michigan

Type of Certificate: Accreditation

DAB: Judith A. Ballard, Donald F. Garrett, M. Terry Johnson

Basis for Sanction(s):
Appeal of ALJ decision itR698

Arguments:

Petitioner filed seven general exceptions to the ALdisiten, including an argument that summary
judgment was inappropriate.

Ruling excerpts:

The DAB reverses the ALJ decision and remands this case to the ALJ for further proceedings. Given the
heavy reliance placed by the ALJ on the testimony of HCFA'araffj the ALJ should address
Petitioner 6s r equ e s-exaniine thosewitnesspspor t unity to cross

Further disposition:

Petitioner withdrew appeal.

Other cases referenced:

Garden City Medical ClinifCR698

Ward General Rictice Clinic[DAB1624]

US Bio-Chem Medical Laboratories, IN®AB1731

Everett Rehabilitation and Medical CenfpAB1628
Richardson v. Perales


http://www.hhs.gov/dab

Edison Medical Lab, Inc. v. HCFA [No. 00-3138]

CLIA # 31D0857248

State: New Jersey

Type of Certificate: Accreditation

Before: Nygaard, Alito, and Rendell, Circuit Judge$,Gircuit

Basis for Sanction(s):

Appeal of DAB App. Div. No. A99-96 [CR599][DAB1713]

Arguments:

Petitioner appealed decision of DAB affirming revocation.

Ruling excerpts:

The Circuit Judges affirm the action of the Department of Health and Human Services in revoking
Petitonebs certi ficate of accreditation.



Union City Diagnostic Laboratory v. HCFA [CR749] Docket No. G99-831

CLIA # 31D0894808

State: New Jersey

Type of Certificate: Compliance
ALJ: Steven T. Kessel

Basis for Sanction(s):

Petitioner failed to comply wit one or more CLIA conditions and caused immediate jeopardy to its
patients.

Arguments:

Petitioner:
- contested HCFA's findings and remedy determinations;

- asserted that it had quality control policies and manuals which the surveyors had faileairtoopbt
review.

Ruling excerpts:

HCFA is authorized to impose principal remedies against a laboratory where that laboratory fails to
comply with one or more CLIA conditions.

[The ALJ] reiterates that the issue is not whether Petitioner had quality Icpali@es, but whether it
implemented them.

Other cases referenced:

Hillman Rehabilitation CentdDAB1663]


http://www.hhs.gov/dab/#1663

Physicians Independent Laboratory, Inc. v. Donna Shalala, Secretary U.S. DHHS, [et.al.]

CV 00-12209 SVW (CWx) [5/10/2001]

CLIA #: 05D0642499

State: California

Type of Certificate: Compliance

Ruling by: Stephen V. Wilson, United States District Judge

Basis for Action(s):
Defendantsé motion to dismiss

Arguments:

Plaintiffs seek money damagegainst Federal employees acting in their official capacities.Defendants
bring a motion to dismiss all causes of action arguing that the District Court is without jurisdiction to grant
the relief sought by the Plaintiffs, that a Bivens action is not avaitalPlaintiffs, and that Plaintiffs must
exhaust administrative remedies.

Ruling excerpts:
Defendants argue that because Plaintiffs have declined to participate in any ALJ hearing and seek

monetary rather than preliminary injunctive relief pending an) Alearing, that the District Court no
longer has jurisdiction over this matter. Defendants are correct.

Defendant motion to dismiss is granted.

See also, Physicians Independent Laboratory, Inc. v. Donna Shalala, DHHS [et.al.]
[CV00-12209 1/24/20011




Amer i can_ Womends [CRErE]tDeaket No. COHE3F A

CLIA #: 31D0914104, 31D0914105, 31D0914106

State: New Jersey

Type of Certificate: Compliance

ALJ: Jose A. Anglada

Basis for Sanction(s):

Petitioner ha three facilities, each with its own CLIA number, which were revoked due to failure to enroll
in proficiency testing. The Petitioner continued to perform testing at each location. HCFA sent them a
notice that they must cease and desist laboratory tediatitioner filed a request for hearing in response

to the notices to cease and desist.

Arguments:

Petitioner asserts that:

- HCFA has failed to produce evidence to show that [two] facilities received the notices of suspension and
revocation;

- thethird facility received the notice of suspension, but alleges that HCFA ignored the facility response.

Ruling excerpts:

There is no legal requirement that HCFA show that the laboratory actually received the sanction letter.
The only specific requiremenf the regulation as to the notice is that it be in writing.

The ALJ concludes that Petitioner's hearing request as to [two] facilities was untimely filed and good
cause does not exist to extend the time for filing.

The ALJ denied HCFA's motion to disss the hearing request as to the [third] facility and remanded it to
HCFA for further proceedings.

Other cases referenced:

Julio M. Soto, M.D[CR41§
Ronald J. CrispM.D. [CR724


http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

Evette Elsenety, M.D., Et. Al. v. HCFA[CR779] Docket No. G01-218 through G-01-233

CLIA # 23D0365805

State: Michigan

Type of Certificate: Accreditation
ALJ: Steven T. Kessel

Basis for Sanction(s):

CLIA prohibits an entity whose CLIAcertificate has been revoked from owning or operating another
laboratory during the twgear period from the date of revocation.

Arguments:

The 16 Petitioners assert that to revoke their CLIA certificates would frustrate the integisti#tion,
which requires that they be organized as part of a group practice.

Petitioners argue that their CLIA certificates not be revoked, inasmuch as they had nothing to do with the
activities that resulted in the revocation of a certificate obarktory owned by the group.

Petitioners opposed HCFA's motion for summary disposition.

Ruling excerpts:

The ALJ considered the question of whether the group owned laboratory is a "person” within the meaning
of CLIA.

Nothing in CLIA suggests that Coregs intended the word "person” to mean only individuals and not
corporations or companies.

Petitioners' certificates must be revoked as a matter of law based on the undisputed material facts.

There are no disputed issues of material fact in these dasasequently, summary dispositions are
appropriate here.

Other cases referenced:

Oakland Medical Group, P.CR688



United States of America v. Edison Medical Laboratory Service Corporation

[Civil Action No. 01-2872 (KSH})

CLIA # 31D0857248

State: New Jersey

Type of Certificate: Accreditation

Ruling by: Katherine S. Hayden, United States District Judge
Basis for Action(s):

Order to show cause and temporary restraining order.

Arguments:

Plaintiff seeks to restraiefendants from operating a clinical laboratory, or soliciting or accepting
materials derived from the human body for laboratory examination or other procedure without
certification pursuant to the requirements of CLIA.

Ruling excerpts:
Pl ai nt icdtidndosan &gy fo Bhow Cause and a Temporary Restraining Order is granted.

Further Disposition:

Consent Decrefiled July 6, 2001.



Preferred Family Medicine, P.C. v. Tommy G. Thompson, Secretary HHS, and Thomas Scully,
Administrator CMS [Case No. 01:72447] [7/31/2001]

CLIA #: 23D0364632

State: Michigan

Type of Certificate: Accreditation

Ruling by: Victoria A. Roberts, United States District Judge

Basis for Action(s):
Plaintiffsd motion for preliminary injunctive relief.

Accreditation oganization notified Plaintiff in September 1999 of pending denial of accreditation due to

Acomplicity in proficiency test averaging.o I n October 199
accreditation organization held a hearing in February 20@0voted to reverse its initial decision to deny

accreditation. More than a year after the accreditation organization reversed its denial decision, a

complaint investigation survey was conducted by the State agency. CMS took action to revoke the

Plaintiff 6s Certi ficate of Accreditation after finding Plaintiff
Ai mproper referradintegrbabonat waongchaondcomoned in testing eve

Arguments:

Plaintiff:

- contends that cancelingpproval to receive Medicare payments for their laboratory services and
revocation of their CLI' A Certificate of Accreditation woul
laboratory and cause irreparable harm to Plaintiffs and numerous Medicarthangatients;

- acknowledges that revocation will not take effect until a decision is rendered by the ALJ, however the
effective date of the cancellation of the approval to receive Medicare payment for its laboratory services
was prior to any opportunyitfor an ALJ decision;

- seeks declaratory relief and relief in the form of a writ of mandamus.

Ruling excerpts:

The District Court agreed with CMS that under CLI A, t he a
organization did not bind CMS in the perfmance of its CLIA enforcement responsibilities.

Accreditation organizations are obligated to provide HCFA with the name of any laboratory that has had
its accreditation denied, suspended, withdrawn, limited or revoked within 30 days of the action taken.

Moti on for I njunctive Rel i ef i s deni ed, Pl ain

Pl aintifféo
i denied; and Defendantsdé Motion to Dismiss is gr

s
mandamus S
See also, Preferred Family Medicine, P.C. [et. al.] v. Tommy G. Thompson, DHHS [et.]al.
[8/28/2001]



Mark Gary Hertzberg, M.D., P.C. v. CMS [CR805] Docket No. G99-763

CLIA # 23D0671668

State: Michigan

Type of Certificate: Accreditation

ALJ: Alfonso J. Montano

Basis for Sanction(s):

Petitioner hadritentionally referred its proficiency testing samples to another laboratory for analysis.

Arguments:

Petitioner argues that:

- CMS did not give it proper notice of conditidevel deficiencies, and is therefore without authority to
impose principal sanicns against Petitioner;

- the surveyors found no condition level deficiencies, and condition level deficiencies cannot simply be
created by CMS as a result of the standard level violations alleged.

- CMS cannot impose principal sanctions pursuantfiading of only standardevel deficiencies;

- the second notice from CMS cited a conditienel deficiency but argues that the second notice is
deficient because it was received after the sanctions were imposed and provided no opportunity to respond
or appeal previously undisclosed deficiencies;

- results received by [the proficiency testing organization] represent small standard deviations and thus a
high probability that multiple laboratories produced the same figures.

Ruling excerpts:

CLIA requiremaits do not prohibit CMS from amending or superseding a notice of an initial
determination.

Appellate panels of the Departmental Appeals Board have repeatedly ruled that a laboratory can be so
pervasively noncompliant with standards as to have failedwe bamplied with the overall condition,
therefore, the violation of a standard may constitute violation of a condition.

CMS is authorized to make independent determinations about the nature and severity of a laboratory's
noncompliance with CLIA requirem&n

The ALJ rejected Petitioner's argument that section 493.801(b)(4) is limited to cases where physical
transfer of the testing sample is established.

The ALJ concluded that the Petitioner engaged in collusion with other laboratories in testing jgsoficien
testing samples. Petitioner has offered no persuasive arguments or evidence which rebut CMS's showing
of collusion.

Other cases referenced:
Stanley Boykansky, M.OOCR690] [DAB1756]

Edison MedichLaboratories, Incj[DAB1713]
Hillman Rehabilitation CentdDAB1663]



http://www.hhs.gov/dab/search.html

Blanding Urgent Care Center Laborat§BR438]
Oakland Medical GroufPAB1755



Preferred Family Medicine, P.C. v. Tommy G. Thompson, Secretary HHS, and Thomas Scully,
Administrator CMS [Case No. 0172447] [8/28/2001]

CLIA #: 23D0364632

State: Michigan

Type of Certificate: Accreditation

Ruling by: Victoria A. Roberts, United States District Judge

Basis for Action(s):

Suppl ement al Opinion & Order Denying Pl aintiffséo Mot i on f
Decl aratory Judgment and Mandamus, and Granting Defendantsd

(To clarify whether the factual circumstances of this case come within the exception to the general rule
that district courts do not have original subject matter jurisdiction over claims arising under the Medicare
Act.)

Arguments:

Plaintiff argues that the District Cdihas subject matter jurisdiction of this matter, even though Plaintiff
has not exhausted administrative remedies prior to judicial review as required by 42 U.S.C. 405(h).

Defendants respond that the District Court does not have subject matter jaristbchiear this matter,
thereby requiring the di smissal of Plaintiffds claim withou

Ruling excerpts:

The District Court found that this matter did not fall within the exception, thus precluding it from having
subject matter jurisdiiin rule upon the issues presented by Plaintiff.

See also, Preferred Family Medicine, P.C. [et. al.] v. Tommy G. Thompson, DHHS [et. al.]
[7/31/2001]



RNA Laboratories, Inc. and Ter-Zakarian Medical Clinic v. HCFA [CR829] Docket No. G01-336
and C-01-337

CLIA # 05D0879683

State: California

Type of Certificate: Compliance

ALJ: Steven T. Kessel

Basis for Sanction(s):

Petitioners failed to test proficiency testing samples in t

Arguments:

Petitioners argue:

-lone of the Il abs] tested proficiency testing samples in th
because it used the same equipment and testing techniques for both types of tests;

- CMS did not establish an unlawfulfeeral of proficiency testing samples from one Petitioner to the
other;

- with respect to the laboratory director condition, that it was the fault of the owner and not the laboratory
director if Petitioner failed to produce proficiency testing documiemtat

Ruling excerpts:

It is not necessary to establish a statistical probability of two laboratories producing identical results in any
given test in order to find that it is highly unlikely that they would produce those identical results
independently.

The regulation requires a laboratory to produce all of its records and to document each step in the testing
and reporting of proficiency testing results.

The issue is whether Petitioner invalidated proficiency testing by testing proficiency testingssarogde
times than it tested patientsd speci mens. I't is not whet he
techniques to perform proficiency tests than it used to tes

The improper exchange of information between Petitionensld be an unlawful referral of proficiency
testing samples.

The failures by Petitioners to comply with the proficiency testing condition also are failures to comply
with the laboratory director condition.

o)

A laboratory owner or director has arightthae@ ar i ng t o chall enge revocation of a |
certificate.

Other cases referenced:

Stanley Boykansky, M.JOCR690] [DAB1756]

Oakland Medical GroufPAB1755

Carlos A. Cervera, M.D.[Docket No. G99-797Rul i ng Denying HCFAO6s Motion to Dismiss]
Allstate Medical Laboratory, IngDocket No. G99-309]

Sentinel Medical Laboratories, IN®OAB1762




Evette Elsenety, M.D., et. al. v. HCFA[DAB1796] Docket No. A2001-:103

CLIA#: 23D0365805
State: Michigan
Type of Certificate: Accreditation

ALJ: Judith A. Ballard, Donald F. Garrett, M. Terry Johnson

Basis for Sanction(s):

Appeal of ALJdecision inCR779

[ On November 7, 2000, HCFA advised each Petitioner that Oa
had been revoked and that, since Oakland owned or operated each Petitioner, HCFA was also required to

revoke eaclPet i ti oner 6s CLI A certificate. Each Petitioner reque:
appeals were consolidated into a single proceeding.]

Arguments:

Petitioners argue that:

- ALJ erred when he relied on HCFA Exhibit 3 as a basis for his findi@gkland provided letter
demonstrating ownership of 16 Petitioners.

-ALJ erred by expanding the plain meaning of the word dAper
corporations and companies.

Ruling Excerpts:
Summary disposition is appropriate w¢here are no disputed issues of material fact.

The general rules of construction applied to the United States Code are that, unless otherwise indicated,
the word fipersondo includes company or corporation.

| f Aipersond r ef er greudwith arevked certifieate, such ak iOaklardl tnexd, goulda
simply restart its operation in another laboratory.

The Board affirms and adopts each of the FFCLG6s wunderlying
in its entirety.

Other cases referened:

Oakland Medical GroufiCR688] [DAB1755]
US Bio-Chem Medical Laboratorig©AB1731]




Edward Ming-Che Lai, M.D. v. CMS [CR848] Docket No. C01-288

CLIA #: 05D0956182

State: California

Type of Certificate: Compliance
ALJ: Steven T. Kessel

Basis for Sanction(s):

Prohibition on lab director owning/operating another lab for 2 years as a result of the certificate revocation
of Polymedic Clinical Laboratory, Inc.

Arguments:

Petitioner alleges:

- he was not serving as laboratory director of Polymedic Clinical Laboratory, Inc. in May 2000 when
Polymedic failed to comply with a condition for certification under CLIA,

- his verbal agreement to be the laboratory's diresas never finalized in writing and his directorship
was never established officially;

- he had not entered into a final agreement to direct Polymedic, had not received any payment from
Polymedic, and had not had any folleywg communications with thaloratory's owner until December
1999, when the owner told him the laboratory would not continue operation.

CMS argues that:

- Petitioner is not entitled to a hearing in that regulations which confer hearing rights in cases involving
CLIA enforcement aions give those rights to laboratories and not to individuals.

- Petitioner served as lab director of Polymedic Clinical Laboratory, a laboratory whose certification was
revoked, and is precluded from owning or operating another laboratory for twofy@arshe date of
revocation.

Ruling excerpts:

Petitioner acted as Polymedic's director when he executed a CLIA certificate application on Polymedic's
behalf in September 1999.

For at least a very brief period of time, Petitioner acted in the capadiylyrhedic's laboratory director,
however, that relationship ceased definitively with petitioner's December 1999 telephone conversation
with Polymedic's owner.

A failure by Petitioner to apprize the State agency that he was not serving as Polymediateriabo
director did not mean, as a matter of law, that Petitioner continued to serve as the laboratoryadilector
retained the legal responsibilities of a director.

An individual may be deemed to be a laboratory's director under two circumstancésthé&iradividual

may be a laboratory's director if he or she is performing the duties of the laboratory director. Second, the
individual may be a laboratory's director if that individual has agreed to perform the duties of the
laboratory director wheth&r not he or she is actually performing them.

CMS is without authority to impose sanctions against Petitioner.



Other cases referenced:

Carlos A. Cervera, M.DOocket No. G99-797Rul i ng Denying HCFAO®&s Motion to Dismiss]
Allstate Medical Laboratory, InfDocket No. G99-309]

Sentinel Medical Laboratories, INQAB1762

Eugene R. Poco¢c.D. [CR527]

RNA Laboratories|nc., and TeiZaharian Medical ClinifCR829




Premium Diagnostic Laboratory v. CMS [DAB1790] Docket No. A01-112

CLIA #: 05D0962262

State: California

Type of Certificate: Compliance

For the DAB: Judith A. Ballard, M. Terry Jmson, Donald F. Garrett

Basis for Sanction(s):

Appeal of ALJ di smissal in CR808. (The ALJ dismissed Petit
CMS®6 rescission of its sanctions there waeanno initial deter
appeal.)
Arguments:

Petitioner alleges that:

- it was entitled to a review by the ALJ of what it labeled an abuse of discretion by CMS in imposing
sanctions against Petitioner;

-ALJ6s di smissal was fAerr oneoustdepdveddPetifiones bf the ai r 6 t o Pet i ti c
opportunity to receive damages;

-CMS had damaged Petitionerdés reputation and violated its
financial hardship due to the loss of business revenue and costs incurred in conMStiagtons.

Ruling excerpts:

Petitioner has not provided any legal basis for challenging the ALJ's decision to dismiss its hearing
request.

The ALJ correctly determined that, with the withdrawal by CMS of the sanctions imposed on Petitioner,
there wasio longer any appealable determination before him.

Even if the ALJ found in Petitionerdés favor on the merits,
already given through the rescission. Petitioner received all the relief that the ALJ hathdrityaio
provide.

Other cases referenced:

Lake Cook Terrace Nursing Cent&AB1745
Lakewood Plaza Nursing Cent®AB1767]
Schowalter Villa DAB1689


http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html




Mark Gary Hertzberg, M.D., P.C. v. CMS [DAB1805] Docket No.A-2001-119

CLIA#: 23D0671668

State: Michigan

Type of Certificate: Accreditation

For the DAB: Judith A. Ballard, M. Terry Johons, Donald F. Garrett

Basis for Sanction(s):

Appeal of ALJ decision i€R805

Arguments:

Petitioner excepted to each of the ALJOs six findings of fa
Ruling Excerpts:

The challenged FFCLs emot erroneous and are supported by substantial evidence on the record as a
whole.

CMS is not Il i mited to alternative sanctions where a | aborat
of its PT responsibilities.

Other cases referenced:

Ward Geneal Practice ClinicDAB1624]
Edison Medical Laboratorie®AB1713
Hillman Rehabilitation CentdDAB1663]
Oakland Medical Group, P.CDAB1755
Stanley Boykansky, M.DOAB1756
Garden City Medical Cent¢éDAB1763]
Evette Elsenety, M.D., et §DAB1796


http://www.hhs.gov/dab/#1663

Sol Teitelbaum, M.D. v. CMS[CR863] Docket No.C-01-204

CLIA #: 05D0642499

State: California

Type of Certificate: Registration
ALJ: Keith W. Sickendick
Basis for Sanction(s):

Petitioner prohibited from owning or operating (or directing) a laboratory for at least two years from the
dateof the revocation of the laboratory he directed (Physicians Independent Laboratory).

Arguments:

Petitioner asserts that:
-CMS' failure to accept the | aboratoryds Plan of Correction
- Statement of Deficiencies was procedyralhd substantively defective;

- noted deficiencies did not occur during his tenure as laboratory director and therefore he is not subject to
sanction as an owner or director;

- he was an employee of the laboratory as a laboratory director and not suisigection as an owner or
operator;

- he is entitled to a hearing;

- CMS' actions were in retaliation for his appeal actions in connection with Sentinel Medical Laboratories,
Inc.

Ruling excerpts:

Summary judgment is entered affirming CMS' detertidmato revoke the certificate of Physicians
Independent Laboratory, the only appealable issue in this case.

By operation of law, and not subject to appeal, Petitioner is prohibited from owning, operating or directing
a laboratory for two years.

Thetwoey ear prohibition runs from the date of the revocation of
U.S.C.8263a(i)(3) and not from the date of this decision.

By accepting the title of #Al abor at or ycedificateetbet or 6 of a | abor a
director accepts all of the specified regulatory responsibilities and is subject to the authority of CMS and
any sanctions specified by law, regardless of the actual employment status of the director.

Other cases referenced:

Sentinel Medtal Laboratories, Inc. GR679 [DAB1762]




Millenium [aka Millennium] Medical Group v. CMS [CR875] Docket No. C01-207-C-01-217

CLIA #: [11 physician office laboratories]
State: Michigan

Type of Certificate: Compliance

ALJ: Carolyn Cozad Hughes

Basis for Sanction(s):

CMS advised Petitioners (11 physician office laboratories) that because they were owned by Millenium
Medical Group, a laboratory whose certificate was revoked (Stanley Boykahsl. [CR690]
[DAB1756]), it was initiating action to revoke their CLIA certificates under 42 U.$2863(a)(i)(3).

Arguments:

Petitioners asserted that the sanctions set forth in 42 CFR § 493.1840(a)(8) do not extend to clinical
laboratories owned by @arent corporation, that were not operated by an owner of the parent corporation,
and that did not themselves have any cited deficiencies.

Ruling excerpts:

Millenium owned the Boykansky laboratory, a laboratory which had its CLIA certificate revoked. B
law, Millenium is prohibited from owning any CLH&ertified laboratories for two years from that date.

CMS was thus plainly authorized to revoke Petitionerso

by Millenium.

Other cases referenced:

Stanley Boykansky, M.D. CR69( [DAB1756
Elsenety, M.D., et. alJR779 [DAB179§

CLI A



Caroline D. Zohoury, D.O. v. CMS[CR879] Docket No. G00-832

CLIA #: 23D0363051
State: Michigan

Type of Certificate: Waiver
ALJ: Jose A. Anglada

Basis for Sanction(s):

Petitioner is precluded from owning or operating a laboratory for a period of two years from October 1999
because Petitioner was an "owner" or "opmtabf Rochester Road Clinic, P.C. (RRC), a laboratory
whose CLIA certificate was revoked.

Arguments:

Petitioner contends that her father, Badi Zohoury, was the sole owner/operator and Director of RRC at all
times, and that CMS has failed to produce en@k to show that Petitioner meets the definition of an
"owner of any interest" or "director" of RRC within the prohibited period.

Ruling excerpts:

Summary judgment is appropriate in this case.

CMS has provided prima facie evidence that Petitioner wasnmer because, (a) Petitioner said she was

an owner, and (b) she held herself out as an owner (or partial owner) by taking affirmative steps consistent

with a person having ownership rights.

Petitioner 6s si glhlBi{Disclosre af OwnErghant CditFmerest Statement) was
directly below clear warnings of its importance.

Referenced Cases:

Hillman Rehabilitation CentexJR50Q [DAB1611]



http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

RNA Laboratories, Inc. and Ter-Zakarian Medical Clinic v. CMS [DAB1820]

Docket No. A200220

CLIA #: 05D0879683; 05D0693081

State: California

Type of Certificate: Compliance

For the DAB: Cecilia Sparks Ford, Donald F. Garrett, M. Terry Johnson

Basisfor Sanction(s):
Appeal of ALJ decision it R829

Arguments:

Petitioner alleged that certain findings of fact and conclusions of law [FFCLs] are not supported by
substantial evidence.

Ruling excerpts:

The ALJOGs FF @ddby substantal esidepce in the record and were not erroneous.

When the Board reviews an ALJ decision under the substantial evidence standard, it generally accords
considerable deference to the ALJO&s aasstteeshesment of
opportunity to observe the witnesses and weigh the evidence.

The condition established at 42 C.Fg§R193.801 requires strict compliance.
Other cases referenced:

RNA Laboratories, Inc. and T&takarian Medical ClinicCR829
Ward General Practice CliniDAB1624]

Oakland Medical Group, P.CDAB1755

Stanley Boykansky, M.DOAB1756

US Bio-Chem Medical Laboratories, INn©OAB173]]

Stanley Boykansky, M.DJR69( [DAB1756

Wi tness



Gen Sys, Incorporated v. CM§CR889] Docket No. GO0-007

CLIA #: 14D0951154

State: lllinois

Type of Certificate: Registration
ALJ: Keith W. Sickendick

Basis for Sanction(s):

Non-compliance with CLIA conditions and requirements, and the finding of immediate jeopardy at initial
survey of Petitionerds | aboratory.

Arguments:

Respondent (CMS) moved for summary judgment arguing ittilezl to judgment as a matter of law as
there are no material facts in dispute. Petitioner argued that there are material facts in dispute as to every
alleged deficiency and that Petitioner was actually in compliance with all CLIA requirements.

Ruling excerpts:

Petitioner bears the burden of showing that there are material facts that are disputed. Summary judgment
is entered affirming the determination of Respondent suspen

Petitioner did noitcalaveumerqwiasiarfd ebde ciaduvescehnhe did not have a
level degree from an accredited institution in the appropriate discipline, a violation of 42 @18R.
1447.

Petitioner did not have a qual i fidseard refpbnsililites aft or y director o
laboratory director, a violation of 42 C.F.§1931441.

Other cases referenced:

Garden City Medical ClinifDAB1763
Everett Rehabilitation and Medical CentBrB1628


http://www.hhs.gov/dab/search.html

Dearborn Family Clinic v. CMS [CR919] Docket No. G01-293

CLIA #: 23D0367206

State: Michigan

Type of Certificate: Accreditation
ALJ: Marion T. Silva

Basis for Sanction(s):

Non-compliance with CLIA conditions and requirementsg éime finding of improper proficiency testing
(PT) referral.

Arguments:

Respondent (CMS) moved for summary judgment arguing it is entitled to judgment as a matter of law as
there are no material facts in dispute. Petitioner argued that there wasaloefetual of PT samples to
another laboratory in that the vials containing the proficiency samples were not sent by Petitioner to any
other facility.

Ruling excerpts:

Petitioner bears the burden of showing that there are material facts that areddispwinmary disposition
is appropriate in this case.

A | aboratory is responsible for the acts of its employees,
actions.

Petitioner colluded with another laboratory in the testing of proficiency samples.

The ALJ rejects Pet i tg8i498.80(b)Mkis limited to oases where phgsical transfer of
the testing sample is established.

Petitionerés failure to compl §493801 donstituteg a faildreta dar ds set f or tt
comply withthe CLIA condition of participation that is stated at 42 C.8.833.801.

Petitioner did not have a qualified Atechnical supervisoro
bachel ords or higher 1l evel d epgropeate diciplmena \dotatiomaf c r edi t ed i nstit
42 C.F.R84931449.

Petitioner failed to comply with the condition of participation stated at 42 C§4R3.1441 [laboratory
director].

CMS is authorized to impose principal sanctions against Petitioner as remedieo r Petitionerds
noncompliance with CLIA conditions of participation.

Other cases referenced:

Garden City Medical Cent¢DAB1763

Edison Medical Laboratories, INn©OAB1713
Hillman Rehabilitatio Center DAB1611]]

Everett Rehabilitation and Medical CenfBrAB162§
Melvin C. Murphy, M.D., P.C.CR59(

Thyroid Specialty Lhoratory[ CR50]

Oakland MedicaGroup, P.C[DAB1755


http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

Blanding Urgent Care Center Laborat§GR439
Boykansky[DAB1756



Emil S. Sitto, M.D., and Associates, PLLC v. CMJCR935] Docket No. G01-064

CLIA #: 23D0363337

State: Michigan

Type of Certificate: Accreditation
ALJ: Carolyn Cozad Hughes

Basis for Sanction(s):

Non-compliance with CLIA conditions and requirements, and the finding of impgpéciency testing
(PT) referral.

Arguments:

Respondent moved for summary judgment arguing it is entitled to judgment as a matter of law because no

material facts in dispute. Petitioner does not specifically challenge the factual underpinning c€3/S'

but argues that CMS’ evidence fidoes not support the concl us
not integrated into regular patient testing and that patient samples were not tested the same number of

times as PT samples.

Ruling excerpts:

Summary judgment is appropriate where, as here, Petitioner has not demonstrated any dispute over
genuine issues of material fact.

Petitioner colluded with another laboratory in the testing samples in violation of 42 €49R801.

Petitioner failedd t est the PT samples in the same manner as it teste
42 C.F.R8493.801 an& 493.61.

The statute does not require evidence of actual physical transport.

Petitioner did not comply with the requirements of 42 C.B.£#93.1441 (laboratory director) or
§ 493.1447 (technical supervisor).

Other cases referenced:

RNA Laboratories DAB182(

Ward General Practice CliniDAB1624

Edison Medical Laboratories, INn©OAB1713
Hillman Rehabilitation CenteJAB1611]

Everett Rehabilitation and Medical CenfBrAB1628§
Garden City Medical Cent¢DAB1763

Oakland MedicaGroup, P.C[DAB1755
Boykansky[DAB1756

Southfield Medical Clinic CR667


http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

Medical Service Laboratoriesv. CMS [CR936] Docket No. G00-796

CLIA #: 45D0490579

State: Texas

Type of Certificate: Compliance
ALJ: Keith W. Sickendick

Basis for Sanction(s):
Immediate jeopardy involving failure to enroll in a proficiency testing (PT) program.

Arguments:

Petitioner argues th#tmade arrangements to participate in proficiency testing (PT). Petitioner indicates
that schedules for PT fAwere to be consummated by Petitioner
but it Adid not fully enroll .o

Ruling excerpts:

Summary judgmensiappropriate as the material facts are not in dispute and the case can be decided as a
matter of law.

Petitioner began conducting human testing at a moderate and high level of complexity without enrolling in
an approved proficiency testing program inlaimn of 42 C.F.R§ 493.801.

The CMS declaration that the condition level violation by Petitioner constituted immediate jeopardy for its
patients is not subject to review. .

The laboratory owner/operator and laboratory director are prohibited fraimgwoperating, or directing
a laboratory for two years pursuant to 42 U.EQ63a(i)(3) due to the revocation of the petitioner's
CLIA certificate.

Other cases referenced:

Hillman Rehabilitation CenteDJAB1611]

Edison Medical Laboratories, INn©OAB1713

Garden City Medical Cent¢DAB1763

New Millennium CMHC CR677

New Life Plus CenterdR70q

Chevron U.S.A., Inc. v. Natural Resources Defense Council, Inc. [467 U.S. 837]
Sullivan v. Stoop [496 U.S. 478, 493]

Ward General Practice CliniDRAB1624]


http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

Carlos A. Cervera,M.D. v. CMS [CR939] Docket No. G99-797

CLIA #: 05D0959931

State: California

Type of Certificate: Registration

ALJ: Alfonso J. Montano

Basis for Sanction(s):

The laboratory director is precluded from owning, operating, or directing a laboratory l&asatwo

years because of the revocation of | aboratoryés certificat
annual test volume in the State licensing application (485,000) and that provided in the CLIA application

(45,000).

Arguments:

Petitioner agues that:

-because regulations do not specifically define the term fim
definition of the term and, therefore, has applied an incorrect interpretation to 42 C.F.R. Part 493;

- at the time of the signing andisuission of the State application forms, he was not qualified to act as a
laboratory director;

-even though he may have been considered a | aboratory di
organization and as such cannot be held liable for the actions of thmp | oy er 0 ;

-since 42 C.F.R84931840(a) (8) #nAsingles out one employee to be punish
employees, then the regulatory provision is unconstitutional.

Ruling excerpts:

The information contained in the State licensure andACGlgplication forms were a misrepresentation of
information, and, therefore, subject to sanctions by CMS.

Neither the statute nor the regulations regspecificintent for the misrepresentation.

Petitioner was the laboratory director at the time ofstifamission of the State and CLIA applications. At
the signing of the State application form, Petitioner held himself out to be the laboratory director.

Petitionerés arguments relating to his allteged status as &
merit.

Petitioner is properly subject to the twear prohibition on owning, operating or directing a laboratory.

The ALJ does not have the authority to address Petitioner6
unconstitutional.

Other cases re¢renced:

RNA Laboratories, Inc. and T-&takarian Medical ClinicCR829
Eugene R. Pocock, M.DCR527

Sentinel Medical Laboratories, INn©AB1767

Edward MingChe Lai, M.D.[CR849



Wayne E. Imber, M.D.QR66] [DAB174(
Richard A. Fishman, D.OCR10Q

Serban I. Cociaba, M.DCR654

Morton Markoff, D.O. CR53§



http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

Alaa Ahmed, M. Sc., Ph.D., (Global Esoteric Reference Labs, Inc.)@MS [CR946]

Docket Na C-01-455

CLIA #: 05D0970824

State: California

Type of Certificate: Registration
ALJ: Jose A. Anglada

Basis for Sanction(s):

Revocation of CLIA certificate for a period of at least one year and cancellation of approval to receive
Medicare and Medicdipayments due to improper proficiency testing (PT) referral.

Arguments:

Petitioner argues that:

- it was not subject to CLIA requirements at the time of the survey, and since it only possessed a CLIA
Certificate of Registration and no California Depagtrnof Health Services license was ever issued, it was
not qualified to engage in any patient testing;

- the Statement of Deficiencies is inaccurate and fraught with discrepancies;

- CMS made an incorrect inference that there was a referral of PT samatesutside laboratory;

-al | PT testing was done wutilizing the | aboratoryos
samples occurred,;

- samples tested at another laboratory by its PT technician would not be in violation of CLIA because they
were tested at the other | aboratory after the report

Ruling excerpts:

Petitioner was subject to CLIA requirements at the time of the survey.

Petitioner sent PT samples to another laboratory for analysis whias icertified to perform in its own
laboratory.

Petitioner failed to examine PT samples with its regular patient workload.

The laboratory director failed to ensure that PT samples were tested in the same manner as patient
samples.

Petitioner did not met the condition at 493.1441 for laboratory director and laboratory director
responsibilities.

Other cases referenced:

Long Medical Laboratory@R334

t

own eq

(0]

CAP



Lackawanna Medical Group Laboratory v. CMS [CR957] Docket No. G01-191

CLIA #: 39D0892552

State: Pennsylvania

Type of Certificate: Compliance
ALJ: Keith W. Sickendick

Basis for Sanction(s):

Revocation of CLIA certificate for a period of at least one year and cancellation of approval to receive
Medicare payments due toémtional referral of proficiency testing (PT) samples to another laboratory for
analysis, failure to treat proficiency test samples the same as regular patient workload and failure to
maintain all required records, violations of 42 C.BR93.801(1), (2and (4).

Arguments:

Petitioner argues that:

-it periodically sent PT to another | aboratory for dparall el
-sending PT samples to another laboratory for testing is not a violation unless it is also shown that

Petitioner submitted the test results to the proficiency test program or that Petitioner failed to treat PT

samples like its regular workload.

Ruling excerpts:

CMS' motion for summary judgment is granted.

It is undisputed that Petitioner sent PT sammeanother laboratory for testing.

The language of 42 CF.R493. 801 (b) (4) is clear that a Al aboratory mus

portions of samples to another laboratory for any analysis which it is certified to perform in its own
| abor at o rlajn.ladguageTihthat g PT sample may not be sent to another laboratory, either
intentionally or unintentionally.

The motives of the laboratory that sends PT samples to another laboratory for analysis that the sending
laboratory is certified to perform arirrelevant and not a defense to violation of 42 C.RBR.
493.801(b)(4).

The fact that the laboratory that sends PT samples to another laboratory for analysis that the sending
laboratory is certified to perform and never reports the analysis of thecipnafy samples to the
proficiency program is irrelevant.

There is no conflict between 42 C.F£493.801(b)(1), which requires that PT samples be tested in the
laboratory with regular patient workload using regular laboratory personnel and procedii®s GR.R.
§493.801(b)(4), which establishes an absolute ban on sending out PT samples to another laboratory.

Other cases referenced:

Garden City Medical ClinicDAB1763

Everett Rehabilitation and Medical CentByB1628
Primary Care Medical GroultR439

Long Medical LaboratoryQR 334

Oakland Medical GrougdJAB1755


http://www.hhs.gov/dab/search.html

Southfield Medical ClinifCR667



Preferred Family Clinic v. CMS [CR975] Docket No. G01-254

CLIA#: 23D0869511

State: Michigan

Type of Certificate: Accreditation
ALJ: Carolyn Cozad Hughes

Basis for Sanction(s):
Revocation of CLIA certificate foa period of at least one year and cancellation of approval to receive
Medicare payments due to intentional referral of proficiency testing (PT) samples to another laboratory

and failure to comply with one or more CLIA conditions.

Arguments:

Petitioner arges that CMS' evidence does not prove its allegations.

Ruling excerpts:

Summary disposition is appropriate where, as here, Petitioner has not demonstrated any dispute regarding
genuine issues of material fact.

During 1998 and 1999, Petitioner violated@ZF.R.8493.801 by colluding with other laboratories in the
testing of proficiency samples, and by failing to test the samples in the same manner as it tested patient
specimens.

Petitioner did not comply with the requirements of 42 C.B4%3.1441 (laoratory director).

CMS is authorized to revoke Petitioner's CLIA certificate and cancel its approval to receive Medicare
payments.

Petitioner may not avoid a sanction for deficiencies that affect the overall safety of its testing program by
withdrawingits certification for some of its testing.

Other cases referenced:

RNA Laboratories, Inc.)JAB182(
Ward General Practice CliniDRAB1624]
Emil S. Sitto, M.D. CR93§

Garacen City Medical Clinic DAB1763



Sol Teitelbaum, M.D. v. CMS[DAB1849] Docket No.A-02-570

CLIA #: 05D0642499

State: California

Type of Certificate: Compliance

For the DAB: Judith A. Ballard; M. Terry Johnson; Marc R. Hillson

Basis for Sanction(s):

Petitioner appeal of prohibition from owning, operating or directing another laboratory for two years.

[CR863

Arguments:

Petitioner argues that the ALJ abused his discretion by entering summangejptdgithout permitting full
briefing on the legal issues raised by the hearing request and without providing a hearing on what
Petitioner asserted were material facts in dispute.

Petitioner asserts that he was not the laboratory director at the tichefittiencies arose.

Ruling excerpts:

The ALJ did not err in finding that the twear ban applies to a laboratory director who is also an
employee and who is not the licensee under CLIA.

The ALJ did not err in finding that the tweear ban applies to B#oner since there were no material facts
in dispute.

Petitionerés argument that no deficiencies arose during his
indication that Petitioner disputed that there were Condi@wal deficiencies which arose pritm his

tenure and remained uncorrected during his tenure. This undisputed fact would be a sufficient basis for

imposing the tweyear ban.

Other cases referenced:

Sentinel Medical Laboratori¢gDAB1762]
US Bio-Chem Medical aboratorie§DAB1731]



St. Charles Health Care v. CMJCR981] Docket No. G01-179

CLIA #: 21D0897978

State: Maryland

Type of Certificate: Accreditation
ALJ: Richard J. Smith

Basis for Sanction(s):

Repeated unsuccessRil performances

Failure to correct standatdvel deficiencies within 12 months after the last day of inspection

Failure to submit an acceptable plan of correction

Arguments:
Petitioner states, Afwe take i ssuttivewto thé sareciohs t he findings a
i mposed. .. O

Petitioner argues further that CMS never explained why Peti
and what would constitute an acceptable plan of correction.

CMS argues that Pet it eqgoateanddismisbabisappropripte.,r equest i s i nad

Ruling excerpts:
Petitionerdés hearing request did comps9g840M). t h t he content re

Petitioner failed to submit an acceptable plan of correction, therefore, summary disposfjmojsiate
in this case.

Opting out of PT testing does not constitute an acceptable plan of correction.

The ALJ sustains CMS6 determination to suspend Petitionerés
to receive Medicare payments for its sersice

Other cases referenced:

Garden City Medical Cent¢DAB1763

Everett Rehabilitation and Medical CenAB1628

Pollock v. American Tel. and Tel. Long Lines [794 F.2d.,86@ (3° Cir. 1986)]
Birchwood Manor Nursing Cent@DAB1669

Regency Manor Healthcare CenfieAB1672

Care Inn of Gladewat¢DAB1680

Fairview Nursing Plaza, IN®©AB1715]

Alden-Princeton Rehabilitation and Health Care Center,[dB1709]


http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

Preferred Family Medicine v. CMS[CR999] Docket No. G01-806

CLIA #: 23D0364632

State: Michigan

Type of Certificate: Accreditation
ALJ: Richard J. Smith

Basis for Sanction(s):

Revocation due to improper proficiency testing referral, collaboration anéhtemmation of proficiency
testing samples into regular workload.

Arguments:

Petitioner alleges:

- that the regulations require a weighing of factors and a range of sanctions under 4818F4RY);
- a finding of physical transport is necessary to esthlan intentional proficiency testing referral;
- it is not liable for the actions of its testing personnel;

- it is unfair to impose sanctions for conduct that does not result in the loss of its accreditation and
occurred in 1998 and 1999 (i.e., daotriof laches)

Ruling excerpts:

CMS is not bound to ignore narompliance by a laboratory just because the laboratory is accredited.

Petitioner intentionally referred its PT samples to another laboratory. Where there is an intentional
referraL, CMSmust evoke a | aboratorybés CLI A certificate.

A finding of physical transport is not necessary to establish an intentional referral under the plain meaning
of the CLIA statute and regulations.

Petitioner is liable for the actions of [its employees] wheth@&obits laboratory director or principal
partner had knowledge of the prohibited conduct at the time.

CMS is not bound by an accreditation organizationds finding
not the same.

Neither Congress nor the Secretarps pl aced a time | imit on CMS®é exercise of i
under CLI A. |l mposing such a time |imit could under mine CMS
purposes of CLIA.

Other cases referenced:

RNA Laboratory, Inc.[DAB1820

Ward General Practice ClinfpAB1624]
Preferred Family ClinifCR975

Emil S. Sitto, M.D[CR935

Edison Medical Laboratories, IN®AB1713]
Hillman Rehabilitation CentdDAB1611]
Southfield Medical ClinifCR667


http://www.hhs.gov/dab/search.html

Stanley Boykansky, M.0DAB1756

Oakland Medical GroufDAB1755

Mark Gary Hertzberg, M.OODAB1805]

Melvin C. Murphy, M.D.[CR590

Sentinel Medical Laboratories, INAB1762
Blanding Urgent Care Center Lalatory[CR438]



Lackawanna Medical Group Laboratory v. CMS [DAB1870] Docket No. A03-19

CLIA #: 39D0892552

State: Pennsylvania

Type of Certificate: Compliance

ALJ: Cecilia Sparks Ford, Marc R. Hillson, Judith A. Ballard

Basisfor Sanction(s):
Appeal of ALJ Decision ifCR957

Arguments:

Petitioner contends that even though CMS had recognized the s84€8r801(b)(1) requirement for

consistent treatment of PT samples and patient specimens, the Aktheéless found the Petitioner

violated 42 C.F.R§493.801(b)(4) by intentional referring PT samples to another laboratory. Petitioner

alleges it Anever knowingly or intentionallyd submitted PT
its PT vendoas its own.

Petitioner argues that summary judgment on a charge of intentional referral is inappropriate where, as
here, it merely intended to comply with the requirements that PT samples be tested in the same manner as
all patient specimens.

Ruling excerpts:

The ALJO6s conclusions of | aw are not erroneous and summary

42 C.F.R8493.801(b)(1) does not conflict wifi#93.801(b)(4) to prohibit any referral of PT samples for
testing that the laboratory is certified to perform.

The fact that Petitioner may engage in parallel testing of some of its patient specimens at another
laboratory as part of a quality control program is not a basis for implying an exception to the statutory and
regulatory prohibition against referral of PThygales.

42CFR8 93.801(b)(4) clearly prohibits referral Afor any anal.
intentional.

Other cases referenced:

Ward General Practice ClinfpAB1624]

Edison Medical Laboratories, IN®AB1713]

Mark Gary Hertzberg, M.OODAB1805]

US Bio-Chem Medical Laboratorig®AB1731]
Crestview Park Centf®AB1838

Everett Rehabilitation and Medical CenfpAB1628]


http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

Medimex Clinical Laboratory v. CMS [CR1025] Docket No. G01-757

CLIA #: 05D0913816

State: California

Type of Certificate: Compliance

ALJ: Jose A. Antpda

Basis for Sanction(s):

Non-compliance with CLIA Conditions and requirements, and the finding of immediate jeopardy.

Arguments:

Petitioner contends that every deficiency cited by CMS was addressed, and either cured or in the process
of being curedas outlined in the plans of correction it submitted. Petitioner further contends that the
deficiencies do not warrant the revocation of its CLIA certificate.

Petitioner also argues that the state agency took eight months to complete its initial mewbithi it
determined norwompliance with a finding of immediate jeopardy. This delay, contends Petitioner,
undercuts the governmento6s position that patients were at r

Ruling excerpts:

The presence of one or more Conditlewel deficienciesin Petitoner 6 s oper ati ons authorizes CMS
impose principal sanctions against Petitioner.

CMS is not barred by the Doctrine of Laches from alleging i
safety. CMSd finding of i mmeywi ate jeopardy is not an appea

Petitioner had Conditictevel deficiencies that posed immediate jeopardy.
Other cases referenced:
Edison Medical Laboratories, INOAB1713]

Hillman Rehabilitation CentdDAB1611]
Ban LaboratoriefCR576


http://www.hhs.gov/dab/search.html

Alaa Ahmed, M. Sc., Ph.D. (Global Esoteric Reference Labs, Inc.) v. CMBAB1878]
App. Div. Docket No. A03-11

CLIA #: 05D0970824

State: California

Type of Certificate: Accreditation

For the DAB: Judith A. Ballard, Cecilia Sparks Ford, Donald F. Garrett

Basis for Sanction(s):
Appeal of ALJ Decision itCR946

Arguments:

Petitioner alleges that each of the ALJGeshbyFi nding of Fact
substanti al evidence or is erroneous. Petitioner excepts
established a prima facie case.

Petitioner also disputes the ALJO6s conclusion that Petitior
statelicene was i ssued under the | aboratoryés former name.

Ruling excerpts:

The mistaken reference to the | aboratorybés former name on t

Petitioner was not subject to CLIA requirements.

We find that offaeardduppdrted by substdrtial evidence in the record and his
conclusions of law are not erroneous.

Other cases referenced:

Ward General Practice ClinjpAB1624]

Edison Medical Laboratories, INAB1713]
Hillman Rehabilitation CentdDAB1611]

US Bio-Chem Medical Laboratories, IN®AB1731
South Valley Health Care Cen{&AB1691
Lackawanna Medical Group LgbAB1870]


http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

Roy Hollins Western Reference Laboratory v. CMYCR1055] Docket No. G03-221

CLIA #: 05D0550504

State: California

Type of Certificate: Compliance

ALJ: Keith W. Siclendick

Basis for Sanction(s):

Non-compliance with CLIA Conditions and requirements, and the finding of immediate jeopardy.
Owner/operator prohibited from owning, operating or directing a laboratory for two years from the date of
revocation.

Arguments:

Petitioner alleges he was not an owner or operator of the lab during the period of the survey, and he
requests to reserve his right to appeal the CMS determination that he was owner.

Ruling excerpts:

Petitionerés request 6O@rdaegaramge waGM$%d | madt imoe eoft hiamt ent t o
sanctions.

Petitioner has cited no cause beyond his control as grounds for the late filing of his request for hearing.

Dismissal of a late filed request for hearing is appropriate pursuant to 42 &B80(c) when the time
for filing has not been extended.

The regulations do not specifically provide a right to a hearing to an owner, operator, or director to
challenge the application of the twear statutory ban, which is also not listed in the regulsitsnan
initial decision of CMS or the Secretary.

Other cases referenced:

Hospicio San MartifiDAB1554


http://www.hhs.gov/dab/search.html

Alani Medical Management Corp. d.b.a. Advanced Diagnostic Services Laboratory v. CMS
Docket No. C-03-203

CLIA #: 05D0943448

State: California

Type of Certificate: Compliance
ALJ: Steven T. Kessel

Basis for Sanction(s):

Failure to meet requirements for enrollment and testing of proficiency testing samples, including engaging
in improper profigency testing referral activities.

Alternative sanction of civil money penalties of $10,000 per occurrence for each instance the laboratory
engaged in improper proficiency testing activities.

|l ssue in this case i nvol v smissAnd Mdtisn fdi Bimmaryng Denying Motion to
Di sposition. o

Arguments:

CMS--

CMS moves to dismiss Petitionerds hearing request on the gr
to request a hearing. CMS assert shearing requessisthabt i on t hat t he ¢
CMS should not have imposed civil money penalties against Petitioner and contends that Petitioner

concedes the presence of the deficiencies that are the bas
argues Petitioner may not chalepe CMS 6 exerci se of di scretion as to which e
impose.

Petitioner--

Petitioner oppos esmo@df&dummarydismositiomnd cr oss

Ruling excerpts:

Petitioner has a right to a theias i mgt bleasaeuds eorPed iah alnleemge htec
discretion to impose civil money penalties.

Petitioner is not challenging the discretionary determination by CMS to impose penalties. Rather, it is
challenging the legal authority and conclusions of fact on which&M® et er mi nati on rest s.

CMS would have authority to impose civil money penalties against Petitioner if Petitioner is found to have
referred proficiency testing samples to another laboratory.

(Note: The ALJ denied CMSO momtdi cand stoo ddceins mids sP etth & i hoenaerriénsg nrod
for summary judgment.)



Bolsa Medical Group Laboratory, Sheldon Barasch, M.D. v. CM$CR1079] Docket No. G01-077

CLIA #: 05D0891062

State: California

Type of Certificate: Compliance
ALJ: Jose A. Anglada

Basis for Sanction(s):

Revocation due to improper proficiency testing referrahwner/operator prohibited from owning,
operating or directing a laboratory for two years from the date of revocation.

Arguments:
Petitioner contends the evidence does not show tth&horatory referred samples to another laboratory
in violation of 42 C.F.R§493.801(b)(4). At most, says Petitioner, its actions constitutes a violation of 42

C.F.R.8493.801(b)(3), for which the sanction of revocation is not mandatory.

Petitioner catends that the laboratory director is without fault because he delegated his responsibilities to
other laboratory personnel.

Ruling excerpts:
Petitionerds actions are tant am@eBBal(b}{4p AlJdoes nt ent i onal refer
notag ee with Petitionerds narrow construction of the regul ati

transfer of a PT sample before a finding of intentional referral may be made.

The regulations do not provide for lesser sanctions when a laboratory cheatboration as opposed
to actual physical referral.

Delegation of responsibilities does not relieve the laboratory director of the duty to provide overall
direction and proper management for a laboratory pursuant to 42 @BR1403 ang1407.

As a resul t of the revocation of the Petitionerds CLI A certi
or direct a laboratory for a period of two years.

Other cases referenced:

Oakland Medical Group, P.{DAB1755]
Long Medical LaboratoryCR334]



James Bryant, M.D., v. CMS [CR1080] Docket No. G02-601

CLIA #: 14D0951154

State: lllinois

Type of Certificate: Compliance
ALJ: Keith W. Sickendick

Basis for Sanction:

Owner/operator prohibiteddm owning, operating or directing a laboratory for two years from the date of
revocation of Gen Sys Incorporatéf{889.

Arguments:
Petitioner alleges that CMS has improperly applied they®ar ban of 42 U.S.@263a(i)(3) tohim.
Background Information:

Petitioner filed a fAVerified Emergency Petitioner [sic] for
decision and its effect upon him with the Appellate Board of the DAB. On June 7, 2002, the Board

dismissed the petitiofor review on grounds that Petitioner was not a party to the Gen Sys proceedings

and, thus, the Board assumed there was no record development related to Petitioner and nothing for the

Board to review. The Board noted that Petitioner might be able togstateds that would cause the ALJ

to reopen the Gen Sys decision.

Ruling Excerpts:

Petitioner has no right to request a hearing to challenge the CMS notice that he was subject ipethie two
ban of 42. U.S.C. 263a(i)(3), but if he was an operator of$ysnas CMS asserts, he has a right to have a
hearing prior to revocation of the | aboratoryds CLIA certif

Because Petitioner was not an owner or operator of Gen Sys within the meaning of 43263a()(3),
he is not subject to the twaear ba on owning or operating a clinical laboratory.

Congress intended to apply the tywar ban to owners and operators whose conduct "precipitated the
revocation" of the CLIA certificate or if they bore "ultimate responsibility for the conduct" that leéé to t
revocation.

The petition to reopen and revise Gen Sys and/or for a hearing is denied.
Other cases referenced:

Sol Teitelbaum, M.D[DAB1849]

Edward MingChe Lai, M.D.[CR848]

Carlos A. Cervera, ND. [CR939

RNA Laboratories, Inc and T-etakarian Medical ClinifCR829
Sentinel Medical Laboratories, IN€R679]

Eugene R. Pocock, M.[ICR527]

U.S.v. Five Gambling Devices [346 U.S. 441 (1953)]

U.S. v. Thirty Seven (37) Photographs [402 U.S. 363 (1971)]



Immuno Biogene, Inc., Charles T. Black, M.D. v. CMS[CR1083] Docket Nos. @02-272 G02-552

CLIA #: 05D0542702

State: California

Type of Certificate: Compliance
ALJ: Anne E. Blair

Basis for Sanction:

Revocation due to improper proficiency testing referral and the finding of immediate jeopardy for
Conditionlevel noncompliance. Owner/operator prohibited from owning, operating or directing a
laboratory for two years from the date of revocation.

Background Information:

Both the laboratory and the lab director filed timely requests for hearing. The ALJ consolidated the
appeals requests.

Arguments:

Petitioner argues that lab had enrolled iguieed proficiency testing and challenged other proficiency
testing requirement issues, including: engaging in -laeoratory communications with another
laboratory about PT; intentionally referring PT to another laboratory for testing; and accepfirmgmPT
another laboratory without notifying CMS.

Ruling Excerpts:
Laboratory was not in compliance with the Condition of PT set forth in 42 GGER.801.

Laboratory failed to comply with the standard requirement to test PT samples in the same ménner as
testing patient specimens, as required by 42 C#83.801(b).

Petitioner had essential communications about the PT samples with another laboratory, which were
prohibited and in violation of 42 C.F.B493.801(b)(3).

Laboratory was engaged in intemally referring PT to another laboratory for testing and failed to notify
CMS of receipt of PT samples from another laboratory for testing.

CMS' finding that laboratory's Conditidavel deficiciencies constitute immediate jeopardy to patient
health ad safety is not subject to review.

Other cases referenced:

Hillman Rehabilitation CenteDJAB1611]]

Ward General Practice CliniDRAB1624]

Beechwood SanatoriunDpAB1824]

Alaa Ahmed, M.S., Ph.D, (Global Esoteric Reference Lab, |G&RpEq [DAB187§
Primary Care Medical GroupAB439

RNA Laboratoryinc. and TeiZekarian Medical ClinicCR829

Lackawanna Medical GroupAB1870



http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

White Lake Family Medicine, P.C., v. CMS[CR1109] Docket No. G02-181

CLIA #: 23D0697765

State: Michigan

Type of Catificate: Compliance
ALJ: Richard J. Smith

Basis for Sanction:

Revocation due to improper proficiency testing referral, collaboration anéhtegration of proficiency
testing samples into regular workload, as well as Condigeel norcompliance.

Arguments:

Petitioner argues that there is no evidence that it intentionally referred PT samples to another laboratory.
Petitioner cites numerous ALJ decisions for the proposition that actual referral of PT samples to another
laboratory is required befe CMS can impose sanctions.

Ruling Excerpts:

Petitioner's reading of the regulations and prior decisions is misguided. The actual physical conveyance of
PT samples from one laboratory to another is not required to trigger the prohibition expréss€dHrR.
8493.801(b)(4), as identical results in PT results can alone establish that improper communication had
occurred.

It is not necessary for CMS to produce direct proof that the samples were actually carried, sent or
communicated to another labomato

Petitioner failed to comply with the regulatory requirements for laboratory director.
Other cases referenced:

RNA Laboratories, Inc.)AB182(

RNA Laboratory, Inc. and Tefakarian Medical ClinicCR829
Ward General Practice CliniDRAB1624]

Edison Medical Laboratories, INn©OAB1713
Hillman Rehabilitation CenteJAB1611]
Garden City Medial Center DAB1763

Everett Rehabilitation Medical CentédAB162§
Oakland Medical GrougAB1759

Emil S. Sitto, M.D. CR93§

Mark Gary Herzbergl)AB1805

Stanley Boykansky, M.DOAB1756

Southfield Medical ClinicDAB667]

New Millenium CMHC, Inc. CR677

Oberry Community Mental Health Cent&R984


http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html
http://www.hhs.gov/dab/search.html

William Komaiko, M.D., v. CMS [CR1111] Docket No. C03-025

CLIA #: 14D0951154

State: lllinois

Type of Certificate: Compliance
ALJ: Keith W. Sic kendick

Basis for Sanction:

Owner/operator prohibited from owning, operating or directing a laboratory for two years from the date
of revocation of Gen Sys Incorporat€tH889.

Arguments:
Petitioneralleges that CMS has improperly applied the-frgar ban of 42 U.S.&263a(i)(3) to him.
Background Information:

CMS notified Petitioner that based on certificate revocation of Gen Sys Incorporated, Petitioner would not
be able to own, operate or ditemother laboratory for two years from the effective date of the revocation.
The notice advised Petitioner that he had a right to request a hearing before an ALJ.

Ruling Excerpts:
There is no regulatory or statutory right to a hearing to challdregepplication of the twgear ban.

Owners and operators have a right to request a hearing to challenge the suspension, limitation and
proposed revocation of their | aboratoryés CLIA certificate.

Petitioner had no right to request a hearing to challemgeCMS notice that he was subject to the-two
year ban of 42. U.S.@263a(i)(3), but if he was an operator of Gen Sys, as CMS asserts, he has a right to
have a hearing prior to revocation of the | aboratoryés CLI A

Because Petitioner was remt owner or operator of Gen Sys within the meaning of 42 US®&3a(i)(3),
he is not subject to the twaar ban on owning or operating a clinical laboratory.

Congress intended to apply the tywar ban to owners and operators whose conduct "precipitate
revocation" of the CLIA certificate or if they bore "ultimate responsibility for the conduct" that led to the
revocation.

Petitioner was not an operator of Gen Sys within the meaning of CLIA for purposes of challenging
revocation of the Gen Sys CLI@ertificate or for application of the twyear ban. Accordingly, he had no
statutory right to participate in the Gen Sys proceedings and he has no standing to request reopening of the
Gen Sys decision or to have a hearing. Accordingly, the requestdong is dismissed.

Other cases referenced:

Sol Teitelbaum, M.D[DAB1849]

Edward MingChe Lai, M.D.[CR848]

Carlos A. Cervera, M.OCR939

RNA Laboratories, Inc and T-&takarian Medical ClinifCR829
Sentinel Medical Laboratories, IN€ER679]

Eugene R. Pocock, M.DCR527]

U.S. v. Five Gambling Devices [346 U.S. 441 (1953)]

U.S. v. Thirty Seve (37) Photographs [402 U.S. 363 (1971)]



Bethesda Pathology Clinical, Inc., v. CMS Docket No. G03-566

CLIA #: 05D0869567

State: California

Type of Certificate: Compliance
ALJ: Anne E. Blair

Background Information:

In Roy Hollins/Western Referee Laboratory (WRL), DAB CR1055, a dismissal determination was
made based on untimely filing of a hearing request. As a result of that dismissal, CMS' determination that
the WRL was not in compliance with CLIA requirements to the extent of immediaterdgopa
laboratory customers remained in place. Accordingly, CMS's proposed sanctions against WRL were
imposed. Because Roy Hollins was an owner of WRL at the time its certificate was revoked, on
September 17, 2002, CMS notified Mr. Hollins that, as alrex the action taken against WRL, Mr.
Hollins could not own, operate or direct any laboratory until at least August 6, 2004. On November 22,
2002, Mr. Hollins submitted to the State of California’'s Department of Health Services an application for
certification on behalf of Bethesda Pathology Clinical, Inc., and signed as owner. CMS notified Bethesda
on March 25, 2003, that it was revoking Bethesda's certification because Mr. Hollins had not transferred
ownership of Bethesda, even though he was und®rogyear sanction against owning, operating or
directing any laboratory until at least August 6, 2004.

Arguments:

Petitioner alleges that CMS has improperly applied they®ay ban of 42 U.S.&263a(i)(3) to him.

Ruling Excerpts:

CMS has the authoyitto revoke the CLIA certificate of any laboratory that is owned, operated or directed
by an individual subject to the twaear sanction against owning, operating or directing a laboratory. The
stature requires no action by the Secretary to becausewaffew discretion is granted the Secretary and

no appeal right is specified.

Mr. Hollins has no right to contest the automaticadiyposed, tweyear statutory ban on his ownership,
operation or direction of a laboratory.

Dismissal pursuant to 42 CFRO&.70(b) is appropriate because neither Petitioner Bethesda, with Mr.
Hollins as its owner, nor Mr. Hollins as an individual has a right to a hearing.

Other cases referenced:

Roy Hollins/Western Reference LaboratoBbAB CR1055
Millenium Medical Group DAB CR875
Caroline Zohoury, D.O.OAB CR879



Vijay Sakhuja, M.D., v. CMS [CR1167] Docket No. G03-326

CLIA #: 33D0907221

State: New York

Type of Certificate: Compliance
ALJ: Anne E. Blair

Basis for Sanction:

Suspension and revocation of Petitioner's CLIA certificate and cancellation of Medicare and Medicare
payment for laboratory services due to condHi®rel noncompliance resulting in immediate jeopardy to

the heal and safety of patients.

Arguments:

Petitioner alleges he did not have sufficient time to prepare a plan of correction. Petitioner also made
several references to the survey procedures that he apparently felt distorted the survey results.

Ruling Excerpts:

In CLIA cases, the finding of even one conditlenel deficiency authorizes revocation of a laboratory's
CLIA certificate.

CMS proved by a preponderance of the evidence that Petitioner's laboratory had ctegition
deficiencies.

| have no athority to overturn CMS's determination that Petitioner's noncompliance with CLIA
requirements presented immediate jeopardy to his patients.

The surveyors' procedures did not invalidate the deficiencies found during the survey of Petitioner's
laboratory.

Other cases referenced:

Hillman Rehabilitation Center [DAB 1611]

Medical Services LaboratoriecBAB CR93q

Oakland Medicare Group, P.@AB 1755

RNA Laboratories, Inc., and T€rakarian Medical Clirc [DAB CR829 aff'd DAB 182Q




American Diagnostic Labs (by Ayazar Rahman, Owner and Charles Panchari, M.D., Director, v.
CMS [CR1189] Docket No. G01-433

CLIA #: 05D0954736

State: California

Type o Certificate: Compliance
ALJ: Keith W. Sickendick

Basis for Sanction:

Revocation of CLIA certification and imposition of civil money penalty (CMP) due to condition level
noncompliance posing an immediate jeopardy to the public. In addition, onn8epte26, 2000 a
temporary restraining order was issued by the Superior Court of Los Angeles County ordering owners to
not engage in operating a clinical laboratory or any other laboratory in California. In November 2001, Mr.
Rahman pled no contest to amds found guilty of two criminal counts for violation of various provisions

of the California Business and Professional Code, most notably, unlawfully engaging in clinical laboratory
practice without a license.

Arguments:

Petitioner, Mr. Rahman, arguetlat the examiners who conducted the September 2000 survey were
prejudiced against him, came to the laboratory with the intention of shutting it down, and conducted the
survey unfairly.

In response to the ALJ's order to the parties to address issued tel#te imposition of a CMP, CMS
argued that the ALJ had no jurisdiction to review whether its imposition of the CMP was contrary to law.

Ruling Excerpts:

Condition level deficiencies existed at American Diagnostic Labs (ADL) nd there is a basisokangev
the laboratory's CLIA certificate.

Testing at ADL by Mr. Rahman, who was not licensed by the State of California to engage in clinical
practice, amounted to a condition level violation of 42 C.F.R. 493.1421.

The imposition of a CMP [in this casis]contrary to CLIA, section 1846 of the Act, and the implementing
regulations because the CMP served no remedial purpose. The CMP was not related to accomplishing a
remedial purpose as set forth in section 493.1804(a).

Other cases referenced:

Ward Geneal Practice ClinicDAB 1624

Edison Medical Laboratories, INn©OAB 1713

Sentinel Medical Laboratorie®AB 1762

Sol Teitelbaum, M.D.[DAB 1849

Hillman Rehabilitation CentdDAB1661]

Emerald Oaks [DAB 1800]

Batavia Nursing and Convalescent Center [DAB 1904]
Hanlester Network [DAB 1275]

United States v. Halper [490 U.S. 435]

William Komaiko, M.D. [DAB CR1111]

United States v. Five Gambling Devices [346 U.S. 441 (1953)]
United States v. Thirggeven Photographs [402 U.S. 363 (1971)]
Medical Services LaboratoriecBAB CR934

Oakland Medicare Gup, P.C. DAB 1755


http://www.hhs.gov/dab/#1661

RNA Laboratories, Inc., and T-&akarian Medical ClinicDAB CR829 aff'd DAB 182Q



Millennium Clinical Laboratories, Inc., v. CMS [CR1212] Docket NoC-04-90

CLIA #: 05D0672667

State: California

Type of Certificate: Compliance
ALJ: Keith W. Sickendick

Basis for Sanction:

Revocation of Petitioner's CLIA certificate, imposition of a civil money penalty and cancellation of
Medicare and Medicare panent for laboratory services due to conditlewel noncompliance resulting in
immediate jeopardy to the health and safety of patients.

Arguments:

Petitioner argues that the facts do not establish condéia@i violations; that CMS has not made a @im
facie showing of a conditielevel violation; and that, to the extent CMS might have made a prima facie
showing, that showing has been rebutted.

Petitioner alleges that the survey protocol used was improper for a recertification survey and invalidates
the results of the survey.

Petitioner also maintains that the declaration of immediate jeopardy months afterdite survey is
inconsistent with the existence of immediate jeopardy.

Ruling Excerpts:

Violation of one conditiodevel deficiency came grounds for a principal sanction, including revocation
of a laboratory's CLIA certificate.

| find nothing in either CLIA or the implementing regulations that supports Petitioner's position that CMS
or its agent is required to follow a particular prdwes based upon the type of inspection or survey being
performed.

The SOM [State Operations Manual] provides surveyors specific and detailed guidance on organizing and
conducting a survey, but it is not an inflexible tool and allows the surveyor discietixecuting the
survey protocol.

I will not consider the declaration of immediate jeopardy adverse to Petitioner in the case, as | find it not
credible.

Other cases referenced:

Edison Medical Laboratories, INn©OAB 1713

Sentinel Medical Laboratorie®PAB 1762

Sol Teitelbaum, M.D.[DAB 1849

Hillman Rehabilitation Center [DAB 1611]

Emerald Oaks [DAB 1800]

Center Clinical LaboratoryJAB 1526

Medimex Clinical Laboratoryl)AB 1025

Beverly Health and Rehabilitation Centaiilliamsburg [DAB 1748]
Meadow Wood Nursing Home [DAB 1841]



Immuno Biogene, Inc., v. CMS [DAB1946] Docket No. £4-20

CLIA #: 05D05427@

State: California

Type of Certificate: Compliance

DAB: Judith A. Ballard, Cecilia Sparks Ford, Donald F. Garrett

Basis for Sanction(s):

Appeal of ALJ decision ittR1083

Arguments:

Petitioner [IBI] challenged all of the ALJ's findings of fact and conclusions of law [FFCLS], maintaining
that the lab had enrolled in required proficiency testing and challenging other proficiency testing
requirement issues, including: engagin interlaboratory communications with another laboratory about
PT; intentionally referring PT to another laboratory for testing; and accepting PT from another laboratory
without notifying CMS. Petitioner argued that there was no-latesratory commnication because the

PT testing for the two laboratories was done separately.

Ruling Excerpts:

“[W]e conclude that IBI's failure to comply with the conditi@vel requirements... authorizes CMS's
revocation of IBI's CLIA certificate, cancellation tBl's approval to receive Medicare payments for
laboratory services, and imposition of a $30,000 CMP."

"We affirm and adopt the ALJ's FFCLS, except FFCLs A.2, A.3 and F, which we modify. Additionally,
we adopt FFCLs A.5 and G. The modified and additi&f&Ls are:

A.2. IBI's laboratory director did not attest to the routine integration of the samples into the
patient workload, as required by 42 C.F.R. 493.801(b)(1).

A.3. IBI failed to comply with the regulatory prohibition on sending PT samplesrtops of
samples to another laboratory for an analysis IBI was certified to perform, as set forth in 42
C.F.R. 493.801(b)(4). IBI failed to notify CMS of the receipt of PT samples from another
laboratory in violation of 42 C.F.R. 493.801(b)(4).

A.5. IBI failed to comply with 42 C.F.R. 493.801(3) [sic], which prohibits engaging in-inter
laboratory communication pertaining to the results of PT samples until after the date for PT
reporting.

F. CMS's conclusion that immediate jeopardy existed is fulpportable by the record.
G. IBI's additional arguments are without merit.

Other cases referenced:

Edison Medical Laboratorie®AB1713

Hillman Rehabilitation CenteJAB1611]
US Bio-Chem Medical Laboratories, INn©AB1737]


../Local%20Settings/AppData/Local/Temp/HearingDigestCasesx2004.doc#cr1083

White Lake Family Medicine, P.C., v. CMS[CR1109] Docket No. A04-55 [DAB 1951]

CLIA #: 23D0697765

State: California

Type of Certificate: Compliance

DAB: Daniel Aibel, Judith A. Ballard, Donald F. Garrett

Basis for Sanction(s):

Appeal of ALJ decision i€R1109

Arguments:

In CR1109, the ALJ granted summary judgment for CMS, concluding that CMS had properly imposed the
remedies of candealtion of the laboratory's approval to receive Medicare payments for its services, and

suspension and revocation off the laboratory's CLIA certification. The laboratory argued that it was
entitled to a hearing, taking exception to each of the ALJ's fysdamd conclusions.

Ruling Excerpts:

We determine that summary judgment is appropriate here since there is no genuine dispute of material
fact.

Summary judgment is generally appropriate when the record shows that there is no genuine issue as to any
material fact.

The undisputed facts establish that White Lake failed to meet the CLIA conditions for participating in a
proficiency testing program and for having a director who fulfills specified duties.

CMS did not need to show that the referral wasritibnal, nor did it need to show physical transfer of the

PT samples in order to revoke White Lake's certificate; under the regulations, failure to participate in a PT
program in the manner anticipated by the regulations can be sufficiently seriougdatweayvocation,

even in the absence of such a showing.


../Local%20Settings/AppData/Local/Temp/HearingDigestCasesx2004.doc#cr1083

Other cases referenced:

Ward General Practice Clini©DAB 1624

Emil S. Sitto, M.D. CR 93§

Madison Health Care, Inc. [DAB 1927]

Lebanon Nursig and Rehabilitation Center [DAB 1918]

Crestview Parke Care Center [DAB 1836]

Everett Rehabilitation and Medical Center [DAB 1628]

Big Bend Hospital Corp. [DAB 1814]

Celotex Corp. v. Catrett [477 U.S. 317, 322 (1986)]

Thelma Walley [DAB 1367]

Matsushia Elec. Industrial Co. v. Zenith Radio [475 U.S. 574, 587 (1986)]
U.S. v. Diebold, Inc. [369 U.S. 654, 655 (1962)]

Anderson v. Liberty Lobby, Inc. [477 U.S. 242, 249, 106 S. Ct. 2505, 91 L.Ed.2d 202 (1986)]
Sagan v. U.S. [242 F.3d 493, 497, 6th Cir., 2003]

Payne v. Pauley [377 F.3d 767 770 (7th Cir., 2003)]

Edison Medical Laboratories, INn©OAB 1713

McCoy v. Harrison [341 F. 3d 600 (7th Cir. 2003)]

Southfield Medical Clinic DAB667]

RNA Laboratories,fc., and TeZakarian Medical ClinicDAB 182Q
Oakland Medicare Group, P.@AB 1755

Garden City Medical ClinicDAB1763



Vijay Sakhuja, M.D., v. CMS [CR1167] Docket No. A-04-105 [DAB1958]

CLIA #: 33D0907221

State: New York

Type of Certificate: Compliance

DAB: Judith A. Ballard, Donald F. Garrett, Daniel Aibel (Presiding Board Member)

Basis for Sanction(s):
Appeal of ALJ decision i€R1167
Arguments:

Petitioner asserted the ALJ erred in affirming CMS's finding that his plan of correction is unacceptable.
He contended that the plan of correction was rejected simply because it was not "artful" and proposed
corrections that were "general mature”. He also contended that CMS and the ALJ should have given
him "an opportunity to prepare and apply a procedure as laid down by regulations.”

Ruling excerpts:

The State procedures that were followed in this case complied with all feded ant due process
requirements. We conclude that the ALJ did not err as a matter of law in considering the evidence. CMS
and the State agency afforded [the petitioner] the process required by federal law. The record does not
support [petitioner's] coantion that the plan of correction was rejected simply because of concerns about
its form, nor does it support his contention that he was not given an adequate opportunity to develop an
acceptable plan of correction. [Petitioner] must bear responsifilithis own failure to develop an
acceptable plan of correction.

We affirm the ALJ Decision and adopt all the FFCLs made by the ALJ.
Other cases referenced:

Vadalia Park [DAB No. 1940]
Beechwood Sanitarium [DAB No. 1906]



Sonali Diagnostic Laboratoryv. CMS [CR1267] Docket No. G02-047

CLIA #: 03D0942441

State: Arizona

Type of Certificate: Compliance
ALJ: Keith W. Sickendick

Basis for Sanction(s):

Violations of multiple conditiodevel requirements with immediate jeopardy to patient health aatysaf
Arguments:

Petitioner alleges that:

- He was not aware that the state agency and CMS refused to accept Petitioreralisaiion in lieu of
satisfactory PT results and that had he known, remedial action could have been taken.

- Errors on rports are minor with no patient harm or impact.

- There was no immediate jeopardy in this case and it was not proper for CMS and the state agency to
stop the laboratory operations prior to hearing.

- CMS improperly administratively extended Petitioneertificate of compliance, suggesting that had
CMS not administratively extended Petitioners' CLIA certificate, then Petitioners would not be subject to
sanctions.

- Due process was violated because the surveyor did not conduct an exit conferembésaridetitioner
that immediate jeopardy was found.

Ruling excerpts:

- The regulations do not permit CMS to accept a “ee#fluation” process in lieu or satisfactory
participation in an approved PT program.

- CMS can rely upon the presumption whicises under the regulations that an error which violates the
regulation gives rise to potential patient harm.

- A laboratory which performs high complexity testing in a specialty or subspecialty must employ a
qualified technical supervisor for each Sp#g or subspecialty. While a laboratory director may serve as
a technical supervisor, the direction must meet the specific qualification requirements of the regulation.

- The regulation is clear that when CMS begins an action to revoke or suspematadoly's CLIA
certificate, CMS must take action to ensure that the laboratory retains its certificate until a final decision
by an ALJ in the event of an appeal.

- It is well settled that the CMS decision to declare immediate jeopardy is not subjappeal.
Petitioner's characterization of an issue related to the declaration of immediate jeopardy as one of denial of
due process does not make the declaration of immediate jeopardy a matter subject to review even though it
is not subject to appeal.

- There are no constitutional, statutory, or regulatory requirements for an exit conference to be held at the
end of a laboratory survey, and there is no decision of a court that suggests that due process requires such
a conference.



- Survey procedures sified in the State Operations Manual are not a source of due process rights, but
rather, constitute CMS guidance to surveyors.

- The CMP clearly had a remedial purpose of encouraging Petitioners to achieve substantial compliance.
Other Cases Referenced:

Ward General Practice ClinjDAB 1624]

Edison Medical Laboratorie®AB 1713

Sentinel Medical Laboratorie®AB 17624

Teitelbaum v. Health Care Financing Administratidie. 01-70236- 9th Cir. Mar. 15, 2002]
Hillman Rehabilitation CentdDAB1661]

Emerald Oaks [DAB 1800]

Avol v. Sullivan [883 F.2nd 6599th Cir. 1989]

Beverly Health & Rehabilitation Services v. Thomp$223 F.Supp.2d 73D.D.C. 2002]
Cross Creek Health Care Center [DAB 1665]


http://www.hhs.gov/dab/#1661

Rustom Ali, Ph.D., Operator of Scottsdale Medical Laboratory v. CMS [CR1280]
Docket No. G02-503

CLIA #: 03D0986987

State: Arizona

Type of Certificate: Compliance
ALJ : Keith W. Sickendick

Basis for Sanction(s):
Conditionlevel noncompliance found at initial certification survey.

Background

An initial certification survey for this laboratory was required before a CLIA certification of compliance
could be issued. The certition survey found necompliance with conditiofievel requirements. CMS

noted that while Petitioner was not listed as an owner of laboratory, the-ofuwemord was his wife.
However, Petitioner owned/directed another laboratory (Sonali Diagnostiordtaly) facing the
possibility of principal sanctions and was informed by the state agency that he would not be issued a
certificate to open another laboratory until compliance issues were resolved at this other laboratory.

Arguments:

- Petitiones argue that they did not attempt to circumvent CLIA by establishing laboratory in the name of
the wife only.

- Petitioners do not deny the errors observed by the surveyors but assert the errors were corrected and did
not amount to a deficiency afterrcection.

Ruling excerpts:

The preponderance of the evidence establishes that Petitioners were guilty of misrepresentation in
obtaining the certificate of registration for Scottsdale because it was not disclosed in the application for
the certificate thiaPetitioner (husband) was an owner with his wife. This misrepresentation in the
application provides a basis for revocation under the statute.

Petitioners point to no statute, regulation, or policy that obliges CMS or the state agency to assist in the
creation of a laboratory or to act as consultants to a laboratory owner, operator, or director who was
having obvious problems such as those Petitioner (husband) seemed to repeatedly demonstrate in the
operations of his laboratories. CMS and the statecygsare not obliged to serve Petitioners by assisting

them to achieve compliance.

Petitioners [husband and wife] are owners, Petitioner [husband] was an operator, and the laboratory
director all are subject to the twear ban on owning, operating, oraliting a laboratory subject to

CLIA.

This CMP may not be approved as, given the facts of this case, it serves no remedial purpose.

Other Cases Referenced:

Edison Medical Laboratorie®AB 1713
Ward General Practice CIm[DAB 1624



Sentinel Medical Laboratorie®AB 17624

Teitelbaum v. Health Care Financing Administration [No.70236- 9th Cir. Mar. 15, 2002]
Hillman Rehabilitation CentdDAB1661]

Emerald Oaks [DAB 1800]

Sonali Diagnostic Laboratori¢g€R 1267]

Delozier v. Evans [158 Ariz. 490, 763 P.2d 986,921 Ariz. Ct. pp. 1988]

Batavia Nursing and Convalescent Center [DAB 1904]

Hanlester Network [DAB 1275]


http://www.hhs.gov/dab/#1661

Clinical Immuno Diagnostic Lab, Inc., v. CMS[CR1283] Docket No. G03-485
CLIA #: 05D0564373

State: California

Type of Certificate: Compliance

ALJ: Keith W. Sickendick

Basis for Sanction(s):
Conditionlevel noncompliance
Background:

While representing Petitioners in a prior occurrence ofgmnpliance, Petitioner's attorney
misrepresented in federal district court filings and in communications with CMS representatives, that
Petitioner's laboratory had ceased testiviign in fact, the laboratory continued to do testing. Cessation
of testing was a major factor in CMS entering into a compromise and settlement with the laboratory to
resolve issues from a prior survey.

Arguments:

Petitioners argue that they found nodkegrecedent or regulatory history that gives meaning to 42 C.F.R.
493.1840(a)(1) [misrepresentation]. They further allege that they should not suffer consequences as a
result of their attorney's misrepresentation.

Ruling excerpts:

The misrepresentationf Petitioners' counsel, attributable to Petitioners, is a sufficient basis for the
revocation of Petitioners' CLIA certificate.

While CMS is correct that 42 C.F.R. 493.1844(c)(4) provides that its choice of alternative sanctions and
the amount of the CM are not reviewable, 42 C.F.R. 493.1844(c)(4) does not deprive Petitioners of the
right to hearing on the issue of whether imposition of an alternative sanction is consistent with section
1846 of the Act, CLIA, and implementing regulations.

The compramise and settlement resolved all issued related to the [prior survey], and the findings and
conclusions of that survey may not be cited by CMS as a basis for a CMP.

Other Cases Referenced:

Edison Medical Laboratorie®AB 1713

Ward General Practice CliniDAB 1624

Sentinel Medical LaboratorieDRAB 1762

Teitelbaum v. Health Care Financing Administration [No.70236- 9th Cir. Mar. 15, 2002]
Sol Teitelbaum, M.D.[DAB 1849

Hillman Rehabilitation CentdDAB1661]

Emerald Oaks [DAB 1800]

Chevron, U.S.A,, Inc. v. Natural Resources Defense Council, Inc. [467 U.S. 8343 §419284)]
Barnhart v Walton [535 U.S. 212, 21¥8 (2002)]

Carlos A. Cervera, M.DJR 939

Acton v. Merle Cosmetics [163 F.3d 605]

Mallott & Peterson v. Director, Office of Workers' Compensation Programs [98 F.3d 1170, 1173]


http://www.hhs.gov/dab/#1661

Open Faith Medical Laboratory v. CMS [CR1295] Docket No. G04-563

CLIA #: 14D0964737

State: lllinois

Type of Certificate: Accreditation
ALJ: Keith W. Sickendick

Basis for Sanction(s):
Conditiontlevel violations presenting immediate jeopardy to Petitioner's clients ahd/general public.
Background:

After being denied accreditation, Petitioner operated temporarily under a certificate of registration,
pending survey by CMS or its agent and issuance of a certificate of compliance. The state agency found
the Petitionervas not in compliance with conditidavel requirements, including the condititavel

requirement established by 42 C.F.R-198l1 to have a qualified laboratory director.

Arguments:

CMS alleges that Petitioner is not licensed to practice medicitieiState of lllinois and fails to satisfy
the qualification requirements of 42 C.F.R. 1443(b)(1) or (2).

Petitioner acknowledges that the he did not have the qualifications specified by the regulations for a
laboratory director and therefore attempted'secure a licensed physician of the State of Illinois" to
become laboratory director. Petitioner alleges that the laboratory now has an agreement with a [qualified]
laboratory director.

Ruling excerpts:

There are no genuine issues of material factispute in this case and CMS is entitled to judgment as a
mater of law. Accordingly, summary judgment is appropriate.

Because petitioner [owner] was not a qualified laboratory director at the relevant times, Petitioner had no
laboratory director ensurifthat the duties] specified by section 493.1407 were being fulfilled.

Other Cases Referenced:

Sentinel Medical Laboratorie®AB 1767

Teitelbaum v. Health Care Financing Administration [No-7Q236- 9th Cir. Mar. 15, 2002]
Sol Teitelbaum, M.D[DAB 1849

Hillman Rehabilitation CentdDAB1661]

Edison Medical Laboratorie®AB 1713

Garden City Medical CenteDAB 1763

Anderson v. Liberty Lobby, Inc. [477 U.S. 242, 247 (1986)]

Everett Rehabilitation and Medical Center [DAB 1628]

Pollack v. American Tel. and Tel. Long Lines [794 F.2d 860, 864 (3rd Cir. 1986)]


http://www.hhs.gov/dab/#1661

Canal Medical Laboratory v. CMS [CR1374] Docket No. C03-661

CLIA #: 19D0458960

State: Louisiana

Type of Certificate: Compliance
ALJ: Anne E. Blair

Basis for Sanction(s):
Conditiontlevel deficiencies that posed immediate jeopardy.

Arguments:

Petitioner argues that:

- The olderregulations applicable in this case do not specifically require a laboratory to review the
"ungraded" proficiency testing results that receive a default score of 100%.

- Unsuccessful proficiency test results for uric acid alone do not establish gestiffiasis for revocation
of a laboratory's license.

- Items in its plan of correction that state it "will" do a correction indicates it will do the item in the
future.

Ruling excerpts:

Petitioner had been previously instructed, as a result of priges, to review its ungraded proficiency

testing results. It was incumbent on Petitioner's laboratory director to review all ungraded proficiency
testing results and be able to show CMS surveyors the actions he has taken to assure that, if the analytes
had been graded.

My finding is not that unsuccessful proficiency test results for the uric acid analyte alone supports
revocation of Petitioner's CLIA certificate in this case, although failing only one condition can support
revocation. Petitionerfilure to meet the condition of proficiency testing and the condition of laboratory
director fully supports revocation of Petitioner's CLIA certificate.

The expected completion date of a plan of correction is simply that, the expected completionhdate. T
timetable would be meaningless if "will" referred to any time in the future.

Although CMS is authorized to impose a CMP [civil money penalty] when condéih deficiencies

are found, the CMP must serve a remedial purpose. CMS cannot crediblyhalatiis CMP was related

to the remedial purpose of motivating Petitioner to come into and remain in compliance with CLIA
requirements after it had determined that no action on the part of Petitioner (other than appeal CMS's
findings) would forestall rexcation of Petitioner's CLIA certificate.

Other Cases Referenced:

Bowen v. Georgetown Univ. Hosp., [48 U.S. 204, 208 (1988)]
Comprehensive Mental Health Center of Baton Rouge [DAB 1774]
Lakewood Plaza Nursing Center [DAB 1767]

Hillman Rehabilitation Ceter[DAB1661]

Immuno Biogene, IncAB 194§

Edison Medical Laboratorie®PAB 1713


http://www.hhs.gov/dab/#1661

Comprehensive Care of Plantation Key; Hartsville ConvalescenCenter; Key West Convalescent
Center Inc.; and Marathon Manor v. CMS [CR1366] Docket No. G05-233; C-05-234; C-05-235; C
05-236; Consolidated Docket No.: €5-233

CLIA #'s:
Comprehensive Care of Plantation Key 10D0279292
Hartsville Convalescent Cent&dD0307056
Key West Convalescent Center Inc. 10D0874033
Marathon Manor 10D0866885
Eastern Ozarks Regional Health System 04D0642317
States: Florida- Comprehensive Care of Plantation Key, Key West and Marathon Manor;
TennesseeHartsville Convatscent Center
Type of Certificate: Waived
ALJ: Keith W. Sickendick

Basis for Sanction(s):

CMS notified Petitioners that their CLIA certificates were being revoked effective March 23, 2005 due to
their common ownership with another laboratory (East¥rarks Regional Health System) which had its
CLIA certificate revoked January 12, 2005, and which did not appeal that revocation.

Arguments:

Petitioner argues that:

All five laboratories were owned by individual corporate entities that have the sfaseparate legal
"persons" within the meaning of federal law. Petitioners admit that all five corporations have a common
shareholder, but argue that CMS must show that the common shareholder, and not the corporations,
owned and operated the laboratorieBetitioners assert that there is no evidence that the common
shareholder actually owned and operated the laboratories and the evidence is not such that the corporate
veil may be pierced. Petitioners further assert that there is only one sharehaideffisient for CMS

the pierce the corporate veil.

Ruling excerpts:

Although [owner] never admits that he is the sole shareholder of all five corporations, that is clearly the
case and he is the real party in interest in this matter. Contrary togtimaeat of Petitioner's counsel,

piercing the corporate veil in the sense of the state court cases cited is not an issue in the case, because
"owner" is defined by the CLIA regulations to include shareholders of all but publicly traded corporations.
Owner means any person who owns any interest in a laboratory except for an interest in a laboratory
whose stock and/or securities are publicly traded.

Other Cases Referenced:

Hillman Rehabilitation CentdDAB1661]
Edison Medical Laboratorie®AB 1713


http://www.hhs.gov/dab/#1661

Dimensions Medical Laboratory Inc., v. CMS [CR1390] Docket No. @5-142
CLIA #: 05D0724776

State: California

Type of Certificate: Compliance

ALJ: Steven T. Kessel

Basis for Sanction(s):

Conditional level deficiencies with immediate jeopardy.

Arguments:

Petitioners argues that:
CMS wrongfully refused to accept the laboratory's plan of correction.

Alternative sanctions consisting of civil money penalties may not be impagainst [Petitioners]
personally, in their capacity as owners or operators of Dimensions and the laboratory.

Ruling excerpts:

The issue in this case is whether Petitioners have a right to a hearing either to contest the findings of
noncompliance madey CMS or its remedy determinations.

Regulations gave Dimensions and the laboratory the right to request a hearing before an administrative
law judge to challenge CMS's finds of noncompliance and its determination to impose remedies against
those entities However, by failing to pursue those rights, Dimensions' and the laboratory allowed the
determinations of noncompliance and the imposition of remedies to become administratively final.

The principles of res judicata bar Petitioners from challengings@Metermination that Dimensions and
the laboratory failed to comply with CLIA requirements. Additionally, principles of res judicata bar
Petitioners from challenging CMS's authority to impose alternative and principal sanctions.

Whether CMS acceptsr does not accept a plan of correction is a discretionary act that is not one of the
actions that constitutes an initial determination that give rise to a right to a hearing.

Other Cases Referenced:

Sentinel Medical Laboratorig€R679
Edward MingChe Lai, M.D.[CR848]



Rustom Ali, Ph.D., Sonali Diagnostic Laboratory v. CMS [CR1267] Docket No.-©05-59
Decision No. 2008

CLIA #: 03D0942441

State: Arizona

Type of Certificate: Compliance

DAB: Ceclia Sparks Ford, Sheila Ann Hegy, Judith A. Ballard
Basis for Sanction(s):

Appeal of ALJ DecisiorCR1267

Conditiortlevel noncompliance with immediate jeopardy to patient health and safety.

Arguments:

Petitioners takexeeption to the ALJ's conclusion that Sonali violated the condigieel requirement in
section 493.803 for successful participation in proficiency testing.

Petitioners argue that CMS was not permitted to impose alternative and principal sanctiorenithsed
same conditioflevel violations.

Ruling excerpts:

There is no error in finding a conditidevel violation under 493.803 based on the State agency's finding
that Sonali had unsatisfactory performance with respect to individual analytes.

Pettioner's ignore the clear provisions of the regulations that "[f]ailure to return proficiency testing results
to the proficiency testing program within the time frame specified by the program is unsatisfactory
performance and results in a score of O fertésting event.

Contrary to what Petitioners argue, neither the regulations nor the guidance issued by CMS authorize it to
accept a laboratory's sadfraluation in lieu of failing test scores.

Section 493.1606(c) provides that CMS "may impose one oe.lralternative sanctions in lieu of in
addition toimposing a principal sanction..."

We affirm and adopt the ALJ's Findings of Fact and Conclusions of Law and affirm the ALJ's decision to
uphold CMS's revocation of Sonali's CLIA certificate.

Other Cases Referenced:

Scottsdale Medical Laboratory [DAB 1280]
Edison Medical Laboratorie®AB 1713
Kaulson Laboratories, Inc. [DAB 642]



James G. Morgan, D.O., Laboratory Director v. CMS [CR1402] Docket No. €©5-620
CLIA #: 23D0376071

State: Michigan

Type of Certificate: Compliance

ALJ: Carolyn Cozad Hughes

Basis for Sanction(s):

Noncompliance at immediate jeopardy level.

Dismissal of case.
Background:

Laboratory requested hearing before an administrative law juilgethe appeals period had expired.

CMS moved to dismiss this case, arguing that Petitioner filed timely to file his request for hearing.
Petitioner did not respond to the motion.

Ruling excerpts:

Petitioner did not respond to CMS's motion to dismiBy.failing to respond, Petitioner has, in essence,
conceded that no good cause exists for failure to file hearing request timely. Petitioner's hearing request
was not filed withhin 60 days and that no good cause has been shown for extending thefitinge fo

Other Cases Referenced:

Edison Medical Laboratories, INAB 1713]



Rustom Ali, Jahan Ferdous, and Scottsdale Medical Laboratory v. CMS [CR1280] Docket No-@%-
75
Decision No. 2016

CLIA #: 03D0986987

State: Arizona

Type of Certificate: Compliance

DAB: Cecilia Sparks Ford, Sheila Ann Hegy, Judith A. Ballard
Basis for Sanction(s):

Appeal of ALJ DecisiorCR1280

Conditiortlevel noncompliance.

Arguments:

Petitioners ange that the ALJ erred in upholding CMS's finding of a violation of the quality assurance
condition in section 493.1701.

Petitioners take exception to both the ALJ's conclusion that Petitioner Ali was an owner and to the ALJ's
conclusion that Petitioner Alvas an operator.

Petitioners argue that CMS violated 42 U.S.C. 263a(h) by imposing both principal and alternative
sanctions "together."

CMS violated the regulations by denying Scottsdale the opportunity to correct its deficiencies prior to
revocation.

[Other arguments were made.]

Ruling excerpts:

We affirm the ALJ's decision to uphold CMS's revocation of Scottsdale's certificate of registration and we
affirm and adopt the ALJ's Findings of Fact and Conclusions of Law except with respect to Cosiclusion

of Law 4, 5, and 23. [FFCL's 4 and 5 deal with a misrepresentation issue and FFCL 23 deals with
ownership.]

Other Cases Referenced:
Edison Medical Laboratories, INn(DAB 1713

Millenium Clinical Laboratories, INndDAB 1212]
Emerald Oaks [DAB 1800]



Clinical Immuno Diagnostic Lab., et al., v. CMS [CR1283] Docket No. A5-79
Decision No 2036

CLIA #: 05D0564373

State: California

Type of Certificate: Compliance

DAB: Judith A. Ballard, Beila Ann Hegy, Donald F. Garrett

Basis for Sanction(s):

Appeal of ALJ Decisior€R1283 [See CR1283 for additional background.]

Misrepresentation in obtaining a CLIA certificate.

Arguments:

Petitioner argues that:

The laloratory's counsel did not make any statements regarding whether the laboratory had ceased testing,
his statements in court filings or in subsequent communications with CMS were not made in obtaining a
CLIA certificate, as required by section 263a(i)(1)dato not constitute a misrepresentation. Also,
Petitioner's argue that there is no violation of 263a(i)(1) if CMS did not actually rely on the counsel's
statement, and that his statements could not be attributable to them.

Ruling excerpts:
Substantib evidence supports the ALJ's finding that the laboratory's counsel, while representing
Petitioners, misrepresented in communications with CMS representatives that the laboratory had ceased

testing.

Substantial evidence supports the ALJ's finding thati®etr's misrepresentation that the laboratory had
ceased testing was made in the course of obtaining a CLIA certificate.

The ALJ did not err in concluding that the laboratory's counsel's statement that the laboratory had ceased
testing constituted a mipresentation within the meaning of section 263a(i)(1).

The ALJ did not err in concluding that the counsel's misrepresentation was attributable to the laboratory's
owners and operators.
Other Cases Referenced:

Richardson v. Perales, 402 U.S. 3891 41971)
Carlos A. Cervera, M.DCR939



Delmarva Professional Services, Inc., v. CMS [CR1451] Docket No-05-424
Decision No 1497

CLIA#: 21D1033018

State: Maryland

Type of Certificate: Compliance
DAB: Carolyn Cozad Hghes

Basis for Sanction(s):
CLIA certification for Delmarva Professional Services, Inc. was revoked due to deficiencies that posed
immediate jeopardy to patient health. Dr. Homer R. Yeh, Ph.D., laboratory director, was prohibited from

owning or operatig a certified clinical laboratory for two years.

Arguments:

Dr. Yeh argues that he should not be considered the lab director because he did not, in fact, perform the
duties of lab director, was not qualified to perform those duties, and was raneliy ekre lab.

Ruling excerpts:

The sole issue is whether Dr. Yeh fioperatedo the Del marva |
year ban.

A summary disposition is appropriate where, as here, Petitioner has not demonstrated any dispute
regarding geuine issues of material fact.

As a matter of law, an individual who holds himself out as the director/operator of a clinical laboratory in
order to obtain certification for that laboratory may not subsequently avoid sanction by showing that he
failed toperform the statutory and regulatory duties of the position.

Even if the director fAreapportions performanceo of his resp
that all duties are properly performed.

The uncontroverted evidence establishestth Dr . Yeh signed Delvarvads initial app
certification. On that application, he is listed as the lab director. In signing the application, he explicitly
agreed to operate the | ab AdAin accor d@oodlenotwi th applicable

implement CLIA if applicants were not accountable for their representations.

Other Cases Referenced:

Sol Teitelbaum, M.D.[DAB 1849
Sentinel Medical Laboratorie®AB 1767
Caroline D.Zohoury, D.O. CR879






