DEPARTMENT OF HEALTH & HUMAN SERVICES
Centers for Medicare & Medicaid Services

7500 Security Boulevard, Mail Stop N2-20-16
Baltimore, Malyland 21244-1850 CENTERS for MEDICARE & MEDICAID SERVICES

Office of Strategic Operation and Regulatory Affairs/Freedom of Information Group
Refer to: Control Number 082720107066 and PINDQP6

APR 14 20

Justin Crow

Virginia Department of Health Professions
9960 Mayland Drive, Suite 300

Henrico, VA 23233

Dear Mr. Crow:

I am responding to your August 31, 2010 Freedom of Information Act (FOIA) request addressed
to the Philadelphia Regional Office (RO-3). The regional office forwarded your request and
responsive documents to me because of my responsibility under the FOIA,  Within your
correspondence you requested the following information:

1. Complaint investigation involving Virginia medical/clinical laboratories for the period
beginning January 1, 2005 and ending December 31, 2010;

2. Conditional deficiencies for the period beginning January 1, 2005 and ending December
31, 2010, the 5 most frequently cited conditional deficiencies in Virginia and

3. Immediate Jeopardy for the petiod beginning January 1, 2005 and ending December 31,
2010, the number of times “immediate jeopardy” was called on laboratories in Virginia.

After careful consideration of the documents submitied to me, a total of 51 pages, and in
response to item one (1), T have determined to release eight (8) pages to you, in their entirety,
and deny you access to portions of 29 of the released pages, pursuant to Exemption (b)(6) &
(6)(7)(C) of the FOIA (5 U.8.C.§ 552(b)(6) & (b)(7)(C)). I have also determined to deny you
access to portions of 14 pages, pursuant to (Exemption (b)(6), (b)(7)(C) & (b)(7)(D) of the FOIA
(5 U.8.C.§ 552(b)(6), (b)}(7)(C) &(b)(7)(D)).

In response to item two (2) of your request, I have been informed that data was only available
from December 2006 to present for the following five (5) most frequently cited conditional
deficiencies in Virginia: 493.1403 (74 times), Laboratory Director; 493.1250 (39 times),
Analytic Systems; 493,1421 (37 times), Testing Personnel; 493.803 (33 times), PT Participation
and 493.803 (33 times), PT Enroliment,

In response to item three (3) of you request, the number of times “immediate jeopardy” was
called on laboratories were 493.1403 (8 times), Laboratory Director; 493.1250 (5 times),
Analytic Systems; 493,1421 (4 times), Testing Personnel; 493.803 (3 times), PT Participation
and 493.1290 (3 times), Post Analytic Systems.
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Exemption (b)(6) permits a Federal agency to withhold information and records about
individuals in “personnel and medical files and similar files, the disclosure of which would
constitute a clearly unwarranted invasion of personal privacy.” 1have weighed the public
interest in disclosure against the harm to the privacy interest of the subject individuals. I have
taken into consideration that the Supreme Court has held public interest in disclosure to be
limited, in this context, to the public interest that would be served by shedding light on the
agency’s ‘performance of its statutory duties. [ have concluded that the personal privacy interests
of the subject individuals outweigh the public interest in disclosure in this particular matter.

Exemption (b)(7)(C) protects from disclosure of “records or information compiled for law
enforcement purposes, but only to the extent that the production of such law enforcement records
or information . . . could reasonably be expected to constitute an unwarranted invasion of
personal privacy.”

Exemption (b)(7)(D) provides protection for “records of information compiled for law
enforcement purposes [which] could reasonably be expected to disclose the identity of a
confidential source, including a state, local, or foreign agency or authority or any private
institution which furnished information on a confidential basis, and, in the case of a record or
information compiled by a criminal law enforcement authority in the course of a criminal
investigation or by an agency conducting a lawful national security intelligence investigation,
information furnished by a confidential source.”

If you have reason to disagree with this decision, you may appeal. Your appeal should be mailed
within 30 days of the date of this letter to: The Deputy Administrator, Centers for Medicare &
Medicaid Services, Room C5-16-03, 7500 Security Boulevard, Baltimore, Maryland 21244-
1850. Please mark your envelope "Freedom of Information Act Appeal,” and enclose a copy of
this letter.

Michael S. Marquis.
Director
Freedom of Information Group




ACTS CLIA Laboratories in Virginia - Complaint/Incident Investigation Log Printed: 03/08/2010

01/01/2005 to 12/31/2010 (Grouped By Provider)

Intake Number/ Revd End Ackd. t  Survey Start/ Interval Due Date Overall Event D Deficiency Cited - SIS Activities
Priority Survey Exit Days* Inv Complete Finding Closed Date (Complete Date) -
AAA WOMEN FOR CHOICE
v~ Facility ID: VA22011493
VADCO16633  06/26/2009 06/26/2009 09/17/2009 831t 08/31/2008 Substantiated FB5Y11 Federal - Linked to This Intake: Schedule Onsite
Non-1J 05/04/201C D1000-CERTIFICATE OF WAIVER TESTS Visit-07/22/2008
08/17/2009 Q9/17/2009
.\b_..mx>zo_~_> WOMEN'S HEALTH CLINIC
Facility 1D: VA22011310
VAQOCO16197  04/22/2009 05/26/2009 34 06/25/2009 Substantiated 628811 Federal - Linked to This intake: Schedule Onsite
Non.lJ Q8/271200¢ D1000-CERTIFICATE OF WAIVER TESTS Visit-05/27/2009
05/27/2009 05/27r2009
ANNANDALE WOMEN AND FAMILY CENTER
Facility ID: VA22005608 - Provider Number: 49D0883911
VAQO016196  04/22/2009 09/16/2009 14711 061252008 Substantiated Y2201 Federal - Linked to This Intake: Schedule Onsite
05/04/2046— D1000-CERTIEICATE OE WANVER TESTS — Misit-09/15/2009
Nen-1J ¥
09716/2009 09/16/2009
IOMAT USA, INC
Facility 1D: VA22000474 - Provider Number: 49D1023484
VAD0011894  06/13/2007 06/13/2007 07/16/2007 33 08/16/2007 Unsubstantiated  1YK711 No deficiencies cited Schedule Onsite
N : 0712412007 Visit-07/27/2007
on-1J
071612007 07/16/2007
BOSTWICK LABORATORIES, INC
Facility 1D: VA22003171 - Provider Number: 49D0966000
LoVADOO12755  11/07/2007 11/07/2007  11/09/2007 2 Q1/15/2008 Substantiated U3SN11 Federal - Linked to This Infake: Schedule Onsite
Non-iJ 05/04/201C D5207-COMMUNICATIONS Visit-11/06/2007
D5391-PREANALYTIC SYSTEMS QUALITY Electronic
ASSESSMENT Contact-05/04/2010
Federal - Not Related to any Intakes:
D5300-PREANALYTIC SYSTEMS
g D5393-PREANALYTIC SYSTEMS QUALITY
N ASSESSMENT
o DE118-TECHNICAL SUPERVISOR
mW RESPONSIBILITIES
P 11/09/2007 11/09/2007
VAGOM7413  11/05/2009 308
v No Action Necessary 12/16/200€

+ ACKNOWLEDGED column represents the earliest notification dated based on the Letter History and the Notification I_m,aé for the intake.

1+ Survey Start Date {or current date) is later than Investigation Due Date.

* Interval Days is the number of days between the Received End Date and Survey Start Date.

LogFac.rpt 93402
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ACTS CLIA Laboratories in Virginia - Complaint/Incident Investigation Log
01/01/2005 to 12/31/2010 (Grouped By Provider)

Printed: 09/09/2010

intake Number/ Rcvd End Ackd. T Survey Start/ Interval  Due Date Overall Event 1D Deficiency Cited - S/S Activities
Priority Survey Exit Days* Inv Complete Finding Closed Date {Complete Date) -
LABORATORY CORPORATION OF AMERICA
Facility ID: VA22001126 - Provider Number: 49D0920859
—\é\yooﬁ: 0486  11/02/2006 11/02/2006 1,407
No Action Necessary 11/02/200¢
LABORATORY CORPORATION OF AMERICA
Facility ID: VA22001637 - Provider Number: 46D0668741
.\,/Tcooﬁmmu C7/1/2008 07/01/2008 08/15/2008 45 08/04/2008 Substantiated EDBZ11 Federal - Linked to Ancther intake of this Survey: Schedule Onsite
Non-1J D5805-TEST REPORT Visit-08/05/2008
08/15/2008 08/15/2008
VAOD014564  07/01/2008 07/01/2008 08/15/2008 45 09/04/2008 Substantiated ED8Z11 Federal - Linked te This Intake: Schedule Onsite
" Nor-1J DS80S-TEST REPORT Visit-08/05/2008
- 08152008 OBMSF2008
VAQDOT4822  08/19/2008 08/20/2008 09/05/2008 17 10/23/2008 Unsubstantiated E3WQ11 No deficiencies cited Schedule Onsite
L Visit-08/20/2008
Non-1J
08/05/2008 09/05/2008
q\SPoogjﬂm 10/05/2009 3391 14/19/2009
Non-J
LABORATORY CORPORATION OF AMERICA
Facility ID: VA22007262 - Provider Number: 49D1064749
\ VADOQ14513  06/19/2008 06/19/2008 812
No Action Necessary 06/27/2008
MONTGOMERY REGIONAL HOSPITAL
Facility 1D: VA22001516 - Provider Number: 49D0231664
VAOQQ16624  06/25/2009 02/17/2010 237+ 08/09/2009 Unsubstantiated EGJ211 Federal - Not Related to any Intakes: Schedule Onsite
on-t D5413-TEST SYSTEMS, EQUIPMENT, Visit-02/17/2010
e INSTRUMENTS, REAGENT
D5431-MAINTENANCE AND FUNCTION
CHECKS
D5791-ANALYTIC SYSTEMS QUALITY
ASSESSMENT
02/17/2010 02/17/2010

+ ACKNOWLEDGED column represents the earliest notification dated based on the Letter History and the Notification History for the intake.
11 Survey Start Date (or current date) is later than Investigation Due Date.
* Interval Days is the number of days between the Received End Date and Survey Start Date.

LogFac.pt  03/02 Page 4 of §



ACTS CLIA Laboratories in Virginia - Complaint/Incident investigation Log
01/01/2005 to 12/31/2010 (Grouped By Provider)

Intake Number/ Rcvd End Ackd. t  Survey Start/Interval Due Date Overall Event ID Deficiency Cited - S/S
Priority Survey Exit Days* Inv Complete Finding Closed Date

Printed: 09/09/2010

Activities
{Complete Date)

PIEDMONT PEDIATRICS, INC
Facility 1D: VA22001177 - Provider Number: 49D0897505

\<>08,.9& 08/31/2006 08/31/2006 1,470 Unsubstantiated
No Action Necessary 09/07/200€

PLANNED PARENTHOOD OF METROPOLITAN
\ Facility D: VA22002334 - Provider Number: 49D0943753

VACO015720  02/09/2009 02/09/2009 03/03/2008 22 04/14/2009 Substantiated 2FQS11 Federal - Linked to This Intake: Schedule Onsite
Non-lJ 08/27/200¢ D5205-COMPLAINT INVESTIGATIONS Visit-03/03/2009
03/03/2009 03/03/2009
. PLASMACARE, INC
Facility ID: VA22001407 - Provider Number: 49D1046110
VAQD016801  07/31/2009 408
Ful=J it ) it T T} 04
No Action Necessary bkt
PRIMARY HEALTH GROUP PC
Facility ID: VA22003865 - Provider Number: 49D0679652
_\ VAQDOCS785  06/21/2006 07/18/2006 07/10/2006 19 08/05/2006 Unsubstantiated G8QC11 No deficiencies cited Schedule Onsite
Non-1J 09/12/2007 Visit-06/27/2006
07M10/2006 07/10/2006
QUEST DIAGNOSTICS NICHOLS INSTITUTE
Facility iD; VA22003278 - Provider Number: 49D0221801
VANOD17764  01/05/2010 01/06/2010 247
r\ No Actien Necessary 01/06/201C
SENTARA FAMILY MEDICINE AND URGENT CARE PHYSICI
Facility ID: VA22001530 - Provider Number: 49D0670207
_\ VAQO009514  04/24/2006 05/10/2006 1,599 Agency Referral-
Non-CLIA Referral 05/10/200€

SKiN LASER SURGERY CENTER, PC
Facility ID: VA22011027 - Provider Number: 4601096052

+ ACKNOWLEDGED column represents the garliest notification dated based on the Letter History and the Notification History for the intake.
11 Survey Start Date {or current date) is fater than Investigation Due Date.
* Interval Days is the number of days between the Received End Date and Survey Start Date.

LogFac.pt  03/02

Page 5 of 8




ACTS CLIA Laboratories in Virginia - Complaint/Incident Investigation Log
01/01/2005 to 12/31/2010 (Grouped By Provider)

Printed: 09/09/2010

Intake Number/ Revd End Ackd. T Survey Start/Interval Due Date Overall Event ID Deficiency Cited - S/S Activities
Priority Survey Exit Days® Inv Comblete Finding Closed Date (Complete Date) '
VAD0018147  03/16/2010 04/29/2010 PS1Z11 No deficiencies cited Schedule Onsite
N Visit-04/20/2010
on-iJ
04/29/2010
SOUTHSIDE COMMUNITY HOSPITAL
Facility ID: VA22003929 - Provider Number: 48D0686045
00014431  06/05/2008 07/14/2008 Substantiated N37U11 Federal - Linked to This Intake: Schedule Onsite
No-L 0D5291-GENERAL LABORATORY SYSTEMS Visit-07/17/2008
QUALITY ASSESSMENT
D5428-MAINTENANCE AND FUNCTION
CHECKS
D5559-IMMUNOHEMATOLOGY
DB076-LABORATORY DIRECTOR
DE0S4-LABORATORY DIRECTOR
RESPONSIBILITIES
D6121-TECHNICAL SUPERVISOR
RESPONSIBILITIES
D6124-TECHNICAL SUPERVISOR
- RESPONSIBILITIES
07/17/2008
UNITED MEDICAL LABS INC
Facility ID: VA22001898 - Provider Number: 49D0222887
VADD012639 11/29/2006
No Action Necessary 12/15/200€
VAQCO15523 12/30/2008 12/30/2008 02/09/2009 Substantiated Pa3Z11 Federal - Linked to This Intake: Schedule Onsite
,\zﬂ, u 08/27/200¢ D2148-CYTOLOGY Visit-01/13/2009
g D2450-CYTOLOGY
D3008-FACILITIES
D5613-CYTOLOGY
DE076-LASORATORY DIRECTOR
D8079-LABORATORY DIRECTOR
RESPONSIBILITIES
D6108-LABORATORY TECHNICAL
SUPERVISOR
D6111-TECHNICAL SUPERVISCOR
QUALIFICATIONS
04/03/200%
VCU HEALTH SYSTEM AUTHORITY - MCV HOSPITALS
Facility iD: VA22002253 - Provider Number: 45D1032785
_\ VAODC17379  11/03/2009
No Action Necessary 14/03/200¢

+ ACKNOWLEDGED column represents the earliest notification dated based on the Letter Histery and the Notification History for the intake.

+ Survey Start Date (or current date) is later than Investigation Due Date.

* Interval Days is the number of days between the Received End Date and Survey Start Date.

LogFac.pt 0302

Page6of 8




-

01/01/2005 to 12/31/2010 (Grouped By Provider)

Intake Number/ Revd End Ackd. ¥ Survey Start/ Interval Due Date Overall Event ID Deficiency Cited - S/S.

ACTS CLIA Laboratories in Virginia - Complaint/Incident Investigation Log Printed: 05/08/2010

Activities
Priority Survey Exit Days* Inv Complete Finding Closed Date (Complete Date) .
VIRGINIA HOSPITAL CENTER ARLINGTON
Facility ID: VA22000489 - Provider Number: 4900224078
.\Sﬂoood 1953 (7/09/2007 09/06/2007 07/24/2007 15 09/11/2007 Unsubstantiated WQZ811 No deficiencies cited Schedule Onsite
_ 09/12/2007 Visit-07/27/2007
Non-1f
072512007 07/2512007

WHITE STONE FAMILY PRACTICE PC
Facility tD: VA22005466 - Provider Number: 4900225083

VADO014799  08/15/2008 09/18/2008 34 10/21/2008  Substantiated  5UNR11 Feceral - Linked to This Intake: Schedule Onsite
-/ Non-lJ 04/16/200¢ D5787-TEST RECORDS Visit-09/18/2008
on- D6000-LABORATORY DIRECTOR

D6029-DIRECTOR RESPONSIBILITIES
D6063-LABORATORY TESTING PERSONNEL

D6065-TESTING PERSONNEL
QUALIFICATIONS
BOHB/2068 05/18/2008 .
WILLIAM M HANDY, MOD, FAAFP
Facility ID: VA22004064 - Provider Number: 48D1048857
.\ VAQOOM0060  08/10/2006 08/14/2006 1,491
No Action Necessary 04/27/201C
Total Providers Reported: 32 Total Complaintsfincidents Reported: 37

1 ACKNOWLEDGED column represents the earfiest nofification dated based on the Letter History and the Notification History for the intake.
11 Survey Start Oate (or current date) is later than [nvestigation Due Date.
* Interval Days is the number of days between the Received End Date and Survey Start Date.

LogFac.rpt  03/02
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ACTS CLIA Laboratories in Virginia - Complaint/incident Investigation Log

Printed: 09/09/2010

REPORT DEFINITIONS

01/01/2005 to 12/31/2010 (Grouped By Provider) J

Aliegation Type
Base time frame on

Certif. at Time of Alleged Event

Close Reason
Date Range

Intake Subtype
intake Type
Location Received
Management Unit
Onsite/Ofisite
Overall Findings
Priority

All

Received End Date
All

All

01/01/2005 - 12/31/2010
All

Complaint

All

All

All

All

All

Provider Type
Received By
Responsible Team
Show Outliers
Sort By

Source

State Region
Status

All
All
All
No
Intake Number
All
All
All

1 ACKNOWLEDGED column represents the earliest notification dated based on the Letter History and the Notification History for the intake,
11 Survey Start Date (or current date) is later than Investigation Due Date.
* Interval Days is the number of days between the Received End Date and Survey Stant Date.

LogFac.rpt  03/02 Page 8 of 8



Printed: 09/23/2010 41:35:49AM
Due Date: 68/31/2008 '~
Priority: Non-lJ

Intake 1D: VADOD16633
Facility ID: VA22011493 | LAB-NOCN

Provider Number:
State Region: 001

ACTS Complaint/Incident Investigation Report

FACILITY INFORMATION:

Name: AAA WOMEN FOR CHOICE License #:
Address: 9380-A FORESTWOOD LANE Type: LAB-NO pit()\
City/State/Zip/Gounty: MANASSAS, VA, 20110, MANASSAS GITY Administrator: @0
Telephone: (703) 330-9312
INTAKE INFORMATION
Taken by - Staff: BAGLEY, BRENDA Received Start: 06/26/2009 At 08:01
Location Received: TRAINING UNIT Received End: 06/26/2009 At 08:01
Intake Type: Complaint Recelved by: Written
intake Subtype: Federal COPs, CFCs, RFPs, EMTALA, CLIA State Complaint ID:
External Control #: CIS Number:
CBER #: Certificate at Tims of Alleged Event: No CLIA Number

SA Contact: STOLCIS, GREG
RO Contact: ARENDASH, ERIC

Responsible Team: ACUTE CARE
Source: Physician

COMPLAINANTS
Name Address
(b)(8), (b}
RESIDENTS/PATIENTS/CLIENTS - No Data
INTAKE DETAIL

Date of Alleged Event: Time:

Standard Notes: Complaint received from o)), (b)(7)d

talephone book yellow pages).
Extended RO Notes:
Extended CO Notes:

ALLEGATIONS

Category: General
Subcategory: Other
Findings: Substantiated:Federal deficienci

Link 1D
(B)(8), (b)(7)c

Home Phane Work Phone

Shift:
nthe area. See atiached written complaint (including a page torn out of the

55 related to alleg are cited

Tags: D1000-CERTIFICATE OF WAIVE

R TESTS(493.15(c)) s/S: NOT SPECIFIE[L‘

Petails:

Complainant said that AAA Women for Cholee is performing lab testing without a CLIA certificate.

Complainant quesfions who is the Medical Director of the lgixe), (bI§9 wants to know who is advising the

palients of the test resulls.

A Medical Facilities Inspector ca
{CLIA) complaint investigation
September 17, 2009 at 10:30 A

Findings Text:

Allegation states that the AAA

nducted an unannounced on-site Clinical Laboratory Improvement Amendments

(VA1 6633) of AAA Women for Choice of Manassas taboratory in Manassas VA on

. The laboratory does not have a CLIA certificate of any type.

omen for Choice is performing lab testing with out a CLIA cerlificate and wants

to know who is the Medical Diretlor.

During the complaint investigation, the inspec

tests are performed in-house.

Gonadotrophin) pregnancy test using
Confirms 1i test kit is categorized as a
medical director Is not required [f only waive

tor interviewed the facility Administrator and asked what laboratory
he Administrator stated they perform a urine hCG (Human Chorionic

the IM Confirms |l test kit by 1M Isbell Martle Diagnostic, Inc. The IM

CLIA waived test kit. There is no Madical Director at the facllity, but a

d tests are performed at the lab.

The CLIA tag D1000 was cited as a standard level deficiency for the 1aboratory performing a waived test on
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Printed: 08/09/2010 12:36:23PM
Due Datel 06/25/2009

intake ID: VA00016197
Facility ID: VA22011310 / LAB-NOCN

Priority: Non-lJ Provider Number:
State Reglon: 001
ACTS Complaint/incident Investigation Report
FACILITY INFORMATION:
‘Name: ALEXANDRIA WOMEN'S HEALTH CLINIC License #:

Address: 101 S WHITING STREET, SUITE 215
City/State/ZipiCounty: ALEXANDRIA, VA, 22303, FAIRFAX
Telephone: (703) 370-0550
INTAKE INFORMATION
Taken by - Staff: BAGLEY, BRENDA
Location Received:

Intake Type: Complaint

Type: LAB-NO P\a
o

Administrator:

Received Starl: 04/22/2009 At 1319
Received End: 04/22/2009 At 1319
Received by: E-Mail

Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA, CLIA State Complaint ID:

External Control #:
CBER #:
SA Contact: JONES, TC
STOLCIS, GREG
RO Contact: ARENDASH, ERIC

Responsible Team: ACUTE CARE
Source: AnORymous

COMPLAINANTS

Name Address

CIS Number:
Certificate at Time of Alleged Event: No CLIA Number

Home Phene Work Phone Link ID

(b)(8), (b)7)c

RESIDENTS/PATIENTS/CLIENTS - No Data

INTAKE DETAIL
Date of Alleged Event: Tima:

Shift:

Standard Notes: Complaint was given to inspector during survey at another lab.

See allegation for details.

POC is attached.
Extended RO Notes:
Extended CO Notes:
ALLEGATIONS

Category: General

Subcategory: Certification ]Unaulhorized Testing

Findings: Substantiated:Federal deficiencieq related to alleg are cited

I Tags: D1000-CERTIFICATE OF WAIVER

TESTS(493.15(c)) §/S: NOT SPECIFIED |

Details: Complainant stated that this facility is performing lab tests without a CLIA certificate. Review of the facliity's
website showed that they advenisc‘: blocd and urine testing. Copy of website home page is attached.

Findings Text: A Medical Facilities Inspector conducted an unannounced on-site Clinical Laboratory improvement Amendment
(CLIA) investigation (#VA00016197) of the Alexandria Women's Health Clinic laboratory on May 27, 2009 from
1:00 PM to 2:00 PM. The laboratoly is performing waived and non-waived tests without a CLIA registration

certificate.

During the complaint investigation

1 the Inspectars interviewed the co-owner of the facllity. The inspector

observed the lab performed the nan-waived test for Rh (D) antigen blood typing test.

The inspectors observed testing o

three (3) waived lests including urinalysis by dipstick, hemoglobin by

Hemocue analyzer, and a Quick Card urine pregnancy test kit.

The laboratory is cited with tag D1000 for performing non-waived lab tests in-house and reporting patient tesl
results before oblaining a CLIA cettificate of regisiration.

Investrpt 01/04
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Printed: 09/05/2010 12:30:34PM Intake |D: VA0O0011884
Dus Date: 08/16/2007 . Facltity ID: VA22000474 / LAB-CMPL

Priority: Non-1J Provider Number: 4901023484
State Region: LAB

ACTS Complaint/Incident Investigation Report

FACILITY INFORMATION:
Name: BIOMAT USA, INC License #:
Address: 15 WEST MERCURY BOULEVARD - SUTEC Type: LAB-CM ) ?{O
City/State/Zip/County: HAMPTON, VA, 23666, HAMPTON CITY Administrator: LN
Telephone; (757} 726-0501
INTAKE INFORMATION
Taken by - Staff; HANK, SALLY Recejved Stari: 06/13/2007 At 08:17
Location Received: Receivad End: 06/13/2007 At 08:17
Intake Type: Complaint Received by: Written
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA,CLIA State Complaint 1D;
External Control #: CIS Number:
CBER #: Certificate at Time of Alleged Event: Compliance
SA Contact: STOLCIS, GREG
RO Contact:

Responsible Team: ACUTE CARE
Source: Resident/Patient/Client

COMPLAINANTS
Mama Address Home Phone Work Phone Link 1D

{b)(6), {b}(7)c

RESIDENTS/PATIENTS/CLIENTS
Nama Admitted Locatlon Room  Digcharged LinkID
{b)(6), (bX(7}c
INTAKE DETAIL
Date of Alleged Event: Time: Shift:
Standard Notes: Complainantis a (D)6), ) TIc (b){6), (b)ncerns are events that happened

reportedly during 3/07 - 4/07. Concerq’s range trom payment o aonors, which includes a sweepstakes recruitment
campaign, 10 various issues related to glinical procurement and processing procedures. The complaint allegations
{attached) were issued in writing (recei.LJed 6/8/07) and followed up by telephone on 6/11/07.

The complainant reported (bak), (b)l1ad already contacted the Better Business Bureau, Virginia Gaming, and local law
enforcement about the use of sweepstake eligibility for donor payment.

6/8/07 Allegations discussed with Kim Beazley, CLIA surveyor. She stated that OLC had authority for investigating
only the allegation related to protein lab testing. The other clinical issues should be referred to FDA. She also
reported thal payment and sweepstakes concerns were concermns outside of OLC or FDA jurisdiction.

6/8/07 The complainant was advised bv telephone to contact the Virginia Depariment of Agriculture and Consumer
Services (1-800-652-9963) regardisgp), (bXDRcerns about the use of sweepstakes for donor recruitmets(®), (D)ils
also advised to contact FDA (804-379-{1627) regarding clinical issues unrelated to prolein analysis. Complainant
requesied that the information and letters sent to OLC be returnebit), (b}i@)use within the referral process. This
information was included wifbigs), (b)glter of acknowledgement of the OLC comptaint.

Extended RO Notes:
Extended GO Notes:

ALLEGATIONS
Category: Analylic
Subcategory: Other
Findings: Unsubstantiated:Allegation did nogoccur

Details: Complainant stated ths{s), (prgponed concerns about the use of sweepstake eligibility as part of donor payment
practice and clinica! practices for grocurement to (b)(BY, (b){7)c BIOMAT corporate office during 3/07.
Following this report, the complaiqani was denied opportunity twice in 4/07 to donate on the basis of the protein

lavestrpt 01/04 Page 10of 3
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Printed: 09/09/2010 12:30:38PM

Due Uate: 08/16/2007
Priority: Non-IJ

ACTS Complaint/In

Intake 1D: VA0D011894
Facility ID: VA22000474 / LAB-CMPL
Provider Number: 49D1023484
State Region: LAB

cident Investigation Report

Findings Text:

test being too low or oo higb(s), (b¥tated that in the (b)(6), (b)(7)c has been donatiggie), (b}ieis never had a protein
prablem angk), (p)lgs not changegk), (pdigé The complainant believes that these findings have been falsely
reported to dem), (pythe opportunity to donate in retaliatior{i}i6), (b¥&port of concerns to the corporate office.

I

The two (2) Medical Facilities inspagtors arrived at the facility on July 16, 2007 and met with the Facility

Manager. The complaint allegation

as discussed withthe  (b)(8), (b)(7)c . The inspectors reviewed the

complainant's Electronic Medical Record (EMR). The complainant is identified by the facility as)), (b)(7)c
(b)(6), (b)7)c . The complainankss), pyAgcords from December 2006 through June 2007 were reviewsd.

Upon donation, each cllent is requi

d to participate in a screening process. The client receives a Hematoerit and

Total Protein tests, both of which are perfomed in house by the facility's testing personnel.

f

The facllity’'s Serum Protein Electrophoresis Poiicy (SOP: 20.29D, edition 3) requires that a Serum Protein

Electrophoresis {SPE) assay is to b

performed on each plasma donor initially and every four (4) months

thereafter. This test is performed atthe Biomat USA laboratory located in Austin, Texas. The normal range for

the SPE Total Protein assay is 6.0-
temporarily. The donor is removed

.0 gfdl. i the result of a client's SPE assay is abnormal, the client is deferred
om the program until repsat testing shows values within acceptable limits,

The donor cannot be plasmapheresed again until a report of acceptable SPE test results has been received and

the facility's Medical Director has re
program. The review of normal tests
by the Medical Director within twent

The complalnant presented to the g
this time. The test results received i

B)(B), (b)7)e  Theclient was p

The complainant presented fo the fa

- indicated that the client had a p)(6)

on temporary deferral.

The complainant returned to the fac
from the SPE test were ali within no
Director on May 10, 2007. The clien

viewed the results and indicated the donor's acceptability to continue on the
resulis for determining continued suitability of the donor, must be performed
y-one (21) days from the sample collection date.

cility on Aprit 07, 2007 for donation. A SPE test specimen was collected at
ndicated that the client had a Total Protein value from the SPE which was
aced on temporary deferral.

cility on April 14, 2007 for a follow-up SPE test. The test results received
, )7y from the SPE which was {b)(8), (b){7)c . The client remained

lity on April 28, 2007 for a second follow-up test. The test results received
mal ranges. These test results were reviewad by the facility's Medical
was then removed from the temporary deferral list.

The complainant was able to successiully donate on May 10, 2007. The complainant has continued to donate at
the facility since May 10, 2007.

The inspectors reviewed the facility's American Association of Bioanalysts (AAB) proficiency testing results from
calendar years 2006 to the date of the investigation. The Inspectors also reviewed a sample of testing personne!

The inspectors reviewed all in-hous; Total Protein quality control for the months of February through April 2007.
qualifications, training, and competé[ncy records,

The complaint was found to be unsubstantiated and no deficiencies were cited.

SURVEY INFORMATION
Event ID Start Date Exit Date Staff ID Type of Survey
IYK711 07/16/07 O7/16107 Beazley, Kimbelly F 06384 Health
Ballag, Kay 13925
Logan, Chevonnle 25040
Intakes Investigated:  VA00011884{Received: 06/13/2007)
SUMMARY OF CITATIONS:
Event (D Exit Date Tag 8/8
IYK741 0711612007

Federal - Not Related to any Intakes
DOCO0-INITIAL COMMEI\}TS

NOT SPECIFIED

EMTALA INFORMATION - No Data

Invest.rot 01/04
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, Printed: 09/23/2010 11:40:53AM Intake ID: VA00012755

Due Date: 01/1 6/20081 Facility ID: VA22003171 / LAB-ACCR
Priority: Non-lJ Providar Number: 4900966000

State Reglon: 001

ACTS Complaint/incident Investigation Report

FACILITY INFORMATION:
Name: BOSTWICK LABORATORIES, INC License #:
Address: 4355 INNSLAKE DRIVE Type: LAB-ACH (,'\
City/State/ZipiGounty: GLEN ALLEN, VA, 23060, HENRICO Administrator: L(,P\
Telephone: (804) 967-9226
INTAKE INFORMATICON
Taken by - Staff: HANK, SALLY Recelved Start: 10/09/2007 At 11:17
Location Received: Received End: 11/07/2007 At 1117
Intake Type: Complaint Recelved by: Hotline
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA|CLIA State Complaint ID:
External Control #: CIS Number:
CBER #: Certificate at Time of Alleged Event: Accreditation
SA Contact: BEAZLEY, KIMBERLY CA p

RO Contact: ARENDASH, ERIC

Responsible Team: ACUTE CARE
Source: Resident/Patient/Client

COMPLAINANTS

Name Address Home Phona Work Phone Link D

RESIDENTS/PATIENTS/CLIENTS

Name Admitted Lacation Room_  Discharged LinkID
(B)6), (h)(7)e
INTAKE DETAIL
Date of Alleged Event: Time: Shift:

Standard Notes: Complainant had diagnostic procedures of the bladder conducted on 8/30/07 at the Metroplex Surgicare Center in
Bedford, Texas. The fluid and tissue specimens were sent to Bostwick Laboratories in Richmond, VA for analysis.
The tissue biopsy specimen was losl.

Complainant reported ¥:6), (big)nol seeking legal action. The surgery center and the laboratory have advigad®). (b)(7)c
tha), (o)wilknot be billed for any expengses related to having repeated procedures for the bladder lissue biogsys), (b)(71c
concern is that specimens were lost refated {0 a painful biopsy procedure apgs), (b)igesn’t want this to happen to
anyone elgg)(6), (b)stated 1ipaE), (b)kiows that in the end, the point witere the biopsy specimen was lost may not be

able 1o be determinékh(6}, (b)Towever, thinks the entire chain for handling the specimens sent between the two states
needs {o be examined to delermine the possible weak points in the chain so that each point can be strengthened to
avert error,

The complainant filed a written complaint with the SA in Texas related to the Metroplex Surgicare part of the
specimen chalpy(s), (b)ig)faxing a copy of the written complaint to the Texas SA simply for OLC information in
reviewing the continued linkage in the ¢hain in Virginia.

10/9/07 Received copy of complaint sept to SA in Texas (attached). SH

41/6/07 Received a copy (atlached) of b letter from theb)(8), (b)(7)of the complainant to Bostwick Laboratories and
dated 10/29/07. A handwritten note indicated that the complainant had not received any response from OLC. Voice
mail message left on the complainant's telephone to call OLC for reassurance that the complaint had been received,
but that OLC is waiting for direction fr:gw CMS. SH

14/6/07 Talked to complainagi(s), (byaported that the SA in Texas had completed their investigation related to the
Metroplex Surgicare and had nolifige), (oiBb), (n)allegation that the specimen had been lost had been substantiated.

(bY(6), (v)(Flated that although one might still raise question that the tissue specimen had not been included in the box with
the requisition that was sent to Bostwick Labs by Metroplex Surgicare, Bostwick Labs failed to notify Matroplex

Surgicare thal the bladder lissue was nl t included in the package containing the specimens. SH

Invest.rpt 01/04 Page 1 of 3
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Printad: 09/23/2010 11:44:12AM
Due Date:
Priority: No Actlon Necessary

ACTS Complaint/ir

Intake 1D: VAQDO17443
Facility ID: VA22003171 / LAB-ACCR
Provider Number: 49D0966000
State Region: 001

1cident Investigation Report

FACILITY INFORMATION:

Name: BOSTWICK LABORATORIES, INC
Addrass: 4355 INNSLAKE DRIVE
City/State/Zip/County: GLEN ALLEN, VA, 23080, HENRICO
Telephone; (804) 967-9225
INTAKE INFORMATION
Taken by - Staff: KING, ELIZABETH
Location Received: ACUTE CARE

Intake Type: Complaint

Intake Subtype: No State or Federal provider compliang

External Control #:
CBER #:
SA Contact: JONES, TC
RO Contact: ARENDASH, ERIC

Responsible Team: ACUTE CARE
Source: FDA

COMPLAINANTS

Name Address

{b)

RESIDENTS/PATIENTS/CLIENTS - No Data
INTAKE DETAIL
Date of Alleged Event: Time:

Standard Notes: Complainant igb)(s), (b)(7with the

submitting 2 complaints that pertain to faboratory praciice,

Complaint # 1 came from (b)), (b)(7)c

"nducements” for accounts to send sp
paying physicians $100 for every urine
blopsy that accompanies the urine test

Complaint # 2 was an anonymous ema
was contacted by this analyst apgs), ¢b
ceased 1o provide information after the
particulatly since the patients were req

Anonymous complainant alteges the st

their expense, Complainant alleges "lat
experience, college degrees or certified

Complainant alleges the specimens are

to be repeated at additional cost to the

are being performed unnecessarily at i
additional staining because of substand
insist on using microwave processing w
pathologists and, in turn the billing dep

processed”,

S A recommends no further action **
Extended RO Notes:
Extended CO Notes:

ALLEGATIONS - No Data

Invest.rpl 01/04

License #:
Type: LAB-AC!
Administrator:

a

Received Start: 11/04/2009
Recelved End: 11/05/2008
Received by: Written
State Complaint ID:
CIS Numbet:
Certificate at Time of Alleged Event

At 14:40
At

e issue

: Accreditation

CAP

Home Phone Waoark Phone

(6). (b)7)c

Shift:

{b)6). ()(T)e The complainant is
including staff qualifications and patient charges.

and specifically identified Bostwick Laboratories as possibly offering
cimens to be processed. (b)(6), (b){7)c stated "Bostwick Lab is currently
pecimen sent in for PCA-3, but the catch is that the doctor has to send the
o Bostwick Labs in order to receiys), (10"

ntto SA (b)(8), {b)(T)c Richmond Field Office.  (b)©). ({7
), yeffice did not investigate this complaint because the(b)(), (b){7)c

ecember email. In this complaint the staff qualifications were an issue
ired to undergo further testing at additional expense and time.

| s

ff is not qualified in testing and the patients are requiring additional testing at
y assistants are in charge of processing instead of people with mare
. The most important process is left to unqualified technicians.”

not being tested appropriately and outcome is a poor resuit requiring the test
batient, In the ancnymous e-mail the complainant alleges additional stains

e palient's expense. In particula)(6), (b)(7has stated(tha, (bXme ordered

ard staining in the lab of H&E staining”. In addition,"Bostwick laboratories
hich makes it very easy to burn the tissue and sends the slides to

briment charges patients for steam charges when the tissue is over

betermined by Eric Arendash that RO will notify accrediting organization.

Page 1 of 2
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Prined: 0312312010 11:48:35AM Intake ID: VA00014827
“ DueDate: b Facility ID: VA22009928 / LAB-CMPL

Priority: No Action Necessary Provider Number: 4901086576
State Region: LAB

ACTS Complaint/Incident Investigation Report

FACILITY INFORMATION:
Name: BRISTOL LABORATORIES, LLC License #:
Address: 1009 W STATE STREET - SUITE 2A Type: LAB-CM P‘O
City/State/Zip/County: BRISTOL, VA, 24201, BRISTOL Administrator: ‘\)a
Telephone: (276) 696-0144
INTAKE INFORMATION .
Taken by - Staff: BAGLEY, BRENDA Received Start: 08/20/2008 At 09:27
Location Received: Received End: 08/20/2008 At 08:27
intake Type: Complaint Recelved by: E-Mail
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA| CLIA State Complaint ID:
External Control #: CIS Number:
CBER#: . Conrlificate at Time of Alleged Evant: No Current Aclive Cerificate
SA Contact: BEAZLEY, KIMBERLY
RC Contact:

Responsible Team: ACUTE CARE
Source: Anonymous

COMPLAINANTS

Name Address Home Phone Work Phone Link ID
{b)(8). (bi(7)c, (b)(7d

RESIDENTS/PATIENTS/CLIENTS - No Data
INTAKE DETAIL

Date of Allaged Event: Time: Shift:

Standard Notes: Email received from RO. New lab is pending. Per instructions from RO, issues non-regulatory. See attached copy
of email.

Non-regulatory response letter sent to complainant via email.
Extended RO Notes: '
Extended CO Notes:

ALLEGATIONS - No Data

EMTALA INFORMATION - No Data
ACTIVITIES - No Data

INVESTIGATIVE NOTES - No Data

CONTACTS - No Data
AGENCY REFERRAL - No Data

LINKED COMPLAINTS - No Data
NOTICES

Lettars: Blification:

Created Description Date Type Party Method
08/20/2008 NON REGULATCRY/Complainant

PROPOSED ACTIONS - No Data

=

Closed: 08/20/2008 ‘1 Reason: No Jurisdiction

END OF COMPLAINT INVESTIGATION INFORMATION
Investept 01/04 . Page 1 of 2

Evet (7)



[Kremann, Kathleen M. (CMS/CMSO)]

From: {b){(B), {b){7}c, (b)(7)d
Sant: Tue 8/19/2008 8:49 PM

To: Todd, Kathleen J, (CMS/CMSQO)
Subject: Re: certification

it is Bristol laboratory it just got started it is o

----- Original Message «---

From: "Todd, Kathleen J. (CMS/CMSOQ)" <K

To: (b)(8), (b)(7)c, (b}7)d

Sent: Tuesday, August 19, 2008 6:34:10 PM

Subject: RE: certification

(b)(8). ()7, (bH7)d

n state street in bristol virginia

athleen, Todd@cms.hhs.gov>

>

rage Z o1

Thanks for the response. However, since no spetific facility was mentioned in your e-mails, then CMS can take

no further action. | urge you to repert your concemn to the appropriate State Agency.

o

From: (b)(6). (b)7)c, (b)(7)d
Sent: Tue §/15/2008 4:16 PM

To: Todd, Kathleen J. (CMS/CMSQO)
Subject: Re: certification

----- Original Message ----

(b)(8), {b)(7}c, (b}7)d

From: "Todd, Kathleen J. (CMS/CMSO0)" <Kathleen. Todd@cms.hhs.gov>

To: (b)), (D)(T)e, (b)T)d

Sent: Tuesday, August 19, 2008 10:22:45 mT

0_RPNINNR



rage 3 0ra

. o

Subject: RE; certification

{B)(B). (b)(7)e, (b)}{7)d

I am responding to an e-mail inquiry that you sent to the Food and Drug Administration (FDA), Your concem
was forwarded to the Centers for Medicare & Medicaid Services (CMS) because CMS Is responsible for the
administration of the Clinical Laboratory Improvement Amendments (CLIA) program,

If you want to report a compiaint about a specifig CLIA facility, then you should contact the appropriate State
Agency. You may oblain State Agency CLIA coptact information from the following CMS Internet site:
hitp:/Awww.cms. hhs.aov/ICLIA/downloads/CLIA.SA.pdf. You can remain anonymous.

If you have any additional CLIA questions, pleasg feel free to call me at 410-786-3385.

Kathleen Todd, MT(ASCP)

Centers for Medicare & Medicaid Services
Survey and Certification Group

Division of Laboratory Services

7500 Security Bivd. {MS/82-10-28)
Baltimore, Maryland 21244-1850

(b)(6). (B)(7)e, (b)(7)d 1

NRDOHONR i



Printed: 09/23/2010 11:55:18AM
Due Date: 082612007

Intake [D: VAC00115663
Facility ID: VA22003916 / LAB-AGCR

Pricority: Non-lJ Provider Numher: 4900232782
State Ragion: LAB
ACTS Complaint/incident Investigation Report
FACILITY INFORMATION:

Name: CARILION STONEWALL JACKSON H

Address: 1 HEALTH CIRCLE

City/State/Zip/County: LEXINGTON, VA, 24450, LEXINGTON

Telephone: (540) 458-3311
INTAKE INFORMATION

Taken by - Staff: BAGLEY, BRENDA
Location Received: TRAINING UNIT
Intake Type: Complaint

Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA

External Control #:
CBER #:
SA Contact: CARDEN, KATHRYN A.
RO Contact: SNYDER, BENJAMIN
ARENDASH, ERIC

Responsible Team: ACUTE CARE
Sourca: Physician

COMPLAINANTS

Name Address

RESIDENTS/PATIENTS/CLIENTS

DSPITAL License #:

Type: LAB-ACI
Administrator:

(K

cITY

Recelved Start: 04/26/2007 At 11:41
Recelved End: 04/26/2007 At 11:41
Received by:
CLIA State Complalint ID:
CIS Numbar:
Certificate at Time of Alleged Event: Accreditation
Home Phone Work Phone Link ID
{b){B), (b)(7)c
Name Admitted Location Room Discharged LinkID
INTAKE DETAIL
Date of Alleged Event: Time:
Standard Notes:  (b)(6), (b)(7)¢ , contacted the OLC

lab not sending lab results to the physid
patients and the studies ordered, but sg

also sald that many other physicians in

{bUB), (b)(7)csaid that the Stonewall Jacks
Consolidated Lab (CCL). CCL sends t

resulls to the ordering physicians.

{b){6}, {b)}{7)csaid that the physicians can
process and usually occurs when the p

The problem with not receiving lab resu

(b)8), (0){7)c

Shift:

yn behalf of the physicians in Lexington Intesnists. The complaint regards the
tan offices)(s), (p)pravided the names of four

id that the office is not receiving any lab results for any their patiendsye), (b)(7)c
the community complain of the same problem.

on lab performs stat tests only and all others are sent to Carilion
he resuits to Stonewall Jackson lab which is responsible for dispersing the

ccess the hospital computer for test results, but this is a time consuming
tient comes in for a follow up visit.

ts has been discussed with the Stonewall Jackson ()6}, (b)(7)c and with the

president of the hospital, but no changes or improvements have occuired.

{b)(8). (b)}7)c said that the lab is supposed

months ago.

to send the reports via fax or courier which they were doing until several

§/7/09 Received faxed written CMS-2802A with approval for 45-day onsile survey from Eric Arendash, RO
(attached). RO having difficulty with ACTS file, .

5/9/07 Approval entered officiaily into A

Extended RO Notes:
investrpt 01/04

CTS by RO.

Page 1 0f 3
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Printed: 09/23/201 0,12:00:35PM Intake ID: VA0G013921

Due Date: 06/27/2008

Priority: Non-I! Medium

Facility ID: VA22001261 / LAB-ACCR
Provider Number: 49D1008132
State Region: LAB

ACTS Complaint/Incident Investigation Report

FACILITY INFORMATION:

Name: CHILDRENS HEALTH CENTER AT OAKBROOKE License #:
Address: 500 DISCOVERY DRIVE - SUITE 101A " Type: LAB-AC! P\?
City/State/ZIp/County: CHESAPEAKE, VA, 23320, CHESAPEAKE CITY Administrator: (/
Telephone: (757) 668-9745
INTAKE INFORMATION
Taken by - Staff: GANNON, SHAWN Received Start: 03/24/2008 At 09:04
Location Received: COMPLAINT UNIT Received End: 03/24/2008 At 09:04
Intake Type: Complaint Recelved by: Hotline
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA,ICLIA State Complaint iD:

External Control #:
CBER #;

GIS Number:
Certificate at Time of Alleged Event: Accreditation

SA Contact: BEAZLEY, KIMBERLY C AP

RO Contact: ARENDASH, ERIC

Responsible Team: ACUTE CARE
Source: Family

COMPLAINANTS

Name

RESIDENTS/PATIENTS/CLIENTS

Address Home Phone Work Phone Link ID

{b)(©), (bH7)e

Name Admitted Location Room  Discharged LinkiD
{6, (b){T)e
INTAKE DETAIL
Date of Alleged Event: Time: Shift:
Standard Notes: Complainant is the (b)E), ()T )c (b)(B), {b){TEquired blood testing for possible
(b)), (b)(7)c . Hospital collecting stalion at Greenbriar did not obtain an adeauate specimen in 2

instances and complainant is concerned about the unnecessary trauma sustained §)(6), (bX7}Complainant has
aftemptied to lodge a grievance wipt advocate, but pt advaocate has not called back. Complainant wishes 1o iodge a

complaint w/OLC.

Extended RO Notes:

Email sent to RO from  (b)(6), (b){7)c stating complaint sent in error. intake referred to CLIA and sent to Eric A. RO

recommends no action necessary at this time. MDG

Extended CO Notes:

ALLEGATIONS

Category
Subcategory

Findings:
Details:

;\] M\Q\" 5\4\(‘" L 6} i) "

Invest.ipt 01/04

Pre-Analytic
Specimen Handling
Unsubstantiated:Lack of sufficient evidence

Per complainank)s), {py(7pt was found to have exira digits. Pt's recommended thal (b)(8), (b)(7)c
studies be performed to chack pt fof any other possible (b)(8), (b}7)c . On 02/06/08, pt was taken to the
hospital's Health Care Center at Greenbrier for the blood specimen collection. Complainant was called the same
day and it was requasted that pt return to lab for another collection because there was nat enough blood taken

initially. When no results were forwvarded to the ordering (0)6), (b)(7)e Dy 03/13/08, the office investigated
with the lab and learned that there was an insufficient quantity of btood collected for the test,

The complainant is concerned that the lab did not ¢collect an adequate specimen on fwo different occasions and
that the lab did not infetsite), (bXER the test could not be performed. The complainant is also concerned that the
lab mishandled one of the specimens causing a spiliage of blood which created an insufficient quantity of the
specimen in the first place. Complajnant has spoken with the  (bY(6), (b)}(7)c  of the facility, (b)(6), (b)(7)c Wwho
would only confirm that there was a mishandiing of the specimen. The complainant also alleges that the facility
told the (pye), (b)(7)c Office that the tab was unable to contact the complainant because there was no answer on

many occasions to have the pt brodght back to the lab for the third time.
i Page 1 0of3
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Printed: 09/23/2010 12:06:05PM
Due Hate: (3/20/2008

intake ID: VAOGO13159
Facllity ID: VA22001845 / LAB-ACCR

Priority: Non-1J Provider Number: 4900221827
State Region: LAB
ACTS Complaint/incident Investigation Report
FACILITY INFORMATION:
Name: FAIRFAX MEDICAL LABORATORIES INC License #:
Address: 4200 PLEASANT VALLEY ROAD Type: LAB-ACI

City/State/Zip/County: CHANTILLY, VA, 20181, FAIRFAX
Telephone: (703) 691-8366
INTAKE INFORMATION
Taken by - Staff: GANNON, SHAWN
Location Received:
Intake Type
intake Subtype
External Control #:
CBER #:
SA Contact: BEAZLEY, KIMBERLY

RO Contact: ARENDASH, ERIC

Responsible Team: ACUTE CARE
Source: Resident/Patient/Client

COMPLAINANTS

Name

: Complaint
: Federal COPs, CFCs, RFPs, EMTALA,

Address

RESIDENTS/PATIENTS/CLIENTS

AP

Administrator:

Recelved Start: 12/04/2007 At 15:10
Received End: (1/15/2008 At 15:10
Received by: Hotline
CLIA State Complaint ID:
CIS Number:
Certificate at Time of Alleged Event: Accreditation
CAP
Home Phone Work Phong Link 1D
{b}(B), (b)X7)e
Location Room  Discharged LinkID

Name Admitted
INTAKE DETAIL

Date of Allegad Evant: Time:!

Standard Notes: Complainant reported to the lab to have

lab. See allegations. Complainant dec
investigation.

Extended RO Notes:

Extended CO Notes:

ALLEGATIONS
Catagory: Pre-Analytic
Subcategory: Other
Findings:
Details:

Complainant stated(the), (cXeported
stated that theb)(e), (b)(7)cwhose na
the cleaned area wills), (v)glpved ha

(b)(6), (B)(7)c

Shift:

a specimen drawn for lab tests. Complainant has some concerns about the
ined to discuss concerns wilab and requested that OLC conduct an

to the lab to have a blood specimen drawn on 12/04/07. The complainant
me is not known cleaned the areaw), (fim with alcohol and contaminated
nd while palpating for a vein. The complainant stated thals), {p)@id not apply

a clean pair of gloves befal), (p)Fatpated for a vein after cleaning the area. In addition, the gloves used by the

(b)(6), (y@mpeared to be diry.

Findings Text:
Category:
Subcategory:

FindIngs:
Detalls

Findings Text:

Facility Administration/Physicat Env

: Complainant stated that there was ¢
{h)(6), (b}gﬁgd did not have hot or cold rur

ronmeant

nly one restroom availableifas), (biea:wWbUS), (byyas in the lab. The restroom
ning water.

Invest.rpt 01/04

Page 1 of 2
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Printed: 09/23/2010 12:12:01PM
Due Date: 06/25/2009
Priority: Non-iJ

Intake (D: VAQD016199

Provider Number:
‘State Reglon: 001

ACTS Complaint/incident Investigation Report

Facility 1D: VA22041308 / LAB-NOCN

FACILITY INFORMATION:

Name: FALLS CHURCH HEALTH CENTER
Address: 900 S WASHINGTON STREET

License #:
Type: LAB-NO

City/State/Zip/County: FALLS CHURCH, VA, 22046, FALLS CHURCH CITY Administrator:
Telephone: (703) 532-2500
INTAKE INFORMATION
Taken by - Staff: BAGLEY, BRENDA Received Start: 04/22/2009
Location Received: Recsived End: 04/22/2009
Intake Type: Complaint Received by: E-Mail
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA,|CLIA State Complaint {D:

External Control #:
CBER #:
SA Contact: JONES, TC
STOLCIS, GREG
RO Contact: ARENDASH, ERIC

Responsible Tean: ACUTE CARE
Source: Anonymous

COMPLAINANTS

Name Address

o

(

RESIDENTS/PATIENTS/CLIENTS - No Data
INTAKE DETAIL
Date of Allegad Event: Time:

Standard Notes: Complaint given to inspeclor during sun
Sae altegation for further information.

7117/09 POC and attestation of cease t
Extended RO Notes:
Extended CO Notes:

ALLEGATIONS

Category: General
Subcategery: Certification /Unauthorized Testing
Findings: Substantiated:Federal deficiencies

CIS Number:

Home Phona Work Phone

(6}, (b)7)c

Shift:
ey at another lab.

esting document attached.

elated to alleg are cited

‘XO

Q

At 13:27
At 13:27

Certificate at Time of Alleged Event: No CLIA Number

Tags: D1000-CERTIFICATE OF WAIVER

ESTS(493.15(c))

$/S: NOT SPECIFIED ]

Details: Complainan! stated that this facility Js performing lab tests without a CLIA certificate. Review of facility’s website
showed that clinic offers lab tests ingluding Rh factor testing.

Information from facility website regarding services/testing provided and fee schedule is atiached.

Findings Text:

Two Medical Facilities inspectors conducted an unannounced on-site Clinical Laboratory lmprovement

Amendment (CLIA) investigation (#/A00016199) of the Falis Church Health Cenler laboratory on May 28, 2009
from 1:00 PM to 2:00 PM. The laboratory is performing waived and non-waived tests without a CLIA certificate of

regisiration.
During the complaint investigation,

typing test, a

The inspectors observed testing of four (4) waived tests including a

lnvestipt 01704

e inspectors interviewed the Directar of Patient Services and a facility
physician. The inspectors observed the lab performed the following non-waived tests: Rh (D) antigen blood

(b)(6), (b)(7)c
(b)8), (bi7)c

(b)(6).

B)7)c

Page 1 0f 3
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Printed: 09/23/2010 12:15:53FM
Due Date: 01/30/2010
Priority: Non-iJ

ACTS Complaint/ir

Intake ID: VAOO018876
Facllity 10: VA22003447 / LAB-ACCR

Provider Number: 49D0223595
State Region: LAB

1cident Investigation Report

FAGILITY INFORMATION:

Name: FAUQUIER HOSPITAL INC
Address: 500 HOSPITAL DR
City/State/Zip/County: WARRENTON, VA, 20186, FAUQUIER,
Telephone; (703) 349-0501
INTAKE INFORMATION
Taken by - Staff: BAGLEY, BRENDA
Location Received: COMPLAINT UNIT
Intake Type: Complaint
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA,
External Control #:
CBER #:
SA Contact: JONES, TC

RO Contact: ARENDASH, ERIC

Responsible Team: CLIA
Source: Family

COMPLAINANTS

Name Address

{bX
RESIDENTS/PATIENTS/CLIENTS

Name Admifted
INTAKE DETAIL

Date of Alleged Event:

Standard Notes: ****Qriginal complaint number, VAOOO1
original intake obtained from surveyor w
Original intake "End received date" was'

Time:

Original text:
Complainant s (b)(8), (b){7)c of thiB)(6). (
work to determine efficacy of treatment.

Complainant is concerned that the lab r
accordingly and the patient developed
labs and there was a discrepancy. The
According to the lab reports the hospita

Determined that this is a CAP accredite

License #:
Type: LAB-ACI ¢ P\P
Administrator:

Received Start: 07/22/2010 At 1549
Received End: 07/22/2010 At 15:49
Received by: Written
CLIA State Complaint (D:
Ci8 Number:
Certificate at Time of Alleged Event: Accreditation
CAP
Home Phone Work Phone Link ID
6), {b){7)e
Location Room  Discharged Link D
(b)), (b)(7)c
Shift:

7574, was deleted by RO accordinglifi6), (b){@kAlpine in Colorado. Copy of
ho did the investigation and all information input inte this complaint number.
12/16/09. Will attach this new intake to original sutvey shell.****

b)(7atient. Patient has a history of  (b)6), (b)(7)c  and requires periodic lab

sults reported to the physician were not correct. Medications were adjusted
ew symptoms, Complainant said the patlent had lab work done at 2 other
labs were done between 12/18/08-10/306/09.

lab starled using a different methodotogy to determine the TSH.

g lab. Complaint should be referred to the accrediting organization,

according to GLIA administrative assistant. Notified Eric Arendash at RO via email on 12/30/09.

Extended RO Notes:
Extended CO Notes:

ALLEGATIONS

Post-Analytic
Diagnostic Discrepancy/Erronecus
Unsubstantiated:Lack of sufficient

Category:
Subcategory:
Findings:
Details:

Complainant alleges the laboratory feported erroneous resulis to the

Test Results
L.'idence

(B)(B), (b)7)c The patient's

medications were adjusted accordingly and the complainant "feels” the patient is having symptoms that would
have been conirolied with the correct dosage of medication.

Invest.rpt 0104
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. Printe'd: 09/23/2010 12:29:16PM Intake ID; VA00015007
Due Date: 11/26/2008 Facllity 10; VA22000043 / LAB-CMPL
Priority: Non-lJ Provider Number: 48D1021651
State Region: LAB

ACTS Complaint/Incident Investigation Report

FACILITY INFORMATION:
Name: KEN J TOMPKINS, MD License #:
Address: 1157 FIRST COLONIAL ROAD - SUITE 300 Type: LAB-CM
City/State/ZipfCounty: VIRGINIA BEACH, VA, 23454, VIRGINIA BEACH CIT Administrator:
Telaphone; (757) 248-9799
INTAKE INFORMATION
Taken by - Staff: HANK, SALLY Recelved Start: $9/22/2008 At 11:40
Location Recalved: Received End: £9/22/2008 At 11:40
Intake Type: Complaint Recelved by: Written
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA,|CLIA State Complaint 1D:
External Control #: CIS Number: ) PYO
CBER # Cortificate at Time of Alleged Event: Compliance

SA Contact: BEAZLEY, KIMBERLY
RO Contact: ARENDASH, ERIC

Responsible Team: ACUTE CARE
Source: Physician

COMPLAINANTS
Name Address Home Phone Work Phone Link ID

(b)6). (b)(7)c
RESIDENTS/PATIENTS/CLIENTS - No Data

INTAKE DETAIL
Date of Alleged Event: Time: Shift:
Standard Notes: COMPLAINANT REQUESTED ANONYMITY

Complainant is a
{b)(e), (b)(7)c )

9/22/08 Talephone follow-up with complainant to advise that the medical record concern would not be pursued as
nonregulalory for Lahs(s), (pJeperted that there were originally 3 physiclans, including Ken Tompkins, who covered
the two offices in Virginia and nne in Kittv Hawk NG, The others were {bY6Y, (bY(T)e Tha latler two

are licensed in VA. Currently (b)(B), (b)) - (bY(8), (B)7)c
2/23/09 Please refer to VAOD015006 fof actions regarding this lab.
3/10/09 Deficiency lelter sent to lab is agttached.

B8112/09 POC is attached.
Extended RO Notes:
Extended CO Notes:

ALLEGATIONS

Category: General
Subcategory: Unqualified Personnel
Findings: Substantiated:Federal deficiencies related to alleg are cited

Tags: D5607-HISTOPATHOLOGY(493.1273(d}() 8/8: NOT SPECIFIED
D8076-LABORATORY DIRECTOR(493.1441}) §/8: NOT SPECIFIED
DB078-LABORATORY DIRECTOR QUALIFICATIONS(493.1443(b)) 8181 NOT SPECIFIED
D6079-LABORATORY DIRECTOR RESPONSIBILITIES{493.1445(a)(b; 8/8: NOT SPECIFIED

Details; The ownerKem=Sfompkins, had his license to praclice medicine/surgery in the state of Virginia suspended by

: Page 1 0of 7
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Printed: 09/23/2010 12:25:14PM Intake ID: VAODD15006
Diie Date: 14/26/2008 Facllity ID: VA22001711 / LAB-CMPL

Priority: Non-IJ Provider Number: 4900861451
State Reglon: 001

ACTS Complaint/Incident Investigation Report

complainant has received unsianed pathology reports for patients that have transferred to the complainant’s

praclice -- (b)6), (b)7)c and } {b)(8), (b7 . In all three reports, the

diagnosis was basal ¢cell carcinoma. (Reporis attached). The complainant noted that the PA,  (b)(8), (b)(7)c

who did the biopsies, Initialed having seen the reported findings, and, that titg(e), (b)(ixthe office initialed aae), (b)(7)e
had contacted the patients of the results.

Note: The complainani provided two reports, read in 2007 as examples of the signaltures of the two
(b)(6), (b)(7)c working at Ken J. Tompkins, (Ken Tompkins and  (b)(8), (b){7)c

Findings Text: An unannounced CLIA complaint investigation was conducted at Ken J. Tompkins, MD Providence Road location
on October 8, 2008, January 23, and January 26. During the surveys, the inspector interviewed the laboratory's
(b)), (LUTIo and the previ(l)us and current laboratory director. The inspector reviewed the laboratory's
2008 anatomic pathology reports, patient test iogs, requisition forms, and procedure manual.

The allegation for this complaint is that not all pathology reports were signed by a physician.

At the beginning of the inspection, he inspector explained the allegations to the  (b)8), (0)(7)6  and requested
documentation that the laboratory notified the Office of Licensure and Certification (OLC) of a change in
laboratory director since the current director's Virginia Stale Medical License was revoked in March 2008. The

Y6}, (bY(7)c confirmed that theyjwere aware that the current director had (o}B), (pNginia State Medical
licensure)(6), (b} stated that andther physician in the practice had assumed the laboratory director
responsibilities in March, but that tHey had not notified OLC of a change in director.

During the investigation, the inspector noticed the following two unrelated deficiencies:

The inspector requested to review an example of the laboratory's final test report form. During review, the
inspector noted that the laboratory [isted four testing locations on the form (3 in Virginia and 1 in North Carolina).
The (b)), (b)(7)c confirmed in ar) interview that the taboratory did not identify which location performed the
slide examination.

The inspector inquired about the testing performed at the laboratory's Hampton, VA location. The  (b)(6), (b)(7)c
called the localion and during an interview between the  (b)(6), (b)7)c and the Hampton, VA location it was
revealed that the Potassium Hydroxide (KOH) test procedure was performed there. The inspector then called
OLC and confirmed that the Hampton, VA location of Ken J. Tompkins, MD doss not hold any type of CLIA
Cerlification. The surveyor inspected the Hampton location on January 27, 2009 and found no evidence of
patient testing. ‘

The laboratory has three physiciang and one physician assistant. The current laboralory director’s Virginia State
Medical License has been revoked, The unofficiat assistant faboratory director was on a month long vacation.
The third physician only worked at the Providence Road location two days a week. The inspector requested to
review the physicians and the physician assistant's patient logs The (b)(6), (b){7)c stated in an interview that
the laboratory director did not see patients therefore he had no patient log. The inspector then randomiy
selected patients from the two remaining doctors and the physician assistant to review for signatures. Of the 57
final Anatomic Pathology Reports reviewed 43 were not signed by a qualified physician. Of the 43 not signed, 40

were fromthe  (bi(6), (b)(7)e

Summary: During the compiaint investigation, the laboratory confirmed that not all final reports were signed.
This comptaint is substantiated.

An unannounced CLIA complaint infestigation was conducted at Ken J. Tompkins, MD Providence Road location
on October 8, 2008. January 23, and January 26. During the surveys, the inspector interviewed the laboratory's

()8, (M)7)c and the previous and current laboratory director. The inspector reviewed the laboratory's
2008 anatomic pathology reports, patient test logs, requisition forms, and procedure manual.

The allegation for this comptaint is that not all pathology reports were signed by a physician.

At the beginning of the inspection, the inspector explained the allegations to the {b)8). (b7} and requested
documentation that the laboratory nbl‘lﬁed the Office of Licensure and Certification (OLC) of a change in

lnvestpt 0104 Page 2 of 7




Printed: 09/23/2010 12:29:22PW

Due Bate: 11/26/2008
Priority: Non-lJ

ACTS Complaint/in

Intake 1D: VAGD016007
Facility ID: VA22060043 / LAB-CMPL

Provider Number: 48D1021651
State Reglon: LAB

Findings Text:

tnvastepl 0104

the Virginia Board of Medicine,

cident Investigation Report
i ee attached copy of this action.) The complainant is

concerned that he may sfill be prac]icing mediciﬁelsurgery; specifically, the complainant is concerned that the
owner is reading pathology reporis and functioning as the Director of the Laboratory.

It is also not clear who is supervisin

g the PA practice if there is a PA In this office performing blopsies.

An unannounced CLIA complaint in
Qclober 8, 2008, January 23, Janu
the laboratory's (b)(B), (1) 7)e

vestigation was conducted at Ken J. Tompkins, MD First Colonial location on
ry 26, and January 27, 2009. During the surveys, the inspector interviewed
, and the previous and cuirent laboratory direclor. The inspector reviewed

the laboratory’s 2008 analomic patHology reports, patient test logs, requisition forms, and procedure manual.

The allegation for this complaint is that pathology slides were being read by unqualified testing personnel and
that the laboratory was operating without a laboratory director,

At the beginning of the inspsction,

e inspecior explained the allegations to the  (b}(6}, (b){7)c and requested

documentation that the laboratory nptified the Office of Licensure and Certification (OLC} of a change in

laboratory director since the current director's Virginia State Medical License was revoked in March 2008. The
(0)(6), (b){7)c  at the First Colonial location confirmed that they were aware that the current director had lost his

Virginia State Medical licensyggee), (p)ajse produced signed (March 1 2008) documentation showing that another

to resume the responsibilities of the Lab Director, but confirmed that they

had not notified OLC of a change indirector.

physician in the practice had agreec;

During survey it was noted that (b)(6), (b){7)cwas unavailable from September 15 to October 13, 2008, In
interviews with the above mentiongis), (b)ifwas stated that when (b)(6), (b)(7)c was unavailable all slides were
sent to a reference laboratory or held for (b)(6), (b)(7)c return. The inspector reviewed all available patient test
requisitions, patient fogs, and final gnatomic painciogy reports generated between September 15th and October
13th at the Hampton, Virginia location. The inspector reviewed 100 of 123 available reports and noted they they
were performed when (b)(6), (b)(7)c was unavailable. The inspecior and (b)(6), (b)(7)creviewed examples of the

reports and (b)(6), (b)(7)cstated dhat)
interviewed  (b)8), (b)(7)c
(b)(8), (b)(T)c was unavallable.
current taboratory director and
siides documents the resuits on the

patholoayv report. The inspeclor rev

noted (b)(6), (b){7)c hand witting on
This evidence led the
(b)(8). (bX7)C [nst his license to pract

, (bgoudd not say who read the histopathology slides. The inspector

on Jahuary 27, 2009 and inquired about who read the histopathology slides when
(b)), (b)(7)e

could not say who read the slides. In an interview with the

b)(6), (b){7)c , it was noted that the person who reads the histopathology
patient requisition form and are then transcribed onto the final anatomic
lewed the reauisitions aenerated during the above mentioned fime frame and
the forms.  (b)6), (b)(7)c  confirmed that the witting belonged to
nspector to belive that the histopathology slides were read by Kb)(s), (b)(7)c
ice Medicine in March 2008.

During the investigation, the inspector noticed the following unrelated deﬂcieﬁcies:

The inspector inquired about the testing performed at the taberatory's Hampton, VA location. The (B)6). {b}(7)c

called the location and during an inf

revealed that the Potassium Hydrox
OLC and confirmed that the Hamptg

arview between the (b)), (b)(7)c and the Hampton, VA location it was
de (KOH) test procedure was performed there. The inspector then called
n, VA location of Ken J. Tompkins, MD does not hold any type of CLIA

Certification. The surveyor inspected the Hampton location on January 27, 2009 and found no evidence of

patient testing.

During survey, it was noted that onl

{b)(6), (b)(7)c is qualified to read histopathology slides. During review of the

final anatomic pathology reports, thg inspector noted fifty-four (641 of 100 final renorts with no testing personnel

identifier. The inspector interviewed the laboratory director and

(b)), (b)7)c.  and neither could tell the

inspector who read the histopathology slides.

Summary: During the complaint investigation, the laboratory confirmed that the laboratory failed to obtain an

approved laboratory director and fai
complaint is substantiated.

ed to ensure that only qualified personnel read histopathology slides. The
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Printed: 09/23/2010 12:31:06PM
Due Date:
Priorify: No Action Necessary

ACTS Complaint/in

Intake 1D: VAOOD10091
Facility ID: VA22002946 / LAB-PEND

Provider Number: 4900230192
State Reglon: 001

FACILITY INFORMATION:

Namg: LABCORP OF AMERICA HOLDINGS
Address: 11835 FISHING POINT DRIVE SUITE 2
City/State/Zip/County: NEWPORT NEWS, VA, 23606, NEWP(
Telephone; {804) 873-1258
INTAKE INFORMATION
Taken by - Staff: BUCHANAN, LEONARD E.
Location Received;
Intake Type: Complaint
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA,
External Control #:
CBER #:
SA Contact: CARDEN, KATHRYN A.
RO Contact:

Responsible Team:
Source: Resident/Patient/Client

CIS Number:
Certificate at Time of Alleged Event: No CLIA Number

cident Investigation Report
License #:
04 Type: LAB-PE!
DRT NEWS Ci Administrator:
Received Start: 08/16/2006 At 11:22
Received End: (08/25/2006 At 11:22
Received by: Writlen
CLIA State Complaint ID:

w K

COMPLAINANTS
Name Address Home Phone Work Phone Link 1D
(b}(B}, (b)(7)c

RESIDENTS/PATIENTS/CLIENTS

Name Admitted Location Room  Discharged LinkID

: (b)), (D)7}

INTAKE DETAIL

Date of Alleged Event: Time: Shilit:

Standard Notes: Review by CMS determined that this is a draw station and we have no regutatory authority.
Extended RO Notes:
Extendad GO Notes:

ALLEGATIONS - No Data
EMTALA INFORMATION - No Data
ACTIVITIES - No Data
INVESTIGATIVE NOTES - No Data
CONTACTS - No Data
AGENCY REFERRAL - No Data
LINKED COMPLAINTS - No Data
NOTICES

Letters: Novﬂcatlon:

Created  Description Date Tyoe Party Method

08/25/2006 NON REGULATORY/Complainant
PROPOSED ACTIONS - No Data

Closed: 08/25/2008 Reason: No Jurisdiction
Page 1 of 2
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Printed: 09/23/2010 12:33:37PM
Due Date;
Priority: No Action Necessary

ACTS Complaint/lr

Intake 1D: VAGCG010486
Facility ID: VA22(41126 / LAB-PEND
Provider Number: 4900920869
State Region: LAB

icident Investigation Report

FACILITY INFORMATION:

Name: LABORATORY CORPORATION OF AMERICA

Address: 5130 DUKE STREET - SUITE 10
City/State/Zip/County: ALEXANDRIA, VA, 22304, ALEXANDR
Telephone: (703) 823-6294
INTAKE INFORMATION
Taken by - Staff: GANNON, SHAWN
Location Received:

Intake Type: Complaint
Intake Subtype

External Control #:
CBER #:
SA Contact: BAGLEY, BRENDA
RO Contact:

Responsible Team:
Source: Other State Agency

COMPLAINANTS
Name Address
{b)
RESIDENTS/PATIENTS/CLIENTS
Name Admitted
INTAKE DETAIL

Date of Alleged Event: Time:

Standard Notes: Complainant wrote {hab), (pi@it:concemn
were not of a regulatory nature.

Extended RO Nofes:
Extended CO Notes:

ALLEGATIONS - No Data

EMTALA INFORMATION - No Data
DEEMED/RO APPROVAL iNFORMATION - No Data

ACTNITIES - No Data
INVESTIGATIVE NOTES - No Data '

CONTACTS - No Data
AGENCY REFERRAL - No Data
LINKED COMPLAINTS - No Data

: No State or Federal provider complianc

License #:
Type: LAB-PE!

A CITY Administrator;

Received Start: 11/02/2006
Received End: 11/02/2006

Received by: Wrilten
L

At 11:24
At 11:24

State Complaint ID:
CIS Number:
Cenrtificate at Time of Alleged Event: \Waivar

B jssue

Home Phone Work Phone Link 1D
6). (b){7)c
Location Room_  Discharged LinkID
(b)(B), (b)(7)c
Shift:

s about the manner in which staff persons treatedé), (b¥it)facility. Concerns

NOTICES
Letters: Notification:
Created Description ati Type Pardy Method
11/02/2006 NON REGULATORY/Complainant Lr
Page tof 2
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Printed: 09/23/2010 12:36:01PM
Du? Date: 09/04/2008
Priority: Non-lJ

Intake |D: VAQ0014563
Facility |D: VA22001637 / LAB-ACCR

Provider Number: 4500668741
State Region: LAB

ACTS Complaint/Incident Investigation Report

FACILITY INFORMATION:

Name: LABORATORY CORPORATION OF AMERICA

Address: 13900 PARK CENTER RCAD
City/State/ZIpfCounty: HERNDON, VA, 20171, FAIRFAX
Talophone: (703) 742-3100
INTAKE INFORMATION

License #:
Type: LAB-ACt
Administrator:

o E

Taken by - Staff: BAGLEY, BRENDA Recelved Start: 06/27/2008 At 13:50
Location Received: COMPLAINT UNIT Received End: 07/01/2008 At 12:50
Intake Type: Comptaint Received by: Hotline
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA,|CLIA State Complaint ID:
External Control #: CIS Number:
CBER #: Certificate at Time of Alleged Event: Accreditation
SA Gontact: BEAZLEY, KIMBERLY CQP
RO Contact: ARENDASH, ERIC
Responsible Team: ACUTE CARE
Source: Current Staff
CONPLAINANTS
Name Address Home Phone Work Phane Link 1D
(b)(6), (bX7)e
RESIDENTS/PATIENTS/CLIENTS - No Data
INTAKE DETAIL
Date of Alleged Event: Time: Shift:

Standard Notes: Compiainant is the

b)), (b)) . Pediatrician's office is having difficulty

obtaining laboratory results from blood tests that are performed by this lab.

Extended RO Notes:
Extended CO Notes:

ALLEGATIONS
Category
Subcategory:
Findings:
Details:

: Pre-Analytic
Other

Specimens are labelled at colleclioy
The results then are not sent to the

Findings Text:

A Madical Facility Inspector conduc
{CLIA) complaint investigation (#VA
15, 2008 from 10:30 AM to 4:30 PM
and operales under CLIA Centificatg

During the complaint invéstigation, the inspector interviewed the

the . Th
Technician {PST) re-training record,
minutes from March 26, 08 and Apri

Re: Allegation that a specimen from

Substantiated:No deficiencies related to the alleg are cited

site with an incorrect ID number {ID number for another physician practice}.
ordering physician.

ed an unannounced on-site Clinical Laboratory Improvement Amendment
00014563} of Laboratory Corporation of America in Herndon VA on August

The laboratory is accredited by the College of American Pathologists (CAP)
#4900668741,
{b)(8), (b){7)c and
e inspector reviewad the foflowing documents: the Patient Service
the HIPPA Security Policy, the Quality Assurance Committee meeting

30, 08. There was no QA meeting in May 2008.

the Leasburg Patient Service Center {(PSC) was labelled with an incerrect

account number for the physician p
physician. In an interview with the i
the | arshora PRC comnitter syste

(b){6), tb)7)e

Investrpt 01704

action, 1hgs), (b)¥as retrained on Ju(y 09, 08, and the LCM computer system was replaced on Jun

ractice that ordered the test. The test results were not sent to the ordering
ﬂnspector at 12:30 PM, the

(b}(8), (b)(T)c stated
had an incorrect default code number tor a physician, and the)(s), (b){7)c

did not detect account code error before labelling the specimen tubes. As corrective

e 16, 2008.
Page 1of 3
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Printed: 09/09/2010 12:38:46PM
‘Due Datg' 09/04712008
Priority: Non-lJ

Intake 10: VAGO014564
Facllity ID: VA22001637 / LAB-ACCR

Provider Number: 49D0568741
State Region: LAB

ACTS Complaint/Incident Investigation Report

FACILITY INFORMATION:

Name: LABORATORY CORPORATION OF AMERICA

Address: 13900 PARK CENTER ROAD
City/State/ZipiCounty: HERNDON, VA, 20171, FAIRFAX
Telephone: (703) 742-3100
INTAKE INFORMATION
Taken by - Staff: BAGLEY, BRENDA

Location Received: COMPLAINT UNIT

Intake Type: Complaint

Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA,
Exterital Control #:
CBER #:
SA Contact; BEAZLEY, KIMBERLY

RO Contact: ARENDASH, ERIC

Responsible Team: ACUTE CARE
Source: Physician

COMPLAINANTS

Name

Address

RESIDENTS/PATIENTS/CLIENTS

Name Admitted

INTAKE DETAIL

Date of Alleged Event: Time:

Standard Notes: Complaint received from the Maryland s

Documents provided by complainant arg
Extended RO Notes: :
Extended CO Notes:

ALLEGATIONS
Category: Analylic
Subcategory: Other
Findings: Substantiated:Federal deficiencies r

CLIA

{b){6}, {b)7)c

Location
{b)(B), (b){7)e

Shift:

attached.

License #:
Type: LAB-ACI
Adminisfrator:

¥

Recelved Start: 06/27/2008 At 13,57
Received End: 07/01/2008 At 13:57
Recelved by: E-Mail
State Complaint iD:
CIS Number:
Certificate at Time of Alleged Event: Accreditation
Home Phone Work Phone Link 1D
Room  Discharged LinkID

ate agency via Eric Arendash, RO.

blated to alleg are cited

Tags: D5805-TEST REPORT(493.1291(c))

§/§: NOT SPECIFIED

Detalls: A urine culture was sent to Lab Corg
none had been received. The comp
sample {ube; however, no notificatio
complainant insisted that the specim
The results indicated that the patien

Findings Text:

on 5/20/08. Thepya), (py7eomplainant called for results on 5/23/08 as
ainant was informea wat 1ne specimen was not run due to an expired

1 was received al the office until after the complainant called. The

an be run. The results were entered on 5/23/08 and reported on 5/26/08.
's prostate infection was resistant to the antibiotic.

A Medical Facility Inspector from the VA Department of Health, the Clinical Laboratory Improvement Amendment
(CLIA) Unit, conducted an unannourjced on-site complaint investigation (#VA00014564) of the Laboratory
Corporation of America in Herndon VA on August 15, 2008 from 10:30 AM to 4:30 PM.

The laboratory is accredited by the Gollege of American Pathologists (CAP) and operates under CLIA Certificate

#49D066ET41.

During the complaint investigation, the inspactor interviewed the

Investrpt 01/04

(b)6), b)(7)e and
Page 1 of 3
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Printed: 09/23/2010 12:40:10PM
Due Date: 10/23/2008

Intake |D; VAOO014822
Facllity ID: VA22001637 / LAB-ACCR

Priority: Non-\J Provider Number: 49D0668741
State Region: LAB
ACTS Complaint/Incident Investigation Report
FACILITY INFORMATION:

Name: LABORATORY CORPORATION OF AMERICA

Address: 13900 PARK CENTER RCAD
City/State/ZipfCounty: RERNDON, VA, 20171, FAIRFAX
Telephone: (703) 742-3100
INTAKE INFORMATION
Taken by - Staff: BAGLEY, BRENDA
Location Recelived:
Intake Type: Complaint
Intake Subtyps: Federai COPs, CFCs, RFPs, EMTALA,

External Control #:
CBER #:
SA Contact: BEAZLEY, KIMBERLY
RO Contact: ARENDASH, ERIC

Responsible Team: ACUTE CARE
Source: Physician

COMPLAINANTS

Name Address

RESIDENTS/PATIENTS/CLIENTS

Name Admitted

INTAKE DETAIL

Administrator:

License #:
Type: LAB-ACt

Af

Received Start: 08/19/2008 At 10013
Recelved End: 08/19/2008 At 1013
Received by: E-Mail
CLIA State Complaint ID:
CIS Number:
Certificate at Time of Alleged Event: Accreditation
Home Phone Work Phone Link D
{b)(8), (bi(7)c
Location Room  Discharged LinkiD
b6}, (b}(7)c
Shift:

Date of Alleged Event: Time:

Standard Notes: Complaint received from Kim Weaver, RO. Please see attached documents for details.

Extended RO Notes:
Extended CO Notes:
ALLEGATIONS
Category: Pre-Analytic
Subcategory: Specimen Handling

Findings: Unsubstantiated:Lack of sufficient evidence

Details: (b)(8), (0)7)csent a letter of complaing to the Maryland stale agency which was forwarded to RG)(8), (b)XOmplaint is
that a specimen (biopsy) to confirm diagnosis and obtain clear margins was sent to LabCorp on May 1, 2008. It
was received by LabCorp as evidenced bv a form from LabCorp requesting information. When the results had

not been received in a month {h}{6),

{b){7)c office called LahCorp and learned that nothing had happened.

{bY(6), (b}{7)c said that without being contacted the specimen (which apparentlv had no patient name on it) was

sent backuls), (bpflice in a containef that was labeled for pap smears
tad no knowledge that this was their patient. The package was sent back to

did not accept the package as they
LabCorp.

The office again contacted LabCorp
and a name labe! was placed on the
several more weeks with no resulls
but did have a record of it having be

{b)(B}, (b}(7)chas spoken with
any turther information.

Findings Text:
Invest.rpt 01/04

(b)(B). {b){7)e

{b)(8), )(T)e (b)(8), (bypffice

for the results of the biopsy. The specimen had been sent back to the office
bottie. The specimen was picked up by LabCorp on May 22, 2008. After
he office called LabCorp and learned that they could not find the specimen,
an picked up by the second driver on May 22, 2008.

at LabCorp, neither of whom can givgs), (b)(7ic

Page 10t4
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‘l:rinted: 09/23/2010 12:46:16PM
Due-Date: 11/19/2008 o

Intake ID: VA00D17175
Facility [D: VA22001637 / LAB-ACCR

Priority: Non-1J Provider Number: 49D0668741
State Region: LAB
ACTS Complaint/incident Investigation Report
FACILITY INFORMATION:
Name: LABORATORY CORPORATION OF AMERICA License #:

Address: 13900 PARK CENTER RCAD
City/State/Zip/County: HERNDON, VA, 20171, FAIRFAX
Telephone: (703) 742-3100
INTAKE INFORMATION

Taken by - Staff: ARENDASH, ERIC
Location Recelved:
Intake Type: Complaint
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA,
External Control #;
’ CBER #:
SA Contact: BAGLEY, BRENDA
JONES, TC
RO Contact: ARENDASH, ERIC
Responsible Team: ACUTE CARE
Source; Physician
COMPLAINANTS

Name Address

Type: LAB-ACI P‘\?
Administrator: C

Received Start: 10/05/2009 At 0715
Received End: 10/05/2009 At 10:49
Recelived by:
CLIA State Complalnt ID:
CIS Number:
Certificate at Time of Alleged Event: Agcreditation

Home Phone Work Phone Link ID

(b}(6}, (b)7)c

RESIDENTS/PATIENTS/CLIENTS - No Data
INTAKE DETAIL
Date of Alleged Event: Time:
Standard Notes: See attachment for complete descriptio

SA will need to contact complainant for
incidents occurred as mentioned in lette

14/2/09 Eric Arendash (RO) said today
lab's response to their complaint. Eric w

Extended RO Notes:
Extended CO Notes;

ALLEGATIONS
Category: Pre-Analytic
Subcategory: Other
Findings:
Details:

Findings Text:

Category: Post-Analytic
Subcategory: Other
Findings:
Details:

Findings Text:

lavestopt 01/04

Shift:
\ of complaint.

further detailed information on specific tests delayed and dates supposed
r.

that he had spoken with the physician office and they are satisified with the
Il input scme notes regarding ihis complaint. No further action needed.

Page 1 of 2
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August 14, 2009

LabCormp, Inc.

James Henry, M.D.
13900 Park Center Road
Hemdon, VA 2017

Dear Dr, Henry:

This letter Is to inform you of the dissatisf

the first istter of complaint | have sent to
needed to take care of my patients,

AUG 19 2009

(B)(6), (b)(T)e

Office of the Medicare
Ombudsman

misd treetod

A2 108, a

action that | still have with your laboratory. This is not
you. 1am still not receiving the gratification that is

We are extremely frustrated with the fa

[When we.cal ihe
regional manager and we have not had
we want to make you aware that not re
patient care,

We would appreciate it if you could resol
over tha y:ars.

‘brs

B ny mm g )
ghving test msuits in a tmetly fashion does

been happenlng for years and
compyomise

Je this chronic issue with your lab that has frustrated us

Sincerely,

{b)(B), (b}7)c

co: Aetna, Cigna, Medicare, BlueCross'{Blua Shleld, Mamsi




Printed: 09/23/2010 Intake Number: VA00014513

Duo Date: INTAKE INFORMATION Faclilty ID: VA22007262
Priority: No Action Necessary Provider Number: 49D1064749
State Region: LAB
FACILITY INFORMATION:
Name: LABORATORY CORPORATION OF AMERICA License #:
Address: 112 ELDEN STREET, SUITE A Type: LAB-WAIV
City/StateiZip/County; HERNDON, VA, 20170, FAIRFAX Administrator:
Telephone: {804) 214-9290
INTAKE INFORMATION:
Intake Number: VAOD014513 Recelved Start: 06/19/2008 At 09:45
Taken by - Staff: GANNON, SHAWN Received End: 06/19/2008 At09:45
Location Received: Received by: Hotline
Intake Type: Complaint State Complaint ID:
Intake Subtype: No Stale or Federal provider compliance issue CI8 Number:
CBER#: External Control #:
SA Contact: BEAZLEY, KIMBERLY Cemﬂcate at Time Wai }\), P\O
RO Contact: ARENDASH, ERIC of Alleged Event: Waiver
Responsible Team: ACUTE CARE
Source; Current Staff
COMPLAINANTS:
Name Address Work Phone Home Phone  Gell Phone
(bX(6), (b)(7)e
Canfidentiality Reqguested : N LinkiD: Q8CYZK
INTAKE DETAIL:

Date of Alleged Event:

Time:

Shift:

Standard Notes: Complainant is the ) (£)(B). ()7} 3 Pediairician's office is having difficulty

obtaining laboratory results from blood tésts that are performed by this lab.
Complaint intake needs to be under the main fab located at Herndon, VA. Will close this intake and reopen under
that provider number. At .

Extended RO Notes: L‘!,I/LPL‘Z fat A

Extended CO Notes: LoV f

ALLEGATIONS:
Category: Post-Analytic
Sub-category: Other
. Details: Complainant stated that when ils patients;are directed to the collection station for the lab, the collection station uses an

Category:
Sub-categoty:
Datails:

DEEMED/RO APPROVAL INFORMATION:
Ro Request for Approval: 06/15/2008

iD number for another practice when it labels Towne Pediatric patient's specimens. Conseguently, the resuits of the
Towne Pediatric, but to another practice (ie an outpatient surgical center at

specimen testing do not get transmitted 1¢
which pediatrician has no affiliation).

Complainant is concerned that needed {ab test results are not belng delivered to the pediatric practice.

Pre-Analytic

Specimen Handling

Specimens are labelled al collection with
physician.

RO Disapprov,

an incorrect ID number, The results then are not sent to the ordering

hl Date: 06/26/2008

END OF INTAKE INFORMATION

AGTS: Intake.rpt  10/29 Page 1 of 1
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Printed: 0°93/2010 Intake Number: VAQ0018624

“Due Dats: v8/08/2009 INTAKE INFORMATION Facility ID: VA22001616

Priority: Non.\J Provider Number: 49D0231664
State Region: LAB

FACILITY INFORMATION:
Name: MONTGOMERY REGIONAL HOSPITAL License #
Address: 3700 S MAIN ST Type: LABACCR AP
Gity/State/ZipiCounty: BLACKSBURG, VA, 24060, MONTGOMERY Adminlstrator: C

Telephone: (703) 951-1111
INTAKE INFORMATION:

Intake Number: VA0D016624 Recelved Start: (6/25/2009 At10:11
Taken by - Staff: ARENDASH, ERIC Received End: (6/25/2009 At11:11
Location Received: COMPLAINT UNIT Received by: E-Mail
Intake Type: Complaint State Complaint ID:
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA, CLIA CIS Number:
CBER #: External Control #:
. Certificate at Time
SA Contact: BAGLEY, BRENDA of Alleged Event: Accreditation
RO Contact: ARENDASH, ERIC -
Responsible Team: o AP
Source: Former Staff
COMPLAINANTS: ) .
Name Address Work Phone,  Home Phone  Cejl Phone
{B)(B), (b7}, (b)) .
Confidentiality Requested: vy L—“‘—"-!B,(s)‘ bY(7)e, (b)(7)d
INTAKE DETAIL:
Date of Alieged Event: Time: Shift:

Standard Notes: 1/14/10 OLC was not notified of this complaint. It was approved in June 2009. Eric Arendash of RO has directed
OLC to move forward with investigation (]f compiaint at this time.

{b)(8). (b)7)e. (b)(7)d

ACTS: Intake.rpt 10499 ] Page 10f3
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Printed: 09/2312010 Intake Number: VA00016624

“Due Dats: 08/09/2008 INTAKE INFORMATION Facility ID; VA22001516

Priority; Non-lJ Provider Number: 49D0231664
State Region: LAB

{b)(B}, (b){7)c, (b)(7)d

Extended RO Notes:
Extended CO Notes:
ALLEGATIONS:
Category: Facility Administration/Physical Environment
8ub-category: ;
Detalls: The following complaint regarding this facllity was emailed to the Philly RO - CLIA Program from CO on 6/25/09. ;
Complaintant has sent identical email to r}umerous federal/siate and priviate agenciesforganizations that would have

potential interest in this situation. Photos feceived from the complaintant are attached.
June 19, 2009

(b)(8), (b)(7)e. (03(7)d

ACTS: Intake.rpt  10/99 ! Page20f3



Printed: 09/23/2010 Intake Number: VA00070145

Due Date: INTAKE INFORMATION Facility ID: VA22001477

Priarity: No Action Necessary Provider Number: 49D08975065
State Region: 001

FACILITY INFORMATION:
Name: PIEDMONT PEDIATRICS, INC License #:
Address: 140 PINEY FOREST ROAD SUITEB Type: LAB-PEND
City/State/Zip/County: DANVILLE, VA, 24541, DANVILLE CITY| Administrator:
Telephone: (434) 793-7745
INTAKE INFORMATION:
Intake Number: VAD0010145 Received Start: 08/31/2008 At08:19
Taken by - Stafi: BAGLEY, BRENDA : Receivad End: 08/31/2006 AL08:19
Location Recelved: Received by: Telephone
Intake Type: Complaint State Complaint I1D:
Intake Subtype: No State or Federal provider compliance issue CIS Number:
CEER #: External Control #: P\O
SA Contact: CARDEN, KATHRYN A, Certificate at Time . M ¥
of Alleged Event: Compliance
RO Contact:

Responsible Team: ACUTE CARE
Source: Family

COMPLAINANTS:
Name : Address Work Phone. ~ HomePhone  Cefj Phone
(bi(B). (bi(7)e
Confidentiality Requested: N Link 1D: 06SHCR

RESIDENTS/PATIENTS/CLIENTS:

Name Admitted  Location Discharged Room_ Link D

(b)(6), (b)}(7)e
INTAKE DETAIL:
Date of Alleged Event: Time: Shift:
Standard Notes: Complainant is the {B)(6), (b)) Patient is a(b)(s), {b}{7)c who had a {b)(8), (bX7)c

Extended RO Notes:

Extended CO Notes:
ALLEGATIONS:

Category: General
Sub-category: Other

Details: Complainant said that {b)(6), (b)(7)c had a sample of the (b){BY, (bY7)c
office in May 2008. The sample was sentito Carilion Considated Lab in Roanoke. Complainant has called the
b)), (B)7)c repeatedly for the resuils of the test. This has not been providegi®), (filydhe  (B)(8), (B)(7)c

Complainant said that on 8/26(88s), (blgagned via telephone that the sample had been sent to the State of Virginia lab
because mold was growing on the sampls.

Complainant said thab), (pi@reived the results on 8/30/08 from the (b){6), (b)7)c where (b)(6), {b)(7)c is currenlly being
trealed. Complainant said ), (b)t®lieves that the  (B)(8), (b)(7)c received the test resuits in June 2006 and
failed to nefifs), (b)(7ic

END OF INTAKE INFORMATION

ACTS: Intake.rpt 10199 ! Page 1of 1
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Printed:  09/23/2010
Due Date: (04/14/2009
Priority: Non-lJ

Intake Number: VAQQ015720
FacHity ID: VA22002334

INTAKE NOTES Provider Number: 4000943753

State Region: 001

PROVIDER INFORMATION:

Name: PLANNED PARENTHOOD OF METROPOLITAN License #:
Address: 370 S WASHINGTON STREET - SUITE 3%0 Type: LAB-CMPL P\O
City/State/ZipiCounty: FALLS CHURCH, VA, 22046, FALLS CHURCH CITY Medicald #: Q“
Telephone: (703) 533-5656 Administrator:
Intake Number: VAO00015720 ‘ Received Start Date: 02/09/08 At 14:33
Intake Type: Complaint Received End Date: 02/09/09 At 14:33

Standard Notes:

Extended RO Notes;

IntakeNoles.rpl 10799

Complaintisthe  )(6), (b)7)c (b)), (D)Ekbmitted a written complaint (attached) and also was

interviewed by telephone on 2/8/09. The complainant is very concerned about the (0)(6), (b)(7)c
(b)(6), (b)(7)c resuits that werejepoded for a 7/7/08 specimen obtained. According to two

separate retests on 7/12/and 7/18/08 by two different physicians, the results reported by

Planned Parenthood were inadcurate for this patient. Planned Parenthood has refused to

correct the medical record to show the error. As well, the complainant is concerned that the

results reported to pis), (b7t belonging to another patient, may put this other patient apgis), (b)(7)c

contacts at risk because the other patient doesn't know the results were  ye), p)7)e  *»

SEE ATTACHED WRITTEN COMPLAINT AND LAB RESULTS (3) FOR DETAILS. Note:
LabCorp in Herndon processed/analyzed the specimen that was collected at Planned
Parenthood.

4/21/09 Letter to lab regarding deficiency and requesting POC is attached.

Page 1of 1
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Printed:  09/23/2010 Intake Number: VA00016801

Due Date: Facility ID: vA22004407
Priority:  No Action Necessary INTAKE NOTES Provider Number: 48D1046110
Stata Region: LAB
PROVIDER INFORMATION:
Name: PLASMACARE, INC License #:
Address: 117 S 3RD STREET Type: LAB-CMPL }\\(\ P‘O
City/State/Zip/County: RICHMOND, VA, 23219, RICHMCND CITY Medicaid #:
Telephone: (804) 643-6789 Administratér:
Intake Number: VAOOD16801 Recelved Start Date: 07/21/08 At 08:20
intake Type: Complaint Recelved End Date: 07/31/09 At 08:20

Standard Notes: Complainant said thab), (oy@s been donating plasma for approximately three monih$)(6), (b)gaid
that on June 16, 2089s), (b)tfanated plasma and(bXe), (DWsy homnis), (b)@rm became swollen and
painfyys), (b)spoke with some(;ne at the lab the next day who ti). (b)that the biood had
orobablv infiltrated causing tha swelling and discoloration. (b)(8). (b)(7)c also spoke with a

{b){6), {p)7)e (last ngme not knownpy(e), (b)), (b)that someone should have told
{b)(e), (pYwhat to expect and that inflltrations are not uncommon.

| asked (0)8). ()7 if wheps), pybegan donating plasgpas), p)wRs given any information

regarding the procedure and ppssible complications. said thats), (pymay have but could not
remember. .
Informed (0)(6), (b)(7)c thad), (b)oncern does not fall within the regulatory jurisdiction of OLC.
Extended RO Notes:
IntakeNotes.rpt 10/99 : Page 1 of 1
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Printed: 08/23/2010 Intake Number: VAQC009785
Due Date: 08/05/2006 INTAKE INFORMATION Facility ID: VA22003865
Priority: Non-tJ Provider Number: 49DG679652
State Region: LAB
FACILITY INFORMATION:
Name: PRIMARY HEALTH GROUP PC License #: P(
Address: 8439 IRONBRIDGE ROAD- Type: LAB-ACCR 0 L
City/State/Zip/County: RICHMOND, VA, 23234, CHESTERFIELD Administrator: (/
Telephone; (804) 274-8990
INTAKE INFORMATION:
Intake Number: VA00Q009785 Received Start: 06/14/2006 At09:35
Taken by - Staff: ARENDASH, ERIC Recelved End: 06/21/2006 At08:54
t.ocation Recelved: ACUTE CARE Received by: E-Mail
Intake Type: Complaint State Complaint 10:
Intake Subtype: Federa! COPs, CFCs, RFPs, EMTALA, QLIA CIS Number:
CBER #: External Control #:
SA Contact: Certificate at Time
MORRIS, PHYLLIS of Allaged Event: Accreditation
CARDEN, KATHRYN A. C(JC_A
RO Contact: ARENDASH, ERIC
Responsible Team: ACUTE CARE
Source: Current Staff
Former Staff
COMPLAINANTS:
Name Address Work Phone  Home Phone  Cell Phone
Not Applicable
Confidentiality Requested : Y Link Wi(s), (b)7)c, (0)(7)d
(b}(B) (b)(7)c. (D)7} {b)(B), (b){7)c, (b)(7)d
Confidentiality[Requested: v Link Bysy, (b)7)e, (b)7)d
INTAKE DETAIL:
Date of Alleged Event: Time: Shift:
Standard Notes: Complaint received by the RO. Complainant wishes to remain anonymous.

Extended RO Notes:!

{b)(B), (b)}(7)c, {b)(7Ie get further details on thi

(b)(8), (bM7)e
Extended CO Nofes:

ALLEGATIONS:

Category:
Sub-category:
Details:

Category:
Sub-category:
Detalls:

Category:
Sub-category:
Detatils:

ACTS: Intake.rpt 10729

7118106 Spoke with compldh¥aat(b)(7)c, dadHiab)(7 e iTof want a follow up letter with survey rée)iits (0X7)oghidrHat
{b}{8), ({7 chaadi higard that the inspector said ev

Complaintant is

rything is "all righl” and | know it's not so | don't need the leiter.
(D)(6}. (bX(7}e, (7}

Comnlaintant furiher statagthab)(7)cvaingfticoncem with CLIA compliance and was fold not to worry. | will contact

Contactdb)(6), (b)(7)e. (b)(7ph 6/21/068 @ 0
CLIA program, hut the practice's CLIA Co

Gensral Lab Systems
Other

There is no current procedures written to
Analytic

Other

Employees in the practice are being asked
levels.

General

Unqualified Personnel

Moderate complex procedures are being p

issue with CLIA group in VA SA if that{is{&hh)(7 o shdfedwith,

:30 by phone and clarified that CLIA Compliance WAS NOT the VA SA
mpliance office out of HCA Heathcare System and by the  (b)(8). (b)(7)c

guide employees who step in to perform testing in the laboratory.

1o perform faboratory procedures they feel are beyond their competency

erformed by non-credentialed staff.

Page 1 of 2
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Printed: 08/23/12010
Due Date:
Priority: No Action Necessary

INTAKE INFORMATION

intake Number: VAQ0017764
Facility ID: VA22003278

Provider Number: 48D0229801
State Region: LAB

FACILITY INFORMATION:
Name: QUEST DIAGNOSTICS NICHOLS INSTI
Address: 14225 NEWBROOK DRIVE
City/State/Zip/County: CHANTILLY, VA, 20151, FAIRFAX
Telephone: (703) 691-9100
INTAKE INFORMATION:
Intake Number: VAQ0D17764
Taken by - Staff: KING, ELIZABETH
Location Received:

Intake Typa: Complaint
Intake Subtype: No State or Federal provider compliance
CBER #:
SA Contact: JONES, TC
RO Contact: ARENDASH, ERIC
Responsible Team: ACUTE CARE
Source: Resident/Patient/Client
COMPLAINANTS:
Name Address
(B)(6), (b)(7)e, (b){7)d
Confidentiality/
INTAKE DETAIL:
Date of Alleged Event: Time:
Standard Notes: Complainam¥sp (b)(7)c, (Wtmdad an und

where the specimen was sent for analysi
(b)(6), (b}7)e, (b)(THd an

Complainant is concerned that the lab re
Departmgjsang)(7oves(tarred with a dig

Complaint scanned and sent to Eric Aren

** No action necessary**
Extended RO Notes:

Extended CO Notes:
ALLEGATIONS:

Category:
Sub-category:
Details:

DEEMED/RO APPROVAL INFORMATION:
Ro Request for Approval: ¢1/05/2010

TUTE License #:
Type: LAB-ACCR -
Administrator: p—
Recelved Start: 01/06/2010 At 15:25
Recelvad End: 01/05/2010 At 15:25
Received by: Written
State Complaint ID:
issue CIS Number:
External Control #:
Cortificate at Time .
of Alleged Event; Accreditation
CAPr
Work Phone Home Phone  Cell Phone
Requested: Y Link #1(6), (b)(73, (b)(7}d
Shift:

uced sputum done and then received the resuits from Quest Laboratory
5. The specimen was an (D)6}, (b){7)c, (b)(T)d was
d this was reported on 4/20/2009.

borfed & (b){8), (b){7)c, (b)}7)d to the State of Pennsylvania Health
gnosis of tuberculosis, especially for a healthcare provider.”

dash at the RO for review and no CLIA issues found.

RO Disapprole Date: 01/05/2010

END OF

ACTS: Intake.rpt  10/99

NTAKE INFORMATION
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Printed: 09/23/2010

Intake Number: VA00009514

Due Date: IN TAKé INFORMATION Facility ID: VA22001530

Priority: Non-CLIA Reforral

Provider Number: 4300670207
State Region: 001

FACILITY INFORMATION:

Name: SENTARA FAMILY MEDICINE AND URGENT CARE P License #:

Address: 816 INDEPENDENCE BOULEVARD - St
City/State/Zip/County: VIRGINIA BEACH, VA, 23455, VIRGINIA
Telephone: (757) 363-6812
INTAKE INFORMATION:
Infake Number: VAQD00D9514
Taken by - Staff: WAWNER, ELEANOR
Location Received:
Intake Type: Complaint
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA, Q
CBER#:
SA Contact: LONG, DONALD
RO Contact:
Responslhle Team: ACUTE CARE
Source: Resident/Patient/Client

COMPLAINANTS:

ITE 100 Type; LAB-CMPL
BEACH CIT Administrator:

Received Start: 04/24/2006 At 13:53
Received End: 04/24/2006 At13:53
Received by: Hoptline
State Complaint ID:
LIA CIS Number: 0
External Control #: Na P\

Certificate at Time .
of Alleged Event: Compliance

Name Address

Work Phone Home Phong  Cell Phone

(b){(8). (b)(7)e

c:onf[c!entialig(F

Requested: N Link ID: ()8}, (b){7)c
RESIDENTS/PATIENTS/CLIENTS:
Name Admitted Loc;tion Discharged oom Link ID

{
INTAKE DETAIL:
Date of Alleged Event: 04/19/2006 Time:

b)(6). (b){7)c

Shift:

Standard Notes: The complainant reported thaB), (b)lvad an appointment on 4/18/06 at 2:30 PM for blood work to be drawn. {iyg), (b)(7)c
{b)(6). (b)Wnuld not draw the blood and told the complainant that they did not have the necessary tubes. The complainant i

was {olgs), (biwould have to go to the hos
to a(b){6), {b)(7); a second lab tech was at

hital's lab to have the test drawn, however whiggs), (bcomplained about this

le to draw the blood without problem.

Thew)(s), {b)(7)who would not draw the blopd was also identified to the complainant as a(b)(6), (b){7)c

The complainant believes théb)(s), {b)(7)di
The complainant reported since the 4/19

(6)(8), {b)(7xwho would not draw the blood ¥

5/10/06 Non-regulatory letter to complair
Extended RO Notes: This is not a CLIA matter. CLIA is not invd

d not want to dpgye), (b)pigod becaysgs), (b)was recently (b)), (b}7e . - ‘
06 event, the entire office knows abpib), (byifangosis. :

vas namegi(e), (b)(7 ¥he complainant did not kAbKs), (b)Rtname. !

ant and HIPPA instructions and complaint form sent.
ived in the drawing of blood {only in the performanca of laboratory tests)..

The complainant seems to have a legitimaie HIPAA comptaint, regarding the sharing of confidential medical

infermation.. Have the complainant go to
ovarsaes HIPAA complaints. There is a fo
Extended CO Notes:

ALLEGATIONS:
Category: General Lab Systems
Sub-category: Other
Detalis: The complainant reported thib}, (b)iTad an
would not draw the blood and told the com

folds), (bwanld have to ao to the hospital's
supervisor, a secondb)(6), (b)(7was able to

The)s), (b)(7)who would not draw the bloo

ACTS: Intake.cpt  10/99

www.hhs.goviocr. That is the site for the Office of Civil Rights, which
rm on that site which can be filled out by a complainant.

appointment on 4/19/06 at 2:30 PM for blood work to be drawn. Thep)(s), )7 |
plainant that they did not have the necessary tubes. The complainant was !
lab to have the test drawn, however whisne), (bXRmplained about this fo a

draw the blood without problem.

i was also identified to the complainant as a{b)(6), (b){7)c

Page 1 of 2
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Printed: 09/23/2010
Due Date: 04/30/2010

INTAKE

' INFORMATION

Intake Number: VA00018147
Facility ID: VA22011027

Pricrity: Non-tJ Provider Number: 49D1096052
State Region: LAB
FACILITY INFORMATION:
Name: SKIN LASER SURGERY CENTER, PC License #:
Address: 8130 BOONE BOULEVARD - SUITE 340 Type: LAB-CMPL
City/State/Zip/County: VIENNA, VA, 22182, FAIRFAX Administrator:

Telephone: (703) 893-1114
INTAKE INFORMATION:

Intake Number: VAOD(18147
Taken by - Staff: ARENDASH, ERIC
Location Received: COMPLAINT UNIT

Intake Type: Complaint

Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA, C
CBER #:
SA Contact:
RO Contact:
Responsible Team:
Source:

BAGLEY, BRENDA

ARENDASH, ERIC
ACUTE CARE
Anonymous

CMS

COMPLAINANTS:

Name

Not Applicable

Address

Confidentiality Reguested :

INTAKE DETAIL:
Date of Alleged Event:
Standard Notes:

Time:
CLIA Complaint received from the OIGH

L

A

Shift:

Y

Recaived Start: 03/16/2010 At13:30
Receivad End: (3/16/2010 At 14:10
Recalved by:
State Complaint D:
CIS Number:

External Control #:

g 10
Certificate at Time

of Alleged Event: Registration (Compliance)

Work Phone Home Phone  Cell Phone

LinkID: (p)(), (b)(7)c

OTLINE as case # L111557 back in September 2, 2009. 3/11/10 case was

referred from CMS to Regional Office - Philadelphia to address allegations of CLIA violations. See Attachment for

details on alleged viotations.
Extended RO Notes!

Extended CO Notes:
ALLEGATIONS:
Category:

Sub-category:
Detalls:

Analytic
Other
Please review for any CLIA testing being d

Skin & Laser Surgery Center
Tompkins-Martin Medical Plaza
1101 Sam Perry Boulevard
Suite 314 i

Fredericksburg, VA 22401

one at the office located at:

Also please review the complainant's writlen complaint for any CLIA issues | may not be aware of! Brenda

General
Unqualified Personnel
Complainant states(thatb)(7)c kejigpes that

Category:
Sub-category:
Detalls:

Fi®, )7, (tg([agiice does not have gb)(6),

the parsons (0)(8). (b)(7)c, (b)(7)d that are processing lissues from Mohs
procedures do not have the required level of education.

(b){7)c, (b)(7Mo process the slides. The practice does not have personnel

that are properly trained to operate the Cryostat machine, evaluate equipment or keep proper records.

SURVEY INFORMATION:
Event ID Start Date
PSiZ11 04/29110

Exit Date
0412910

Toam Members
1 OGAN, CHEVONNE
DURISH, LISA

ACTS: Intake.rpt 10499

Page 1 of 2
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Printed: 9/23/2010
Due Date: 0712112008 ~
Priority: Non-{J

INTAKE INFORMATION

Intake Number: VA000$4431
Facliity ID: vA22003929

Provider Number; 40D0686045
State Region: LAB

" FACILITY INFORMATION:

Name: SOUTHSIDE COMMUNITY HOSPITAL License #: Wl
Address: 800 OAK ST Type: LAB-AGCR !
City/State/Zip/County: FARMVILLE, VA, 23801, PRINCE EDWARD Administrator: }0‘ #
Telephone: {434) 315-2831 -
INTAKE INFORMATION:
intake Number: VAQO(G14431 Received Start: 08/05/2008 At 10:59
Taken by - Staffl: SNYDER, BENJAMIN Received End: 08/05/2008 At 10:59
Location Received: ACUTE CARE Received by: E-Mail
intake Type: Complaint $tate Complaint ID:
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA, CLIA C1S Number:
CBER #: 08-047 External Control #:
. Certificate at Time
SA Contact: of Alfeged Event: Accreditation
RO Contact: I
Responsibie Team: ACUTE CARE -
Sourge: Current Staff
FDA
COMPLAINANTS:
Name Address Work Phone  HomePhone  Celi Phone
{(b)8), (b)(7)o, (b)(7)d
Confidentiality[Requested : v Link IB6), (b)(7)c. (0)(7)d
RESIDENTS/PATIENTSICLIENTS:
Name Admitted  Locatio Disgharged Room_ Link ID
(b)(8), (b)(7)e. (b)(7)d
INTAKE DETAIL.:
Date of Alleged Event: Time: Shift:
Standard Notes: Ab)(6), (b)(7)c, (b)(7)patientwho W), (b)(7)c, (b)@ps administered one unitof  (b)(8), (b)(7)c. (b)}7)d . The

transtusion occurred on 4/30/2008 in the £.R., and the patient died on 5/2/2008, The hospital stales that the error

was the fayl)@ham)()e. (b)7)d

9/19/08 CMS condition level deficlency i
Extended RO Notes:

Extended CO Notes:
ALLEGATIONS:

Category: Pre-Analytic

Sub-category: Other
Detatls: A
transfusion ocourred on 4/30/2008 in the

the faulhyedyaby(7ic.-(b)7)d

CONTACTS:

NASH, H. ROBERT
SOUTHSIDE COMMUNITY HOSPITAL
FARMVILLE, VA 23901

DEEMED/RO APPROVAL. INFORMATION:

Ro Request for Approval:
SURVEY INFORMATION:
Event i) Start Date Exit Date Team Members
N37U%1 07/14108 0717108 BALLAS, KAY

LOGAN, CHEVONNE

ACTS: Intake.rpt  10/99

stier 1o fab is attached.

(0)6), b){T)e. ()74 Who WXS), (b)(7)c, (b)(was administered one unit of
L.R., and the patient died on 5/2/2008. The hospital states that the error was

Blood Bank Director
(434)315-2616

RO Approval Date; £6/05/2008

()6}, (b){7)e, (b)(7)d The

Page 1 of 2
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Printed: 0872372010

Intake Number: VA00015523

Due Date: 03/06/2009 INTAKE INFORMATION Facility ID: VA22001898
Priority: Non-\J Provider Number: 49D0222887
State Regton: 001
FACILITY INFORMATION:
Name: UNITED MEDICAL LABS INC License #:
Address: 7601 LEWINSVILLE ROAD - SUITE 300 Type: LAB-CMPL

Clty/State/ZipiCounty: MC LEAN, VA, 22102, FAIRFAX
Telephone: (703) 356-4422

INTAKE INFORMATION:
Intake Number: VAGD015523
Taken by - Staff: ARENDASH, ERIC
Location Received:
Intake Type: Complaint
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA. C
CBER #:
SA Contact: BEAZLEY, KIMBERLY
BAGLEY, BRENDA

RO Contact: ARENDASH, ERIC
Responsible Team:
Source: State Survey Agency

 COMPLAINANTS:

Name Address

{b)(B}, (bH7)c. (b7 )d

Confidentiality Requested :

INTAKE DETAIL.:
Date of Alleged Event:
Standard Notes:

Time:

7/30/08 POC is aitached.
Extended RO Notes:
Extended CO Notes:

ALLEGATIONS:

Category: Post-Analytic
Sub-catagory: Other
Details: To VA SA: Please conduct a CLIA compla
if the alfeged provider signed out any Cyto

SURVEY INFORMATION:
Event 1D Start Date
P93Z11 02/09/09

Exit Date
04/03/09

Igam Members
BALLAS, KAY
LOGAN, CHEVONNE

ACTS: Intake.rpt 10799

Administrator:

Received Start: 12/30/2008 At08:18
Recelved End: 12/30/2008 At11:18
Received by: E-Mail
State Comptaint ID:
LIA CIS Number:

Externat Control #:

Certificate at Time .
of Alleged Event: Compliance &

po

Work Phone Home Phona  Cell Phone

Y Link IB8(8}, (b){7)c, {b)(7}d

Shift:

{b)(6), (b)(7)c, (0}(7)d

nt investigation of  (b)(8), )7}  {United Medical Labs) asap to determine
ogic preparations after failing the 2nd Retest dated May 30, 2607,

Page 1 of 2
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Printed: 09/23/2010 intake Number: VAQ0017379

Due Date: ‘ INTAKE INFORMATION Facillty ID: VA22002263

Priority: No Action Necessary Provider Number: 4951032786
State Region: LAB

FACILITY INFORMATION:
Name: VCU HEALTH SYSTEM AUTHORITY - MCV HOSPITAL: License #: f
Address: 1201 E MARSHALL STREET Type: LAB-ACCR (. A
City/State/Zip/County: RICHMOND, VA, 23221, RICHMOND CITY Administrator:
Telephone: (804) 828-7953
INTAKE {NFORMATION:
Intake Number: VAQ0017379 Received Start: 11/03/2009 At08:14
Taken by - Staff: BAGLEY, BRENDA Received End: 11/03/2009 At08:14
Location Received: Received by: Written
Intake Type: Complaint State Complaint ID:
Intake Subtype: Federal COPs, GFCs, RFPs, EMTALA, GLIA CIS Number:
CBER #: External Contro! #:
SA Contact: JONES, TC cc?an!“th:daltzgéﬂg Registration (Accreditalion)
RO Contact:
Responsible Team: ACUTE CARE CAP
Source: Resident/Patient/Client
COMPLAINANTS:
Name Address Work Phone Home Phone  Cell Phone
(b)), (b)(7)e, (bY(7)d
Confidentiality|Requested : Y Link B¥8), (b)(7)c, (D)7

RESIDENTS/PATIENTS/CLIENTS:
Name Admlited Location Discharged Room Link ID
(b)(B), (1)(7)e, (b)(7)d

INTAKE DETAIL:
Date of Alleged Event: Time: Shift:

Standard Notes: On 10/14/09 received copy of email to the governor frgii6), ()(Xb)EMEN7)has@gked the governor tagEisb)7)cinb)(7)d
bringing some action against VQAJ(&;):@)(?}Cg(ﬁ;{qm)(n&}amapalemity test at VCU in 2003 that was a false negative.
(b)), (b)(7)caigEinat (7)argornfly had a repeat palernity (bYBaNK)(7)chagdgerENEhE)(7 I8N (0)(E), (b)(7)e, (b)7)d -

Spoke with Ben Snyder ahB0(b)(7)csaig that this type of testing does not fall under CLIA.

{ calleds), (b)7)e, (b)GRI10/21/09 ati@db) 7 ahBio)a), (b)(7)e, (b)(7)és not regulated by CLIA. (bgayé)(7)clistojlifree
number and website address for the Amgrican College of Pathologists st Elh)(7)cikis IRkt organization may
investigate his concerns.

(0)(6), (b)(7 e, (b)(Amail to the governor is attached.

Extended RO Notes:

Extended CO Notes:
ALLEGATIONS:

Category:
Sub-category:
Detalls:

DEEMEDI/RO APPROVAL INFORMATION:
Ro Request for Approval: RO Approval Date:

END OF INTAKE INFORMATION

ACTS: Intake.pt 10168 Page 1 of 1
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Printed: 02!23!2010 Intake Number: VA00011953
Due Date: "08/14R007 INTAKE INFORMATION Facllity ID: VA22000489
Priority: Non-lJ Provider Number: 4900224078
State Region: LAB
FACILITY INFORMATION:
Name: VIRGINIA HOSPITAL CENTER ARLINGTON Licanse #:
Address: 1701 N GEORGE MASON DR Type: LAB-ACCR (/ (xP
City/State/Zip/County; ARLINGTON, VA, 22205, ARLINGTON Adminlistrator:
Telephone: (703) 558-6551
INTAKE INFORMATION:
Intake Number: VAQDD11953 Received Start: (06/25/2007 At 11:26
Taken by - Staff: HANK, SALLY Received End: 07/09/2007 At11:28
Loeation Received: Recelved by: Hotline
Intake Type: Complaint State Complaint iD:
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA, CLIA CIS Number:
CBER #: External Control #:
SA Contact: STOLCIS, GREG Certificate at Time
' f Alleged Event: Accreditation
RO Contact: ARENDASH, ERIC _ o Alegac et CAP
Responsible Team: ACUTE CARE
Source: Resident/Patient/Client
COMPLAINANTS:
Name Address Wark Phong. Home Phope  Cell Phone
(b)(B), (0)(T)e, (D)7}
Conﬂdentlalltlr Reguested: Y Link I®y(8), (b){7)c, (b)(7)d

RESIDENTSIPATIENTSICLIENTS:
Name Admitted Location Discharged Room Link ID
{(b)B), (LY7o, Y

INTAKE DETAIL:
Date of Allegad Event: Time: Shift:

Standard Notes: Complainant received care in the hospital ED on 8/6-7/07. Two problams with the handling of laboratory tests
occurred during this time.

6/26/07 Received by Fax a written account of the complaint from the complainant {attached). SH

7/9/07 Received call from the complainant requesting status xeHojt (b}(7)chag Galled the administration of the hospital
and the Patient Relations office reggfdinin)(7)ca)pans and the need to verdydhab)(7)cnamnExs no long listed with the
public health department in Arlington as being a contackfgs), (b in{T)c HagDad no relurn call as promised from
these sources, nor from the local health department.

Extended RO Notes:

Extended CO Notes:

ALLEGATIONS:
Category: Pre-Analytic
Sub-category: Specimen Handling
Detalls: Patient was admitted to the ED at approximately 7:30 p.m. on 6/6/07, Chief complaints: severe  (b)(8), b){7)c  and
pain. Blood was drawn soon after arrival.i Early in the a.m, of 6/7/07, an ED nurse advised patient that the blood
drawn earlier had been lost and a second draw was needed; this second specimen was collected, The patient
remained under observation in the ED foliowing a CT scan until 6:45 a.m. on GRLO7bI7Icwagpischarged home with a
prescription for the treatment of a  b)(8), t)(7)c. (o)(7)d  and instructions to follow yy@sittb)7)cfapikdoctor. The
patient's attending ED physiclan wds)(8). (b){7)c, (b)}{{)d

On 6/8/07, al approximately 5:30 p.m., the patient received a phone call from the hospital ED aguisinm) (7)) (b X8
to stop taking the medication prescribed dnd to return to the ED at once becaysge), (b)Was (b)(B), (b)7)e The
patient told the caller that this was imposgible and tgbfe b)(7)dt®)|akireport. The reporl was r1axea -- the repon
?megg;)mcmg@s the patient bul neither of the two physicians named on the report had {tgpal)(7)oxtiik7la the ED.
he physicians named ware (b)(6). (b)}{(7ic .. The patient returned to the ED and was seen
by )e), (b)7e - Atestis), (b)(7)c, (b)Was conducted with negative findings. As reportedb)(s), (b)(7)c, (b)(7)dtated
(b}(B), (b)EQuidN't beneve this kind of a mix up could occur. The palient was troubled about the mix up but also upset about

ACTS: Intake.rpt  10/99 Page 1 0of 2
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Printed: 09/23/2010
Pue Date: 10/21/2008

Priority: Non-lJ

INTAKE INFORMATION

intake Numbear: VA00014799

Facility ID: VA22005468
Provider Number: 49D(225083
State Region: 001

FACILITY INFORMATION:
Name: WHITE STONE FAMILY PRACTICE PC
Address: 30 SHADY LANE

City/State/Zip/County: WHITE STONE, VA, 22578, LANCASTER

Telephone:
INTAKE INFORMATION:
Intake Number:
Taken by - Staff:
Location Recelved:
intake Type:

Intake Subtype:
CBER #:

§A Contact:

RO Contact:
Responsible Team;
Source:

COMPLAINANTS:

Name

Not Applicable

INTAKE DETAIL:

Date of Alleged Event:
Standard Notes:
Extended RO Notes:
Extended CO Notes:

ALLEGATIONS:

Category:
Sub-category:
Detalls:

(804) 435-3133

VA00014799
HANK, SALLY

Complaint

Federal COPs, CFCs, RFPs, EMTALA, CLIA

BEAZLEY, KIMBERLY

ACUTE CARE
Anonymous

Address

Confidentiality Reguested :

Time:
Anonymous complainant.

Analytic
Other

Allegation: Personnel conducting analysis by

The lab personnel who were trained to dd
run By)(8), (b)(7who have no training.

the

SURVEY iNFORMATION:
Event ID Start Date Exit Date Team Members
BUNR11 09/18/08 09/18/08 LOGAN, CHEVONNE
ACTIVITIES:
Type Sent
Schedule Onsite Visil 09/18/2408

Shift:

(b)), )T

{b}(B), (b){7)c

Due

09/18/2008 09/18/2008

Licensa #:
Type:
Administrator:

LAB-CMPL

Received Start: (8/15/2008 At 14:22
Received End: (08/15/2008 At 14:22
Recelved by: Telephone
State Complaint iD:
CIS Number:

External Control #:

Certificate at Time
of Alleged Evant: Compliance

ﬁf’pp

Home Phone  Cell Phone

Work Phone

Link {BY6), (b)(7)c. (b)7)d

are not trained.

have lefl the facility. Currently, the analysis is being

Responsible Staff Member
LOGAN, CHEVONNE

Completed

ACTS: Intake.rpt 10/69

END OF iINTAKE INFORMATION

Page 1 of 1
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Printed: 091237201

o s e

Intake Number: VAQ0010060

Die Dato: * ' INTAKE INFORMATION Facllity ID: VA22004064
Priority; No Action Nscessary ' Provider Number: 49D1048957
State Region: LAB
FACILITY INFORMATION:
Name: WILLIAM M HANDY, MD, FAAFP License #:
. Address: 389 FALLS DRIVE Type: LAB-WAIV

City/State/ZIp/County: ABINGDON, VA, 24210, WASHINGTO
Telephone: (276) 623-0740

INTAKE INFORMATION: _
Intake Numbar: VAD0010060

Taken by - Staff: BUCHANAN, LEONARD E.
Location Received: COMPLAINT UNIT

CLiA

intake Type: Complaint
Intake Subtype: Federal COPs, CFCs, RFPs, EMTALA
CBER #:
SA Contact: CARDEN, KATHRYN A.
RO Contact:
Responsible Team: ACUTE CARE
Source: Resident/Patient/Client
COMPLAINANTS:
Name Address

RESIDENTS/PATIENTS/CLIENTS:
Name

Admifted

INTAKE DETAIL:

Date of Alleged Evant:
Standard Notes:

Time:

Reviewed with CLIA inspector Non of i

Extended RO Notes:
Extended CO Notes:;
ALLEGATIONS:

Category:
Sub-category:
Details:

DEEMED/RO APPROVAL INFORMATION:
Ro Request for Approval:

RO Approv

(b)(8), (b)(7)c, (b)(7)d

Location
(b)(6), (b}(7)c

Shift:

al Date:

Administrator:

Recelvad Start: 08/10/2008 At14:24
Received End: 08/10/2006 At14:24
Received by: \Written
State Complaint ID:
€18 Number:

External Control #:

Certificate at Time
of Alleged Evant: Waiver

b RO

Home Phone  Call Phana

Work Phone
Link [Bsy6), (b)(7)e, ()7}

Discharged Room Link D

)8 concerns are regulatory Willreccomend that the complainant contact OSHA

END OF

ACTS: Infake.rpt  10/89

INTAKE INFORMATION

Page 1 of 1
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August 4, 2006

VA Dept of Haalth

Center for Quality Health Care Services
3600 W. Broad St.

Suite 216

Richmond, VA 23230

ATTN:.  (bye), 0)(7)e

Dear Ms Pendergrass:

(LYE), (b)(7e, (b))

RECEIVED

VDH /OLG

| am writing to inform you of the following possible CLIA violations and hazards in the office of Dr.
Wiiliam Handy located at 389 Falls Plaza in !jbingdon, Virginia as of mid-Apr,

-1. {b){6), (b} (7)c

arsa harefoot and also without

, working in the back office and lab

attimes. (Witnessed by patients and other staff.)
Personal Protestive equipment not gvailable to staff—no gowns and safety sharps not used;

(b)6), (bX7)e  advisad we would order one box to keep incase of inspaction.

cans In patient exam rooms, by phys

OSHA training not compileted by trai
at ail.

Thermometer and Humidity Logs
documented daily.

Control Logs for lab equipment used
being done daily and documanted pri

Eyawash not checked and documen
book)

tests in laboratory patient log books.
patient sample closet but not locked
palient pathway area.

injections given without docurenting
also in some cases not even docu

Overfilling of sharps containers.

10

1.

12.
the confainer.

13.

Biohazard waste contaminated with |blood and other

bodity fuids thrown in regular garbage

{b)8), )T)c and in some cases not done

for lab and medication refrigerators not checked and

to check urinalysis, pro-times, A1-c, and cholestech not

Lﬁo use and not logged in patient logbook.

weekly. (Weekly eyewash and BUMP test-in OSHA

No documentation of wet mounts, microscope urinalysis, and Rapid Strep tests or pregnancy

Narcotics not double locked and chegked and documentad delly. Narcotics box is located in

with key and sample closet ieft open regulary in high

0g numbar and expiration date in injection logbook and

mented in patient chaits by physician.

Biohazard waste contalner in utility closet blocked by other boxas and supplies pited on top of

Biohazard waste containers in reoms rjot changed regularly.




® Page2 August 4, 2006

These things are of great concam to me, due to the faci(b)s), (b)(7)cdoes not have stafbirs), (oxffice that

are medically trained to document or tie {asks listed above on a reqular basiss), LIBS), B)(7)e
(b)B), (p)7)c  and (b)), (b)(7)e administering
injections, giving breathing treatments to , giving patients medicason sampies and directions on

how fo take the medicines, and calling in confrolled medications to pharmacies and running some of
the above listed tests with no medical training or kcense. | am very concemed that these things create
avery hazardous environment for both patients and employees that visit that facility. Please feel free to
contact me regarding these allegations or more specific details al the address and/or phone numbers
listed at the top of thig letter.

Sincerely,

(b)(B), (b)(7)s, (b)(7)d




