
Amerath 5.0l(a) Corporation (TX) 
Amerath Cincinnti, Inc. (OH) 
Ameriath Cleveland, Inc. (OH) 
Ameriath Conslidated Labs, Inc. (FL) 
Amath FIQrida, LLC (DE) 
AIeriath Hospital Serices Florida, LLC (DE)
 

Ameiiath Indemnty, Ltd. (Cayman Islands) 
Ameriath Indian, LLC (IN 
Amath, LLC (DE)
 

Ameriath Texas, LP
 

Ameriath Kentucky, Inc. (KY) 
Ameriath Lubbock 5.01(a) Corporation (TX) 
AmeriPath Lubbock Outpatient 5.01(a) Corporation (TX) 
Ameriath Marketfug USA, Inc (FL) 
Ameriath Michigan, Inc. (MI) 
Ameriath Mississippi, Inc. (MS) 
Ameriath New York, LLC (DE) 
Aieriath Nort Carolina, Inc. (NC)
 

Ameriath Ohio, Inc. (DE) 
Ameriath Youngstown Labs, Inc. (OH) 

Ameriath PAT 5.0l(a) Corporation (TX) 
Ameriath Pennsylvania, LLC (P A)
 
Ameriath Philadelphia, Inc. (NJ)
 
Ameriath San Antonio 5.0l(a) Corporation (TX)
 
Ameriath SC, Inc. (SC)
 
Ameriath Severance 5.0l(a) Corpration (TX)
 
Ameriath Texarna 5.0l(a) Corporation (TX) 
Ameriath Wisconsin, LLC (WI)
 

Ameriath Youngstown, Inc. (OH)
 

Antomic Pathology Services, Inc. (OK) 
API No.2, LLC (DE) 
Arlington Pathology Association 5.01(a) Corporation (TX)
 
Dermatopathology Servces, Inc. (AL)
 
DFW 5.0l(a) Corporation (TI)
 
Diagnostic Pathology Management Services, LLC (OK)
 
Kailash B. Shar M.D., Inc. (GA) 
NAPA 5.0l(a) Corporation (TX) 
Nuclear Medicine and Pathology Associates (GA) 
Ocmulgee Medical Pathology Association, Inc. (GA) 
O'Quinn Medical Pathology Association, LLC (GA) 
PCA of Denver, Inc. (TN) 
PCA of Nashvile, Inc. (TN) 
Peter G. Klacsmann, M.D., Inc. (GA) 
Sharon G. Daspit, M.D., Inc. (GA) 
Shoals Pathology Asociates, Inc. (AL) 
Specialty Laboratories, Inc. (CA) 
Strgen, Inc. (UT)
 

Arzona Pathology Group, Inc. (AZ)
 
Regional Pathology Consultants, LLC (UT) 
Rocky Mountain Pathology, LLC (UT) 

TID Acquisition Corp. (DE) 
TXA 5.0l(a) Corporation (TX) 
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APPENDIX B
 

COMPLIANCE EXPERT 

Ths Appendix contain the requirements relatig to the Compliance Expert required by 
Section III.A.3 of 
 the CIA. 

A. Compliance Expert Engagement.
 

The Compliance Expert engaged by the QSC shall possess the qualifications set 
fort in Paragraph B, below, to perform the responsibilties in Section III.A.3 of 
 the CIA 
and Pargrph C below. The Compliance Expert shall conduct the Compliance Program
 

Review in a professionally independent and objective fashion, as set fort in Section 
III.A.3 of 
 the CIA and Paragraph C below. With 30 days after OiG receives wrtten 
notice of the identity ofa selected Compliance Expert, OIG wil notify Quest if the 
Compliance Expert is unacceptable. Absent notification from OIG that the Compliance 
Expert is unacceptable, the QSC may contiue to engage the Compliance Expert. 

If the QSC engages a new Compliance Expert durg the term of the CIA, ths 
Compliance Expert shall also meet the requiements of ths Appendix and Section III.A.3 
of the CIA. Ifa new Compliance'Expert is engaged, Quest shall submit the information 
identified in Section V:A.9 of the CIA to OIG within 30 days of engagement of the 
Compliance Expert. Withn 30 days after OiG receives written notice of the identity of 
the selected Compliance Expert, OIG will notify Quest if 
 the Compliance Expert is 
unacceptable. Absent notification from OIG that the Compliance Expert is unacceptable, 
the QSC may continue to engage the Compliance Expert. 

B. Compliance Expert Oualifications.
 

Each Compliance Expert engaged to perform the Compliance Program Review 
shall be knowledgeable in health care compliance programs and the requirements of this 
CIA, and shall perform the Compliance Program Review on a timely basis. 

C. Com?liance Expert Responsibilties.
 

Within 150 days after the Effective Date the Compliance Expert shall develop the 
proposed work plan for the Compliance Program Review for the first Reporting Period 
and shall deliver the proposed work plan to the OIG for review. The Compliance Expert 
may provide the proposed work plan to Quest Diagnostics for review and comment. 
Within 30 days of the beginnng of each of the remainng Reporting Periods, the 
Compliance Expert shall deliver to OIG a proposed work plan for that Reporting Period. 
Within 30 days after OIG receives the proposed work plan, OIG wil notify Quest if the 
work plan is unacceptable. Absent notification from OIG that the work plan is 
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uncceptable, the Compliance Expert may conduct the Compliance Program Review for 
the applicable Reportng Period using the Work Plan. 

The Compliance Exper shall conduct the Compliance Progra Review in
 
accordance with the requirements of Section III.A.3, and shall also
 

1. prepare timely, clear, well-wrtten Compliance Program Review Report (as 
defined in Section III.A.3.b of 
 the CIA); and 

2. respond to all OIG inquiries in a prompt, objective, and factual maner. 

D. Compliance Expert - Indeoendence and Ob1ectivity. 

Each Compliance Expert must perform each Compliance Program Review in a
 
professionally independent and objective fashion, takg into account any other business
 
relationships or engagements tht may exist between the Compliance Expert and Quest 
and individual Board members. The Compliance Expert shàIi include in the Compliance 
Program Review Report a certfication or sworn affidavit that the Compliance Program 
Expert has evaluated his, her, or its professional independence and objectivity, as 
appropriate to the natue of the engagement, with regard to the Compliance Progrm 
Review and has concluded that the Compliance Expert is, in fact, independent and 
objective. 

E. Compliance Expert RemovalTennination.
 

1. Provider. If the QSC termates any Compliance Expert durig the coure of
 
the Compliance Expert's engagement, Quest must submit a notice explaing the QSC's
 
reasons to OIG no later than 30 days after termnation. The QSC must engage a new
 
Compliance Expert in accordace with Pargraph A of this Appendix. 

2. OIG Removal o/Compliance Expert In the event OIG has reason to believe
 
that any Compliance Expert does not possess the qualifications described in Pargraph B,
 
is not independent and objective as set forth in Paragraph D, or has failed to carr out the
 

responsibilties as described in Section III.A.3 of 
 the CIA and Paragraph C above, OIG 
may, at its sole discretion, require the QSC to engage a new Compliance Expert in 
accordance with Paragrph A of ths Appendix.
 

Prior to requiring the QSC to engage a new Compliance Expert, OIG shall notify 
why OIG believes ! 

Quest ofOIG's intent to do so and provide a written explanation of 


j'such a step is necessar. To resolve any concerns raised by OIG, Quest may request a 
1 

meeting with OIG to discuss any aspect of 
 the Compliance Expert's qualifications, i 

independence or performance of 
 his, her, or its responsibilties and to present additional 1 

!information regarding these matters. Quest shall provide any additional information as ì, 

.1 

j 
! 
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may be requested by OIG under ths Paragraph in an expedited maner. OIG wil attempt 
in good faith to resolve any differences 
 regarding the Compliance Expert with Quest 
prior to requing the QSC to terminate the Compliance Expert. How~ver, the fmal 
determtion as to whether or not to require the QSC to engage a new Compliance ,­

Expert shall be made at the sole discretion ofOIG. 
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APPENDIX C 

INEPENDENT REVIEW ORGANIZATION ,. 

This Appendi contai the requirements relating to the Independent Review 
Organzation (IRO) required by Section III.D of the CIA. 

A. IRO Engagement.
 

Quest shall engage an IRO that possesses the qualifications set fort in Paragraph 
B, below, to perform the responsibilties in Paragraph C, below. The IRO shall conduct 
the review in a professionally independent and objective fashion, as set fort in Pargraph 
D. Withn 30 days after OIG receives wrtten notice of the identity of the selected IRO, 
OIG wil notify Quest if the IRO is unacceptable. Absent notification from OIG that the 
IRO is uncceptable, Quest may continue to engage the IRO. 

If Quest engages a new IRO durg the term of the CIA, ths IRO shall also meet 
the requirements of 
 ths Appendix. If a new IRO is engaged, Quest shall submit the 
information identified in Section V.A.l1 of 
 the CIA to OIG withn 30 days of 
engagement of the IRO. With 30 days after OIG receives wrtten notice of the identity 

of the selected IRO, OIG wil notify Quest if the IRO is unacceptable. Absent 
notification from OIG tht the IRO is unacceptable, Quest may continue to engage the 
IRO. 

B. IRO Oualifications. 

The IRO shall: 

1. assign individuals to conduct the IVD Products Review engagement who have 
expertse in the applicable FDA requirements related to the IVD Subsidiares. 

2. assign qualified individuals to conduct the Review; and 

3. have suffcient staff and resources to conduct the reviews required by the CIA
 

on a timely basis. 

C. IRO Resoonsibilties.
 

The IRO shall: 

1. perform each Review in accordance with the specific requirements of the CIA; 
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2. evaluate the effectiveness of 
 the IVD Subsidiares' systems for achieving 
compliance with 21 C.F.R. Par 820 - Subpars A, B, G, I, and J, and §§ 820.186 and 
820.198 of 
 Subpar M, and the effectiveness ofIVD Subsidiares' systems for reviewing 
and approving IVD Product labeling to assure labeling compliance with 21 C.F.R. 
§§ 809.1O(a) and (b); 

3. if in doubt about the applicabilty of a paricular FDA requirement, policy or 
reguation, request clarfication from the appropriate authority;
 

4. respond to all OIG inquies in a prompt, objective, and factual maner; and 

5. prepare timely, clear, well-written reports that include allthe infonnation 
required by Appendix D to the CIA. 

D. IRO Independence and Objectivity. 

The IRO must perform the Review in a professionally independent and objective fashion, 
as appropriate to the natue of the engagement, takg into account any other business 
relationships or engagements that may exist between the IRa and Quest. 

E. IRO Removal/Termation.
 

1. Provider. If Quest termtes its IRO durg the course of the engagement,
 

Quest must submit a notice explainng its reasons to OIG no later than 30 days after 
termnation. Quest must engage a new IRO in accordance with Paragraph A of this 
Appendix. 

2. DIG Removal of IRO. In the event OIG has reason to believe that the IRa does-
not possess the qualifications described in Paragrph B, is not independent and/or 
objective as set fort in Pargraph D, or has failed to carr out its responsibilties as 
described in Paragraph C, OIG may, at its sole discretion, require Quest to engage a new 
IRO in accordance with Paragrph A of this Appendix. 

Prior to requiring Quest to engage a new IRO, OIG shall notify Quest of its intent 
to do so and provide a written explanation of why oiG believes such a step is necessar. 
To resolve any concerns raised by OIG, Quest may request a meeting with OIG to discuss 
any aspect of the IRO's qualifications, independence or perfonnance of its 
responsibilties and to present additional infonnation regarding these matters. Quest shall 
provide any additional information as may be requested by OIG under this Paragraph in 
an expedited maner. OIG wil attempt in good faith to resolve any differences regarding 
the IRO with Quest prior to requiring Quest to terminate the IRO. However, the final 
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detennnation as to whether or not to require Quest to engage a new IRO shall be made at 
the sole discretion ofOIG. 
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APPENDIX D 

IVD PRODUCTS REVIEW ,. 

A. Description of the IVD Products Review
 

Quest shal retain a Independent Review Organization (IRO) to pedorm a review
 
to assist Quest in evaluating its IVD Subsidiaries' quality systems, processes,
 
policies, and procedures regarding the IVD Products. The purose of the review is
 
to evaluate whether the IVD Subsidiaries have effective systems in place to
 
achieve compliance with 21 C.F.R. Par 820 - Subpart A, B, G, I, and J, and 
§§ 820.186 and 820.198 of Subpar M, and to evaluate the systems in place for
 
reviewing and approving IVD Product labeling to ensure labeling compliance with
 
21 C.F.R. §§ 809.l0(a) and (b).
 

B. ReviewWorkPlan
 

The IRO shall develop a work plan for pedormng the review described in 
Paragrph A above. The work plan shall include a record sampling plan for 
validating the effectiveness and implementation of 
 the IVD Subsidiaries' policies
 
and procedures, consistent with FDA Quality System Inspection TechIque
 
(QSIT) guidance. The IRO may provide its draft work plans to Quest Diagnostics
 
for review and comment.
 

With 150 days after the Effective Date, the IRO shall deliver the proposed work 
plan for the first Reporting Period to the OIG for review. Withn 30 days of 
 the 
beginning of each of the remaining Reporting Periods, the IRO shall deliver to 
OIG a proposed work plan for that Reporting Period. Within 30 days after OIG 
receives the proposed work plan and in consultation with the FDA, OIG wil 
notify Quest if 
 the work plan is unacceptable. Absent notification from OIG that 
the work plan is unacceptable, the rRO may conduct the review for the applicable 
Reportg Period using the Work Plan. 

C. Report of the IRO Review
 

Within 30 days after the completion of 
 the IVD Products Review, the IRa shall 
prepare a report based upon the IVD Products Review pedonned. The IVD 
Products Review Report shall include the IRO's findigs and supporting rationale 
regarding: 

1. the IVD Subsidiaries' compliance with senior 
management's responsibilty to establish its policy and objectives for, and 
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commtment to, qualty. Seiúor management shall ensur that the quality policy is 
understood, implemented, and maitaed at all 
 levels of the organzation; 

2. the effectiveness of 
 the IVD Subsidiares' systems for 
achieving compliance with 21 C.F.R. Par 820 - Subpars A, B, G, I, and J, and 
§§ 820.186 and 820.198 of Subpar M, and the effectiveness of 
 the IVD 
Subsidiares' systems for reviewing aId approving IVD Product labeling to assure 
labeling compliance wjth 21 C.F.R. §§ 809.1O(a) and (b); 

3. the IRO's recommendations on improving the systems to 
achieve compliance with the regulations identified in Pargrph C.2 above; 

4. the name and credentials of people performng the review; 
and 

5. the work plan that the IRa used to perform the review. 
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APPENDIX E 

OVERPAYMNT REFU 

:­

Date: 
Contractor DepoSIt Control # Date of Deposit:
 
Contractor Contact Name: Phone 11
 
Contractor Addres:
 
Contractor Fax:
 

P 
Please complete and forward to Medicare Contractor. This form, or a similar docunt containing the following
 

informtion, should accompany every voluntary refud so that receipt of check is properly recorded an applied. 

PROVIDERIPHYSICIAN/SUPPLIERNAME 
ADDRESS 
PROVIDER/PHYSICIAN/SUPPLIER II CHECK NUMB~RI 
CONTACT PERSON: PHONE # AMOUNT OF CHECK$ CHECK DATE
 

REFU INFORMTION
 

For each Claim. provide the following:Patient Name Hie # 
Medicare Claim Numer Claim Amount Refuded $
 
Reason Code for Claim AdJustment:_ (Select reasn code from list below. Use one reason per claim) 

(Please list all clam numbers involved. Attach separate sheet, if necessary) 

Note: if Specifc Patient/HIC/Claim #/Claim Amount data not available for all claims due to Statistical
Sampling, please indicate methodology and formula used to determine amount and reason for 
overpayment: 

MSP/Other Paver Involvement Miscellaneous 
08 - MSP Group Health Plan Insurance 13 - Insffcient Documentation
09. MSP No Fault Insurance 14 - Patient EnrolIed in an HMO 
10 - MSP Liabilty Insurance 15 - Services Not Rendered
 
11 - MSP, Workers Comp.(Including 16 - Medical Necessity

Black Lung 17 - Other (Please Specify)
12 . Veteran Admistration 
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