


APPENDIX B
COMPLIANCE EXPERT

This Appendix contains the requirements relating to the Compliance Expert required by
Section II1.A.3 of the CIA.

A. Compliance Expert Engagement.

The Compliance Expert engaged by the QSC shall possess the qualifications set
forth in Paragraph B, below, to perform the responsibilities in Section III.A.3 of the CIA
and Paragraph C below. The Compliance Expert shall conduct the Compliance Program
Review in a professionally independent and objective fashion, as set forth in Section
II.A.3 of the CIA and Paragraph C below. Within 30 days after OIG receives written
notice of the identity of a 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.

If the QSC engages a new Compliance Expert during the term of the CIA, this
Compliance Expert shall also meet the requirements of this 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. Within 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 Qualifications.

- 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. Compliance Expert Responsibilities.

- 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 plans to Quest Diagnostics for review and comment.
Within 30 days of the beginning of each of the remaining 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 will notify Quest if the
work plan is unacceptable. Absent notification from OIG that the work plan is
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unacceptable, the Compliance Expert may conduct the Compliance Program.Review for
the applicable Reporting Period using the Work Plan.

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

1. prepare timely, clear, well-written Compliance Program Rev1ew Reports (as
defined in Section II1.A.3.b of the CIA); and

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

D. Compliance Expert - Independence and Objectivity.

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

E. Compliance Expert Removal/Termination.

1. Provider. If the QSC terminates any Compliance Expert during the course of
the Compliance Expert’s engagement, Quest must submit a notice explaining the QSC’s
reasons to OIG no later than 30 days after termination. The QSC must engage a new
Compliance Expert in accordance with Paragraph A of this Appendix.

2. OIG Removal of Compliance Expert In the event OIG has reason to believe
that any Compliance Expert does not possess the qualifications described in Paragraph B,
is not independent and objective as set forth in Paragraph D, or has failed to carry out the
responsibilities 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 Paragraph A of this Appendix.

Prior to requiring the QSC to engage a new Compliance Expert , OIG shall notify
Quest of OIG’s intent to do so and provide a written explanation of why OIG believes
'such a step is necessary. To resolve any concerns raised by OIG, Quest may request a
meeting with OIG to discuss any aspect of the Compliance Expert s qualifications,
independence or performance of his, her, or its responsibilities and to present additional
information regarding these matters. Quest shall provide any additional information as
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may be requested by OIG under this Paragraph in an expedited manner. OIG will attempt
in good faith to resolve any differences regarding the Compliance Expert with Quest
prior to requiring the QSC to terminate the Compliance Expert. However, the final
determination as to whether or not to require the QSC to engage a new Compliance
Expert shall be made at the sole discretion of OIG.
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APPENDIX C
INDEPENDENT REVIEW ORGANIZATION L

This Appendix contains the requirements relating to the Independent Review
Organization (IRO) required by Section III.D of the CIA.

A. IRO Engagement.

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

If Quest engages a new IRO during the term of the CIA, this IRO shall also meet
the requirements of this Appendix. If a new IRO is engaged, Quest shall submit the :
information identified in Section V.A.11 of the CIA to OIG within 30 days of -
engagement of the IRO. Within 30 days after OIG receives written notice of the identity '
of the selected IRO, OIG will notify Quest if the IRO is unacceptable. Absent
notification from OIG that the IRO is unacceptable, Quest may continue to engage the
IRO.

B. IRO Qualifications.
The IRO shall:

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

2. assign qualified individuals to conduct the Review; and

3. have sufficient staff and resources to conduct the reviews required by the CIA
on a timely basis.

C. IRO Responsibilities.
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 Subsidiaries’ systems for achieving

- compliance with 21 C.F.R. Part 820 — Subparts A, B, G, I, and J, and §§ 820.186 and
820.198 of Subpart M, and the effectiveness of IVD Subsidiaries’ systems for reviewing
and approving IVD Product labeling to assure labeling comphance with 21 C.F.R.

§§ 809.10(a) and (b);

3. if in doubt about the applicability of a particular FDA requirement, pohcy or
regulatlon request clarification from the appropriate authority;

4. respond to all OIG inquires in a prompt, objective, and factual manner; and

5. prepare timely, clear, well-written reports that include all the information
- 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 nature of the engagement, taking into account any other business
relationships or engagements that may exist between the IRO and Quest.

E. IRO Removal/Termination.

1. Provider. If Quest terminates its IRO during the course of the engagement,
Quest must submit a notice explaining its reasons to OIG no later than 30 days after
termination. Quest must engage a new IRO in accordance with Paragraph A of thlS
Appendix.

2. OIG Removal of IRO. In the event OIG has reason to believe that the IRO does
not possess the qualifications described in Paragraph B, is not independent and/or '
objective as set forth in Paragraph D, or has failed to carry out its responsibilities as
described in Paragraph C, OIG may, at its sole discretion, require Quest to engage a new
IRO in accordance with Paragraph 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 necessary.
To resolve any concerns raised by OIG, Quest may request a meeting with OIG to dlscuss
any aspect of the IRO’s qualifications, independence or performance of its
responsibilities and to present additional information regarding these matters. Quest shall
provide any additional information as may be requested by OIG under this Paragraph in
an expedited manner. OIG will 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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detennination as to whether or not to require Quest to engage a new IRO shall be made at
the sole discretion of OIG.
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APPENDIX D

IVD PRODUCTS REVIEW

' A, Descn'ption of the IVD Products Review

Quest shall retain a Independent Review Organization (IRO) to perform a review
to assist Quest in evaluating its IVD Subsidiaries’ quality systems, processes,
policies, and procedures regarding the IVD Products. The purpose of the review is
to evaluate whether the IVD Subsidiaries have effective systems in place to
achieve compliance with 21 C.F.R. Part 820 — Subparts A, B, G, I, and J, and

§§ 820.186 and 820.198 of Subpart M, and to evaluate the systems in place for
reviewing and approving IVD Product labeling to ensure labeling comphance with
21 C.F.R. §§ 809.10(a) and (b).

B. Review Work Plah

The IRO shall develop a work plan for performing the review described in
Paragraph 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 Technique
(QSIT) guidance. The IRO may provide its draft work plans to Quest Diagnostics
for review and comment.

Within 150 days after the Effective Date, the IRO shall deliver the proposed work
plan for the first Reporting Period to the OIG for review. Within 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 will
notify Quest if the work plan is unacceptable. Absent notification from OIG that
the work plan is unacceptable the IRO may conduct the review for the apphcable
Reporting Period using the Work Plan.

C. Report of the IRO Review

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

1. the IVD Subsidiaries’ compliance with senior
management’s responsibility to establish its policy and objectives for, and
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commitment to, quality. Senior management shall ensure that the quality policy is
understood, implemented, and maintained at all levels of the organization;

o 2. the effectiveness of the IVD Subsidiaries’ systems for
achieving compliance with 21 C.F.R. Part 820 — Subparts A, B, G, I, and J, and
§§ 820.186 and 820.198 of Subpart M, and the effectiveness of the IVD
Subsidiaries’ systems for reviewing and approving IVD Product labeling to assure
labeling compliance with 21 C.F.R. §§ 809.10(a) and (b);

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

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

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

OVERPAYMENT REFUND

Date:

Contractor Deposit Control # Date of Deposit:
Contractor Contact Name: :
Contractor Address:
Contractor Fax:

Phone #

IAN/SUPPLIER

Please complete and forward to Medicare Contractor. This form, or a similar document containing the followin,

information, should accompany every voluntary refund so that receipt of check is properly recorded and applied.

PROVIDER/PHYSICIAN/SUPPLIERNAME

ADDRESS

PROVIDER/PHYSICIAN/SUPPLIER # CHECK NUMBER#

CONTACT PERSON: PHONE # AMOUNT OF CHECK

$ CHECK DATE '
REFUND INFORMATION

For each Claim, provide the following: ‘

Patient Name HIC #

Medicare Claim Number Claim Amount Refunded $

Reason Code for Claim Adjustment: (Select reason code from list below. Use one reason per claim)

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

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

For Institutional Facilities Only:
Cost Report Year(s)

af multi&le cost report years are involved, provide a breakdown by amount and corresponding cost report year.)
For OIG Reporting Requirements: .
Do you have a Corporate Integrity Agreement with OIG? Yes No

Reason Codes:

Billmigglerical Error MSP/Qther Payer Involvemen Miscellaneous
01 - Corrected Date of Service 08 - MSP Group Health Plan Insurance 13 - Insufficient Documentation

02 - Duplicate v - 09 - MSP No Fault Insurance 14 - Patient Enrolled in an HMO
03 - Corrected CPT Code 10 - MSP Liability Insurance 15 - Services Not Rendered

04 - Not Qur Patient(s) 11 - MSP, Workers Comp.(Including 16 - Medical Necessity

05 - Modifier Added/Removed Black Lung 17 - Other (Please Specify)

06 - Billed in Error 12 - Veterans Administration

07 - Corrected CPT Code
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