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HEALTH SERVICES AGENCY
ADMINISTRATION

July 20,2012

BOARD OF SUPERVISORS
County of Santa Cruz
701 Ocean Street
Santa Cruz, CA 95060

County of Santa Cruz 0243

HEALTH SERVICES AGENCY
POST OFFICE BOX 962, 1080 EMELINE AVE., SANTA CRUZ, CA 95061-0962

TELEPHONE: (831) 454-4000 FAX: (831) 454-4770 TOO: (831) 454-4123

AGENDA: August 7, 2012

SUBJECT: APPROVE REVISED MASTER AGREEMENT FOR PROVISION OF
CONTRACTED PHARMACY SERVICES

Dear Members of the Board:

The Health Services Agency (HSA) requests your Board's approval of the attached revised
master agreement for provision of contracted pharmacy services with individual pharmacies
participating in the MediCruz Advantage (MCA) pharmacy benefit network.

In February 2012, your Board approved a contracted pharmacy services master agreement,
expanding pharmacy services, as required by the Federal Centers for Medicaid and Medicare
Services (CMS) and the State Department of Health Care Services (DHCS) for implementation
of the Low Income Health Plan (L1HP), known locally as MCA. The network enables MCA
beneficiaries to have prescriptions filled at locations throughout the County while the program
accesses favorable 340B drug pricing available only to safety-net providers.

The attached master agreement clarifies the roles and responsibilities of each stakeholder in the
contract pharmacy network. The revision does not contain substantial changes to the scope of
work and compensation remains unchanged. The fiscal year 2012-13 Budget appropriates
funds for this master agreement and costs are leveraged with new federal funds. No new
County general funds are needed nor requested to implement this agreement.

It is, therefore, RECOMMENDED that your Board:

1) Approve the attached master agreement for contracted pharmacy services, contract
3938, and authorize the Health Services Agency Director to sign.

Sincerely,

C;.
Giang T. Nguyen
Health Services Agency Director

R

Sus A. Mauriello
County Administrative Officer

Attachments: ADM-29, Master Agreement
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COUNTY OF SANTA CRUZ
REQUEST FOR APPROVAL OF AGREEMENT ..0244

TO. Board of Supervisors
County Administrative Offce
Auditor Controller

FROM: (Department)

(Signature) 7. 
I'/ I1.Date)

ertifies that appropriations/revenues are available
BY:

Sig

AGREEMENT TYPE (Check One) Expenditure Agreement (g Revenue Agreement D

The Board of Supervisors is hereby requested to approve the attached agreement and authorize the execution of same.

1. Said agreement is between the Health Services Agency - Health Benefits

and Various MCA Pharmacies - MASTER AGREEMENT

2. The agreement will provide prescription fulfiment services for MediCruz Advantage beneficiaries.

(Department/Agency)

(Name/Address)

3. Period of the agreement is from February 7,2012

4. Anticipated Cost Is $ 100,000 through June 30, 2013

to December 31,2013

D Fixed D Monthly Rate D Annual Rate D Not to Exceed

Remarks:

5. Detail: ~ On Continuing Agreements List for FY ~-~ Page CC- 8
D Section II No Board letter required, will be listed under Item 8
~ Section III Board letter required

D Section IV Revenue Agreement

6. Appropriations/Revenues are available and are budgeted in 365300

Contract, No: 3938 OR D 1stTime Agreement

(Index) 3665 (Sub object)

NOTE: IF APPROPRIATIONS ARE INSUFFICIENT, ATTACHED COMPLETED AUD-74 OR AUD-60~
Appropriation~

are not

~,
available and ~ encumbered.

will be

EH23938-01

Date: lit ~llL

Proposal and accounting detail reviewed and approved. It is recommended that the Board of Supervisors approve the agreement and authorize

Health Services Agency Director

ADM - 29 (8/01)
Title I, Section 300 Proc Man

(Dept/Agency Head) to execute on behalf of ther !/7 i Ji i i
(Department/Agency)

Date: By:

Distribution:
Board of Supervisors - White
Auditor Controller - Canary
Auditor-Controller - Pink
Department - Gold f agreement was ap-

strative Offce ~b a¿

AUDITOR-CONTROLLER USE ONLY

CO

Document No.
$

JE Amount HfTLLines Keyed By Date

TC¡O.

4 ~Auditor Description

$
Amount Index

r

Sub object User Code



Contract No.3938
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o
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The COUNTY OF SANTA CRUZ through the
HEALTH SERVICES AGENCY-
1080 Emeline Avenue, P.O. Box 962, Santa Cruz, CA 95061-0962 0245

Hereinafter called COUNTY and:

MASTER AGREEMENT - MediCruz Advantage Various Pharmacies
Name:
Address:

ciol-t.
~
I-
Zot. Hereinafter called CONTRACTOR for: Pharmacy services.

WHEREAS CONTRACTOR possesses certain skills, experience, education and competency to perform the
special services and, COUNTY desires to engage CONTRACTOR for such special services upon the terms
provided; and

WHEREAS pursuant to the provisions of California Government Code, Section 31000 the BOARD OF
SUPERVISORS of COUNTY is authorized to enter into an agreement for such services.

NOW, THEREFORE, the parties here to do mutually agree as set forth in

rn
!:
II
:i
X
w

CHECK BOX IF ATTACHED

~
~
~
o
o
o
o~ X Revisions

Said exhibits attached hereto are incorporated into this Agreement by this reference.

EXHIBIT

A
TITLE

Scope of Services

B Budget, Fiscal and Payment Provisions

C Standard County / Agency Provisions

Standard (Division) ProvisionsD

E Mental Health Medi-Cal, Medicare Requirements

Medi-Cal Administrative ActivitiesF

H HIPANBusiness Services

IN WITNESS THEREOF, COUNTY AND CONTRACTOR have executed this Agreement to be effective:

rn
w
i:
:J
l-
e:
Z
C)
rn

August 7,2012 through
Board Execution Date

December 31,2013

CONTRACTOR

&fìY¡~~ ilc:
HEALTH SERVICES AGENCY

Suffix:

Index:
Subobject:
User Code:
Amount:

365300
3665

Total Contract Amount: $

I-
eI
ëi

Health Services Agency
Contractor f~Clerk of the Board

Aud itor -Controller



Exhibit A
Amendment 1
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COUNTY OF SANTA CRUZ

EXHIBIT A - Recitals, Definitions and Scope of Services

PHARMACY SERVICES AGREEMENT

Recitals

THIS AGREEMENT is made between COUNTY OF SANTA CRUZ ("COUNTY") a
California municipal organization, and, , a California with a licensed
pharmacy at ("PHARMACY"), State License number _ and United
States Department of Justice Drug Enforcement Administration (DEA) number

WHEREAS, COUNTY is operating a Medicaid Coverage Expansion and Health
Care Coverage Initiative program providing covered services to enrollees of the Low
Income Health Plan, known as MediCruz Advantage;

WHEREAS, COUNTY is a "Covered Entity" as defined in Section 340B of the Public
Health Service Act (hereinafter "Section 340B") and is eligible to purchase certain
outpatient drugs at reduced prices for use by Eligible Patients, as defined in this
Agreement, from drug manufacturers who have signed a drug purchasing agreement
with the United States Department of Health and Human Services (hereinafter "DHHS")
and/or the manufacturers' wholesalers;

WHEREAS, Santa Cruz Women's Health Center is a clinic affiliated with and
providing services for the MediCruz Advantage program as a "Covered Entity" under
COUNTY as defined in Section 340B of the Public Health Service Act (hereinafter
"Section 340B") and is eligible to purchase certain outpatient drugs at reduced prices for
use by Eligible Patients, as defined in this Agreement, from drug manufacturers who
have signed a drug purchasing agreement with the United States Department of Health
and Human Services (hereinafter "DHHS") and/or the manufacturers' wholesalers;

WHEREAS, Salud Para La Gente is a clinic affiliated with and providing services for
the MediCruz Advantage program as a separate "Covered Entity" as defined in Section
340B of the Public Health Service Act (hereinafter "Section 340B") and is eligible to
purchase certain outpatient drugs at reduced prices for use by Eligible Patients, as
defined in this Agreement, from drug manufacturers who have signed a drug purchasing
agreement with the United States Department of Health and Human Services
(hereinafter "DHHS") and/or the manufacturers' wholesalers;

WHEREAS, COUNTY and its affiliated clinics provide health care services to Eligible
Patients at the addresses listed in Exhibit A-1 (the "COUNTY Site");

WHEREAS, COUNTY has engaged RxStrategies, Inc. ("RXS") to manage the
pharmacy services and PHARMACY relationship of the COUNTY;

44
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WHEREAS, the system, procedures and processes of RXS (past, current and

future) remain the sole property of RXS and cannot be used by the COUNTY and/or the
PHARMACY independent of this agreement in perpetuity without the written consent of
RXS,

WHEREAS, PHARMACY is duly licensed as a pharmacy in the State of California
and

WHEREAS, COUNTY desires to engage PHARMACY to provide pharmacy
services, as defined in this Agreement, to Eligible Patients on behalf of Eligible Patients
with respect to outpatient drugs purchased pursuant to Section 340B.

1. Scope of Services NOW, THEREFORE, the parties agree to exercise special skill
to accomplish the following:

A. Eligible Patients. An individual will be considered an Eligible Patient under this

Agreement if all of the following conditions are met:

1. The individual is a current enrollee of COUNTY MediCruz Advantage
program;

2. COUNTY or its affiliated clinics have established a relationship with the
individual, such that COUNTY or its affiliated clinics maintain records of the
individual's health care;

3. The individual receives health care services from a health care professional
who is either employed by COUNTY or under contract with COUNTY such
that responsibility for the care remains with COUNTY;

4. The individual receives a health care service or range of services from
COUNTY or its affiliated clinics, which is consistent with the service or range
of services for which grant funding, listed in Section 340B, or Federally
Qualified Health Center ("FQHC") look-alike status has been granted
COUNTY or its affiliated clinics; and

5. The individual receives health care services at the COUNTY or affiliated clinic

site.

B. Covered Drugs. The prescription outpatient drugs covered by this Agreement
(hereinafter "Covered Drugs") are listed in Exhibit A-2 of this Agreement. The
parties agree that COUNTY may add or remove Covered Drugs from Attachment
A-2 at its sole discretion during the life of this Agreement.

C. Purchases, Shipment and Pricing of Drugs.

1. PHARMACY shall maintain sufficient supplies of such drugs to meet the day-
to-day needs of Eligible Patients. COUNTY will replenish PHARMACY's
inventory for Covered Drugs dispensed to Eligible Patients for which payment
under this Agreement was received by PHARMACY. As required by
availability, COUNTY may make appropriate substitutions of drugs with
mutual consent of COUNTY and PHARMACY. COUNTY shall arrange to be
billed directly for Covered Drugs by the manufacturer/wholesaler(s), and

Page2of13
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arrange for shipment of such drugs directly to the PHARMACY. In order to
facilitate the timeliness of the inventory replenishment process ánd ensure
that drug replenishment is consistent with current and historical practices of
the PHARMACY, PHARMACY shall provide the following documentation and
information to RXS upon execution of this Agreement:

a. Identification of all pharmaceutical wholesalers;

b. Velocity reports for the most recent past three month period from all
wholesalers;

c. List of PHARMACY's third party payer agreements with provider numbers
and evidence of Medicaid and Medicare participation;

d. A description of the PHARMACY's computer and communication
equipment, including computers, printers, fax machines, number of
telephone lines, Internet connectivity, e-mail PHARMACY software version
and release, and how drug database updates are handled and by whom;
and

e. Such other documentation and information as reasonably requested by
RXS in support of the 340B program addressed in this agreement.

2. If at the end of any 120 day period after a drug has been dispensed, the
COUNTY is unable to replenish the dispensed drug to the PHARMACY, the
COUNTY will reimburse the PHARMACY for the cost of the drug dispensed at
the documented cost of the drug to the PHARMACY. If the PHARMACY
cannot produce appropriate documentation (e.g., invoice, wholesaler
documentation, WAC, from wholesaler or manufacturer) for the cost of the
drug, then the COUNTY will reimburse the PHARMACY at the prevailing
340B price.

3. At the termination of the Agreement; the contract PHARMACY must attest to
the COUNTY that all 340B drugs in inventory in excess of requirement
("Overstock") have been destroyed and therefore cannot be used in general
commerce.

2. Tracking System. The parties to this Agreement understand that, pursuant to
Section 340B, COUNTY is liable to the manufacturer of Covered Drugs in an
amount equal to the reduction in the price of Covered Drugs in the event that a
discounted Covered Drug is sold or otherwise transferred to a person who is not an
Eligible Patient. RXS, with the assistance of COUNTY, shall establish and maintain
a tracking system suitable to prevent the diversion of Covered Drugs to individuals
who are not Eligible Patients. COUNTY will establish a process for periodic random
(sample) comparison of its prescribing records with PHARMACY's dispensing
records to detect potential irregularities. Said comparison will be conducted
quarterly and comparison of purchasing and dispensing records will be performed
every six months.

44 Page 3 of 13
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A. Pre-adjudication of Claims. PHARMACY agrees to process claims in the
manner prescribed by RXS. PHARMACY agrees to make any and all
adjustments to purchasing and dispensing records that COUNTY advises are
reasonably necessary to accurately reflect the submitted claims and to prevent
diversion of Covered Drugs to individuals who are not Eligible Patients.

0249

3. Prescriptions. PHARMACY shall dispense Covered Drugs only in the following
circumstances:

A. Upon presentation and verification of a prescription form bearing a MediCruz
Advantage program eligible prescriber's name, the Eligible Patient's name, or

B. Upon receipt and verification of a prescription ordered by telephone, facsimile or
electronic transmission on behalf of an Eligible Patient by a legally qualified
health care provider.

C. COUNTY will furnish lists to RXS of all Eligible Patients and eligible prescribers
and will update the lists to reflect any changes.

4. Pharmacy Services. PHARMACY shall provide the following services:

A. Dispensing Covered Drugs to Eligible Patients in accordance with all applicable
State and Federal statutes and regulations and the professional judgment of the
dispensing pharmacist;

B. Participating in all pre- and post-adjudication programs as directed by COUNTY
or RXS as well as all data collection or auditing programs, plans and procedures
as may be of assistance to COUNTY or RXS in order to establish or verify costs,
charges, reimbursement rates, billing, payments or receipts;

C. Participating in third part payer arrangements in which the COUNTY participates
or which the COUNTY may request. PHARMACY shall make commercially
reasonable efforts to enter into all such third party payer arrangements prior to
the Commencement Date;

D. Maintaining all records and reports (including without limitation, prescription files,
velocity reports and records of ordering and receipt) required under this
Agreement, Section 340B, and by any applicable Federal and Stàte law and
regulations, which shall be separate from PHARMACY's own operations and
records, and shall be accessible to COUNTY, DHHS and the
manufacturer/wholesaler in the case of audit. Such records shall be retained for
not less than five years after the PHARMACY Services are rendered, and shall
be available for inspection or audit by COUNTY and as otherwise permitted by
law and this Agreement;

E. Conducting Eligible Patient drug utilization review;

F. In conjunction with RXS, conducting formulary maintenance, including providing
drug-related information services to COUNTY clinical personnel, consulting with
COUNTY on the purchase of Covered Drugs, and identifying and disposing of
Covered Drugs in its inventory which are out of date;

Page4of13
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G. Maintaining Eligible Patient drug profiles;

H. Counseling and advising Eligible Patients consistent with the rules, limitations,
and privileges incident to the PHARMACY-patient relationship; and

i. Determining if a particular individual is an Eligible Patient covered by the County
MediCruz Advantage program, and if covered, will obtain the necessary
authorization(s) or benefit payment for Covered Drugs.

0250

5. Relationship of the Parties. PHARMACY is an independent contractor and shall
be solely responsible for its acts and omissions regarding advice and services it is
required to provide to Eligible Patients and COUNTY. PHARMACY agrees to
render all services provided under this Agreement in accordance with professional
standards applicable to Pharmacy services and in accordance with rules and
regulations of the California Department of Consumer Affairs, Board of Pharmacy.
PHARMACY shall have the right to refuse to serve any Eligible Patient where such
service would violate any statute, regulations, or professional standards applicable
to pharmacy services. PHARMACY shall notify COUNTY of any refusal of service
within twenty-four (24) hours of such refusaL.

A. PHARMACY understands and acknowledges that RXS has been engaged by
COUNTY to manage pharmacy services and the relationship with PHARMACY.
Accordingly, PHARMACY acknowledges that RXS is and will act as agent for
COUNTY. All obligations, duties, functions or tasks of COUNTY as described
herein may be carried out by RXS, as agent for COUNTY. Unless advised to the
contrary, PHARMACY shall be available to provide assistance as required
hereunder to RXS, as agent for COUNTY, and shall seek assistance from RXS,
not COUNTY, for all problems and issues regarding the services, duties and
obligations hereunder.

6. Pharmacy Site. PHARMACY agrees it will provide Pharmacy Services contracted
for under this Agreement at only the following sites, namely:

7. Payment for Services. PHARMACY shall be paid for Pharmacy Services in
accordance with the terms provided on Exhibit B to this Agreement. COUNTY and
PHARMACY have freely negotiated the terms of this Agreement and neither has
offered or received any inducement or other consideration from the other part for
entering into this Agreement. The compensation to be paid to PHARMACY is
consistent with fair market value in arms-length transactions for Pharmacy Services
and is not determined in a manner that takes into account the volume or value of
any referrals or business otherwise generated between the parties for which
payment may be made in whole or in part under a Federal or State health care
program. Nothing in this Agreement shall be construed to require COUNTY to
make referrals of patients to PHARMACY.

8. Patient Choice. PHARMACY understands and agrees that Eligible Patients of
COUNTY may elect not to use PHARMACY for Pharmacy Services. In the event
that an Eligible Patient elects not to use PHARMACY for such services, the patient

44
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may obtain the prescription from the prescriber and then obtain the drug(s) from
MediCruz Advantage pharmacy services provider of his or her choice.

9. Quarterly Reports. RXS shall provide COUNTY with quarterly financial
statements, a detailed status report of collections, and a summary of receiving and
dispensing records in a form satisfactory to COUNTY. The provisions of this
Section 9 shall survive the expiration or termination of this Agreement for any
reason.

10. Prohibition on Resale or Transfer. PHARMACY agrees that it will not resell or
transfer a Covered Drug ordered under this Agreement pursuant to Section 340B to
an individual who is not an Eligible Patient of COUNTY. PHARMACY further
agrees that, in the event of transfer, diversion, or resale of a Covered Drug in
violation of this Agreement, it will pay COUNTY an amount equal to the price
discount COUNTY received from the manufacturer/wholesaler so that the COUNTY
can reimburse the manufacturer/wholesaler as provided in Section 4. For purposes
of this provision, the COUNTY's determination of the amount of the discount on a
Covered Drug payable to the manufacturer shall be conclusive.

A. COUNTY agrees that it will not resell or transfer a Covered Drug to an individual
who is not an Eligible Patient.

11. Audits.

A. PHARMACY understands and agrees that both PHARMACY and COUNTY are
subject to audit by DHHS and by drug manufacturers who have signed a drug
purchasing agreement with DHHS, which audits may pertain to the COUNTY's
compliance with the prohibition on drug resale or transfer and the prohibition on
duplicate Medicaid rebates and discounts. PHARMACY further understands that
the DHHS has published proposed guidelines for such audits, a copy of which is
attached hereto as Exhibit A-3. PHARMACY agrees to cooperate with such
audits and to comply with applicable provisions of the audit guidelines and
amendments thereto that may be published from time to time.

B. PHARMACY grants RXS the right, on behalf of COUNTY, to audit its books and
records directly related to the pharmacy services provideded hereunder,
including electronic records, to verify and ensure compliance with the duties,
obligations and transactions outlined hereunder. PHARMACY agrees to use its
best efforts to cooperate with such audits in good faith.

C. The provisions of this Section 11 shall survive the expiration or termination of this
Agreement for any reason.

12. Inspection by Manufacturer. PHARMACY and COUNTY understand and agree
that a copy of this Pharmacy Services Agreement will be provided, upon request, to
a drug manufacturer who has signed a purchasing agreement with DHHS and sells
Covered Drugs to COUNTY. In the event either part receives such a request, it
shall immediately inform the other party and each party shall then have the
opportunity to delete any information in this Agreement and attachments which it
considers to be proprietary and confidential prior to submitting the Agreement to the

Page 6 of 13
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requesting manufacturer. The provisions of this Section 12 shall survive the
expiration or termination of this Agreement for any reason.

13. Term and Termination.

A. This Agreement shall continue in effect from the commencement date through to
the termination date. Thereafter, this Agreement shall be renewable for
consecutive one (1) year periods until terminated as provided below.

B. This Agreement may be terminated by:

1. Mutual agreement of the parties;

2. Thirty (30) days prior written notice by either part;

3. COUNTY, immediately and without prior notice, upon a material breach of this
Agreement by PHARMACY. Without limiting COUNTY's right to assert any
other act or failure to act as constituting a material breach by PHARMACY,
PHARMACY's dispensing of a Covered Drug to an individual who is not an
Eligible Patient or any other diversion of a Covered Drug shall be deemed to
be a material breach. COUNTY's waiver or failure to take action with respect
to PHARMACY's failure to comply with any term or provision of this
Agreement shall not be deemed to be a waiver of COUNTY's right to insist on
future compliance with such term or provision.

C. Any notice required to be given pursuant to the terms and provisions of this
Agreement shall be in writing and shall be sent by certified or registered mail,
return receipt requested, to the parties at the addresses set forth on the signature
pages hereto. Notice shall be effective on the day it is mailed.

D. Upon the request of COUNTY, PHARMACY agrees to continue to provide
Pharmacy Services for a period of up to sixty (60) days after the date this
Agreement expires or isterminated in order to ensure an effective transition of
services and continuation of quality care for Eligible Patients.

14. Compliance with Laws. The parties hereto shall comply with all applicable
federal, state and local laws, rules, regulations and requirements. COUNTY shall
comply with all rules and regulations governing its Health Resources and Service
Administration grant funding.

15. Choice of Law. This Agreement shall be interpreted according to the laws of the
State of California.

16. Representations of Pharmacy. PHARMACY represents that:

A. it employs, and will continue to employ throughout the term of this Agreement,
sufficient qualified and credentialed personnel needed to manage and operate
the Pharmacy and provide the services anticipated hereunder in a timely,
professional, competent and ethical manner;

B. it owns, possesses and employs, and will continue to employ throughout the
term of this Agreement, sufficient technology and equipment as needed to
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manage and operate the Pharmacy and provide the services in the manner
anticipated hereunder;

C. it will render the services hereunder in accordance with prevailing
pharmaceutical and medical standards that are applied the same fashion to all
patients of COUNTY;

D. it will not use drugs purchased under Section 340B to dispense Medicaid
prescriptions, except as provided in an arrangement with the State Medicaid
agency as approved by COUNTY to prevent duplicate discounting;

E. all of its employees, agents, representatives and members of its workforce,
whose services may be used to fulfill obligations under this Agreement are or
shall be appropriately informed of the terms of this Agreement and will use best
efforts to cooperate with legal obligation.of PHARMACY, by contract or
otherwise, sufficient to enable PHARMACY to fully comply with all provisions of
this Agreement including, without limitation, the requirement that modifications
or limitations that COUNTY has agreed to adhere to with regards to the use and
disclosure of Protected Health Information of any individual that materially
affects and/or limits the uses and disclosures that are otherwise permitted will
be communicated to PHARMACY, in writing, and in a timely fashion;

0253

F. it will reasonably cooperate with COUNTY in the performance of the mutual
obligations under this Agreement;

G. the execution and delivery of this Agreement and the performance of the duties
obligations and transactions contemplated do not and will not contravene,
conflict with or violate any agreement, commitment, plan or instrument binding
on PHARMACY, including without limitation any participating provider
agreement and any third part payer or pharmacy benefit management
agreement; and

H. it, nor its shareholders, members, directors, officers, agents, employees or
members of its workforce have been excluded or served a notice of exclusion or
have been served with a notice of proposed exclusion, or have committed any
acts which are cause for exclusion, from participation in, or had any sanctions,
or civil or criminal penalties imposed under, any federal or state healthcare
program, including but not limited to Medicare or Medicaid, or have been
convicted, under federal or state law (including without limitation a plea of nolo
contendere or participation in a first offender deterred adjudication or other
arrangement whereby a judgment of conviction has been withheld), of a criminal
offense related to (a) the neglect or abuse of a patient, (b) the delivery of an
item or service, including the performance of management or administrative
services related to the delivery of an item or service, under a federal or state
healthcare program, (c) fraud, theft, embezzlement, breach of fiduciary
responsibility, or other financial misconduct in connection with the delivery of a
healthcare item or service or with respect to any act or omission in any program
operated by or financed in whole or in part by any federal, state or local
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government agency, (d) the unlawful, manufacture, distribution, prescription or
dispensing of a controlled substance, or (e) interference with or obstruction of
any investigation into any criminal offense described in (a) through (d) above.
Each Party further agrees to notify the other Party immediately after the Part
becomes aware that any of the foregoing representation and warranties may be
inaccurate or may become incorrect and upon notice that the Party is being
investigated in connection with any federal or state healthcare program.

17. Confidentiality Compliance.

A. Definitions:

1. "Designated Record Set" shall have the meaning set out in its definition at 45
C.F.R. § 164.501, as such provision is currently drafted and as it is
subsequently updated, amended, or revised.

2. "Health Care Operations" shall have the meaning set out in its definition at
45C.F.R. § 164.501, as such provision is currently drafted and as it is
subsequently updated, amended or revised.

3. "Privacy Officer" shall have the meaning as set out in its definition at 45
C.F.R. § 164.530(a) (1), as such provision is currently drafted and as it is
subsequently updated, amended or revised.

4. "Protected Health Information" shall have the meaning as set out in its
definition at 45 C.F.R. § 164.501, as such provision is currently drafted and
as it is subsequently updated, amended or revised.

B. Pharmacy may:

1. use the Protected Health Information in its possession for its proper
management and administration and to fulfill any present or future legal
responsibilities of PHARMACY provided that such uses are permitted under
state and federal confidentiality laws.

2. disclose the Protected Health Information in its possession to third parties for
the purpose of its proper management and administration or to fulfill any
present or future legal responsibiliies of PHARMACY, provided that
PHARMACY represents to COUNTY, in writing, that (i) the disclosures are
required by law, as provided for in 45 C.F.R. § 164.501 or (ii) PHARMACY
has received from the third party written assurances regarding its confidential
handling of such Protected Health Information as required under 45 C.F.R. §
164.504(e)(4).

3. aggregate the Protected Health Information in its possession with the
Protected Health Information of other covered entities that PHARMACY has
in its possession through its capacity as a business associate to said other
covered entities provided that the purpose of such aggregation is to provide
COUNTY with data analyses relating to the Health Care Operations of
COUNTY. Under no circumstances may PHARMACY disclose Protected
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Health Information of one covered entity to another covered entity absent the
explicit authorization of COUNTY.

4. de-identify any and all Protected Health Information provided that the de-
identification conforms to the requirements of 45 C.F.R. § 164.514(b), and
further provided that COUNTY maintains the documentation required by 45
C.F.R. § 164.514(b) which may be in the form of a written assurance from
PHARMACY. Pursuant to 45 C.F.R. § 164.502(d)(2), de.:identified
information does not constitute Protected Health Information and is not
subject to the terms of this Agreement.

C. Responsibilities of PHARMACY with respect to Protected Health Information.
With regard to its use and/or disclosure of Protected Health Information,
PHARMACY hereby agrees to do the following:

1. use and/or disclose the Protected Health Information only as permitted or

required by this Agreement or as otherwise required by law.

2. report to the designated Privacy Officer of COUNTY, in writing, any use
and/or disclosure of the Protected Health Information that is not permitted or
required by this Agreement of which PHARMACY becomes aware within 5
business days of PHARMACY discovery of such unauthorized use and/or
disclosure.

3. establish procedures for mitigating, to the greatest extent possible, any
deleterious effects from any improper use and/or disclosure of Protected
Health Information that PHARMACY reports to COUNTY.

4. use commercially reasonable efforts to maintain the security of the Protected
Health Information and to prevent unauthorized use and/or disclosure of
such Protected Health Information.

5. require all of its subcontractors and agents that receive or use, or have
access to, Protected Health Information under this Agreement to agree, in
writing, to adhere to the same restrictions and conditions on the use and/or
disclosure of Protected Health Information that apply to PHARMACY
pursuant to this Agreement.

6. make available all records, books, agreements, policies and procedures
relating to the use and/or disclosure of Protected Health Information to the
Secretary of the Department of Health and Human Services for purposes of
determining COUNTY's compliance with the Privacy Regulation, subject to
attorney-client and other applicable legal privileges.

7. upon prior written request, make available during normal business hours at
PHARMACY offices all records, books, agreements, policies and procedures
relating to the use and/or disclosure of Protected Health Information to
COUNTY within 10 business days for purposes of enabling COUNTY to
determine PHARMACY compliance with the terms of this Agreement.
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8. within 45 days of receiving a written request from COUNTY, provide to

COUNTY such information as is requested by COUNTY to permit COUNTY
to respond to a request by an individual for an accounting of the disclosures
of the individual's Protected Health Information in accordance with 45 C.F.R.
§ 164.528.

9. except as required by state or federal law, return to COUNTY or destroy,
within 5 business days of the termination of this Agreement, the Protected
Health Information in its possession and retain no copies (which for purposes
of this Agreement shall mean destroy all backup tapes).

10. disclose to its subcontractors, agents or other third parties, and request from
COUNTY, only the minimum Protected Health Information necessaiy to
perform or fulfill a specific function required or permitted hereunder.

D. Responsibilities of COUNTY with respect to Protected Health Information. With
regard to the use and/or disclosure of Protected Health Information by
PHARMACY, COUNTY hereby agrees:

1. to inform PHARMACY of any changes in the form of notice of privacy
practices (the "Notice") that COUNTY provides to individuals pursuant to 45
C.F.R. §164.520, and to provide PHARMACY a copy of the Notice currently
in use.

2. to inform PHARMACY of any changes in, or withdrawal of, the consent or
authorization provided to COUNTY by individuals pursuant to 45 C.F.R.
§164.5060r§164.508.

3. to inform PHARMACY of any opt-outs exercised by any individual from
marketing and/or fundraising activities of COUNTY pursuant to 45 C.F.R.
§ 164.514(e) and (f).

4. to notify PHARMACY, in writing and in a timely manner, of any arrangements
permitted or required of COUNTY under 45 C.F.R. Parts 160 and 164 that
may impact in any manner the use and/or disclosure of Protected Health
Information by PHARMACY under this Agreement, including, but not limited
to, restrictions on use and/or disclosure of Protected Health Information as
provided for in 45 C.F.R. § 164.522 agreed to by COUNTY.

5. that PHARMACY may make any use and/or disclosure of Protected Health
Information permitted under 45 C.F.R. § 164.512 except uses or disclosure
for research is not permitted without prior approval by COUNTY.

E. Survival of Obligations. The rights and obligations set forth in this Section 17
shall survive the termination of this Agreement.

18. Non-disclosure/Non-solicitation.

A. Non-disclosure. In the course of performing under this Agreement, each party
may receive, be exposed to or acquire Confidential Information including but not
limited to, all information, data, reports, records, summaries, tables and studies,

44:
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whether written or oral, fixed in hard copy" or contained in any computer data
base or computer readable form, as well as any information identified as
confidential of the part ("Confidential Information"). Without limiting the
foregoing, the parties acknowledges and agrees that this Agreement, including
the pricing terms of this Agreement, constitutes Confidential Information. For

purposes of this Agreement, Confidential Information shall not include
information subject to release pursuant to the California Public Records Act or
Protected Health Information, the security of which is the subject of this
Agreement and is provided for elsewhere. Each party, including its employees,
agents or representatives (i) shall not disclose to any third party the Confidential
Information except as otherwise permitted by this Agreement, (ii) only permit
use of such Confidential Information by employees, agents and representatives
having a need to know in connection with performance under this Agreement,
and (iii) advise each of their employees, agents, and representatives of their
obligations to keep such Confidential Information confidentiaL. This provision

shall not apply to Confidential Information: (1) after it becomes publicly
available through no fault of either Party; (2) which is later publicly released by .
either Party in writing; (3) which is lawfully obtained from third parties without
restriction; or (4) which can be shown to be previously known or developed by
either Party independently of the other Party.

B. Non-solicitation. During the term of this Agreement and for one (1) year after
the termination thereof the PHARMACY will not hire, seek to hire or assist in
hiring any employee, agent or independent contractor of RXS or induce or seek
to induce or take action which results in the termination of employment or other
arrangements between RXS, and such employee, agent or independent
contractor or otherwise interferes with such employment or contractual
arrangements.

C. Enforcement. The parties acknowledge and agree that any breach of any of
the provisions of Sections 18(a) or 18(b) (the "Restrictive Covenants") would
result in irreparable injury and damage for which money damages would not
provide an adequate remedy. Therefore, if either part breaches, or threatens
to commit a breach of, any of the Restrictive Covenants, the non-breaching
party shall have the right and remedy (upon compliance with any necessary
prerequisites imposed by law upon the availability of such remedy), which shall
be independent and severally enforceable, and which shall be in addition to, and
not in lieu of, any other rights and remedies available to the party under law or
in equity (including, without limitation, the recovery of damages), to have the
Restrictive Covenants specifically enforced (without posting bond and without
the need to prove damages) by any court having equity jurisdiction, including,
without limitation, the right to a restraining order(s) and injunctions (preliminary,
mandatory, temporary and permanent), without posting bond and without the
need to prove damages, against violations, threatened or actual, and whether or
not then continuing, of such covenants. In addition, any breach of the
Restrictive Covenants shall constitute a material breach of this Agreement.

0257
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19. Entire Agreement. This Agreement represents the entire understanding of the
parties. There are no other agreements or understandings between the parties,
either oral or written, relating to pharmacy services. Any amendments to this
Agreement shall be in writing and signed by both parties.

Page 13 of 13
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COUNTY OF SANTA CRUZ

EXHIBIT A-1 Health Care Service Provision Sites Serviced by Pharmacy

Center Name Address City Zipcode

County of Santa Cruz Health Services Agency (COUNTY)
. Emeline Clinic 1080 Emeline Ave. Santa Cruz, CA 95060
. Watsonville Health Center 9 Crestview Dr. Watsonville, CA 95076
. Homeless Person's 115-A Coral st. Santa Cruz, CA 96060

Health Project Coral

Street Clinic
. Mental Health and 1400 Emeline Ave. Santa Cruz, CA 96060

Substance Abuse
Services

. Mental Health and 1430 Freedom Blvd. Watsonville, CA 95076
Substance Abuse
Services

Santa Cruz Women's Health Center (Covered entit under COUNTY)
. Santa Cruz Women's 250 Locust st. Santa Cruz, CA 95060

Health Center

Salud Para La Gente (Separate covered entity affiliated with program)
. Salud Para La Gente 204 E. Beach St., Bldg B. Watsonville, CA 95076
. Clinica del Valle del 45 Nielson Street Watsonville, CA 95076

Paiaro (SPLG)
. Beach Flats Clinic 302 Riverside Ave. Santa Cruz, CA 95060

Page 1 of 1
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Exhibit A-3

0272

COUNTY OF SANTA CRUZ

EXHIBIT A-3 United States Department of Health and Human Services (DHHS)
Manufacturer Audit Guidelines

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Health Resources and Services Administration

Manufacturer Audit Guidelines and Dispute Resolution Process 0905-ZA":19

AGENCY: Health Resources and Services Administration, HHS.

ACTION: Final notice.

INFORMATION: Section 602 of Public Law 102-585, the "Veterans Health Care Act of
1992," enacted section 340B of the Public Health Service Act (the "PHS Act",
"Limitation on Prices of Drugs Purchased by Covered Entities." Section 340B provides
that a manufacturer who sells covered outpatient drugs to eligible (covered) entities
must sign a pharmaceutical pricing agreement with the Secretary of Health and Human
Services ("HHS") in which the manufacturer agrees to charge a price for covered
outpatient drugs that will not exceed the amount determined under a statutory formula.

Section 340B (a) (5) of the PHS Act identifies certain requirements for covered entities
concerning potential double price reductions and drug diversion. A covered entity must.
permit the manufacturer of a covered outpatient drug to audit the records of the covered
entity directly pertaining to the entity's compliance with the requirements of section
340B(a)(5) (A) and (B) as to drugs purchased from the manufacturer. These audits must
be conducted in accordance with guidelines established by the Secretary, acting
through the Health Resources and Services Administration, Bureau of Primary Health
Care, the Office of Drug Pricing (the "Department". Section 340B (a) (5) (C) states that
the Secretary shall establish guidelines relating to the number, scope and duration of
the audits. The Department has defined these terms and provided suggested audit
steps.

Further, the Department anticipates that disputes may arise between covered entities
and participating manufacturers regarding implementation of the provisions of section
340B. To resolve these disputes in an expeditious manner, the Department has
developed a voluntary dispute resolution process.

The purpose of this notice is to inform interested parties of final program guidelines
concerning manufacturer audit guidelines and the dispute resolution process.

44
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0273
FOR FURTHER INFORMATION CONTACT: Director, Office of Drug Pricing, Bureau of
Primary Health Care, Health Resources and Services Administration, 4350 East-West
Highway, West Towers, 10th Floor, Bethesda, Maryland 20814, Phone: (301) 594-4353.

EFFECTIVE DATE: January 13,1997.

SUPPLEMENTARY INFORMATION:

(A) Background
Proposed manufacturer audit guidelines and the proposed informal dispute process
were announced in the Federal Register at 59 FR 30021 on June 10, 1994. A comment
period of 30 days was established to allow interested parties to submit comments. The
ODP received comments from 12 sources including pharmaceutical manufacturers, a
covered entity, and organizations representing pharmaceutical manufacturers or
covered entities, and the American Institute of Certified Public Accountants.

The following section presents a summary of all major comments, grouped by subject,
and a response to each comment. All comments were considered in developing this
final notice. Changes were also made to increase clarity and readability.

(B) Comments and Responses:"-Manufacturer Audit Guidelines

Comment: A number of commenters addressed the requirement that a manufacturer
establish reasonable cause and obtain approval from the Department before conducting
an audit. While some commenters believe that the statute gives manufacturers the right
to routinely conduct an audit as a normal business practice without the need for
Departmental approval, other commenters indicated that manufacturers should be
required to provide objective documentation that a violation has occurred before being
granted permission to audit.

Response: Section 340B (a) (5) (C) provides that audits will be performed in
accordance with procedures established by the Secretary relating to the number,
duration, and scope of the audits. These audits must pertain directly to the entity's
compliance with the prohibitions against drug diversion and the generation of duplicate
drug rebates and discounts with respect to drugs of the manufacturer. See Section
340B (a) (5) (A) & (B). In order to ensure that the audits pertain to compliance with the
prohibitions in the aforementioned subparagraphs, it is appropriate to require
manufacturers to submit an audit work plan for the Department's review and to establish
reasonable cause. Although the Department will not require pre-approval of the plan,
this will ensure that the audits are performed where there are valid business concerns
and are conducted with the least possible disruption to the covered entity. Significant
changes in quantities of specific drugs ordered by a covered entity and complaints from
patients/other manufacturers about activities of a covered entity may be a basis for
establishing reasonable cause.

Comment: Omit the reqùirement to submit an audit plan for the Department's approval.

Response: The requirement for approval of an audit plan has been dropped. The
Department's review of the audit work plan is necessary to ensure that audit work
performed is relevant to the audit objectives while protecting patient confidentiality and
information of the covered entity which is considered proprietary. If after this review the
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Department has concerns regarding the audit plan it will work with the manufacturer to
incorporate mutually agreed-upon revisions to the plan.

Comment: Commenters indicated that audits would not be meaningful without

((Page 65407))

a clear definition of a "patient of the entity."

Response: Because sufficient criteria must be provided by which auditors (and others)
can determine if consumers of drugs purchased at the mandated prices are eligible to
receive covered drugs, a definition of "patient of the entity" is necessary. ODP has
addressed this issue by means of Federal Register final notice dated October 24, 1996
(61 FR 55156)
Comment: Establish a timeframe or deadline for the various steps in the process. The
commenters are concerned that the process could be unreasonably delayed should the
Department, the covered entity, or the dispute resolution committee not act in a timely
manner. For example, an audit cannot begin until the Department grants permission
and approves the audit work plan, while a covered entity's refusal to respond to an audit
report would preclude the next step in the process from taking place. The suggestions
for timeframes included to shorten from 60 to 30 days the timeframe for covered entities
to respond to a manufacturer's audit findings and apply a 30-day timeframe for each
step except for the act of performing the actual audit.

Response: There should be timeframes applicable to the actions required by the
covered entities and the Department. The following timeframes have been incorporated
into the guidelines:o:bullet~ The Department will review an audit work plan submitted by
a manufacturer within 15 days of submission;o:bullet~ The requirement for covered
entities to respond to audit findings and recommendations within 60 days has been
reduced to 30 days;

Comment: Access to records should include the records of any organization employed
by the covered entity to purchase or dispense drugs or file Title XiX claims on the
entity's behalf.

Response: The auditors must have access to all records necessary for identifying and
determining the eligibility of the ultimate consumer of drugs purchased at the discount
price and whether Medicaid rebates were also claimed for those drugs. The guidelines
have been revised to indicate that any organization purchasing or dispensing covered
drugs or filing Title XiX claims on behalf of a covered entity is subject to the same audit
requirements as the covered entity.

Comment: There were concerns with the Department's March 1994 Guideline Letter
concerning the contracted pharmacy mechanism. These commenters believe that
unforeseen business relationships and activities by covered entities under these
guidelines could result in new patterns of fraud and abuse.

Response: The Department has addressed the contracted pharmacy mechanism in a
separate Federal Register final notice on August 23,.1996 at 61 FR 43549.

Comment: Compliance with the requirements outlined in the Government Auditing
Standards will significantly increase the cost of performing audits and require the use of
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independent accountants rather than internal audit staff. It was suggested that
manufacturers use their own internal auditing standards or those of the Institute of
Internal Auditors.

Response: Conducting audits in accordance with the Government Auditing Standards
will provide assurances that audits will be performed in accordance with generally
accepted auditing standards relating to professional qualifications of the auditors,
independence, due professional care, field work, and reporting of the audit findings.
Compliance with these standards will also ensure audit uniformity and consistency and
adequacy of documentation to permit independent review in cases where disputes
arise.

Comment: The guidelines should stipulate the record retention requirements for covered
entities (i.e., indicate how long records must be maintained for possible audit).

Response: Covered entities should maintain records to demonstrate the distribution and
use of covered drugs for a period of not less than 3 years.

Comment: There should be greater audit latitude and cooperation between
manufacturers and entities as allowed by the "Medicaid Agreement."

Response: The "Medicaid Agreement" permits manufacturers to audit the Medicaid
utilization information reported by the State. In this instance, manufacturers are auditing
information received by the State and are permitted to develop mutually beneficial
procedures with the State. This is a very different situation from the audits permitted by
section 340B. Pursuant to section 340B authority, a manufacturer may audit an entity
whose only connection to the State or Federal government is in the form of a grant or
reimbursement that it receives. In this instance, the manufacturer is permitted to audit
only pursuant to guidelines established by the Secretary.

Comment: In order to maximize profits, covered entities could require patients to
purchase covered drugs from them, thus infringing on patients' rights to choose their
own providers.

Response: Patients of covered entities have the right to fill their prescriptions at the
pharmacy of their choice. Of course, if the patient chooses to have the prescription filled
at a location other than with the covered entity, discount pricing cannot be guaranteed.

Comment: The guidelines should focus only on the number, duration, and scope of
audits.

0275

Response: The guidelines stipulate that (1) audits are to be performed only when there
is a reasonable cause to believe that there has been a violation of section 340B(a)(5)
(A) or (B); (2) audits are to be conducted with the least possible disruption to the
operations of the covered entity with only one audit being permitted during the same
time period; and (3) the scope of the audits must be sufficient to evaluate the covered
entity's compliance with the aforementioned statutory prohibitions.

Comment: The guidelines are unfairly burdensome and shift the Secretary's
responsibility for enforcing the statute to the manufacturers.

Response: In accordance with the intent of the statute, the audits should be performed
only when there is reasonable cause for their performance. Further, the statute also

Page 4 of 17
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states that the audits should be conducted at the expense of the Government or the
manufacturer. We believe that the party which demonstrates a reasonable cause for the
audit should commission the audit. However, in cases where more than one
manufacturer has demonstrated reasonable cause for an audit, then the Government
may perform the audit in order to protect thê confidentiality of the manufacturers'
proprietary information.

Comment: Some of the proposed audit steps are duplicative; therefore, the proposed
audit steps at section II b, c, e, f, and g should be excised or moved to streamline the
proposed guidelines.

Response: The guidelines have been reorganized to provide a section on "Procedures
To Be Followed" and a section on "Suggested Audit Steps." This clearly distinguishes
the procedures to be followed by the manufacturer from the suggested procedures to be
performed by the manufacturer's auditors.

Comment: In cases where the Government elects to perform its own audit, the resulting
audit report should be made available to the manufacturers.

Response: Audit reports prepared by Government auditors are public documents. A
copy of the audit report will be made available to the manufacturers upon request.
Requests

((Page 65408))

should be addressed to: Director, HRSA, Office of Drug Pricing, Bureau of Primary
Health Care, 4350 East West Highway, West Towers, 10th Floor, Bethesda, MD 20814.

Comment: Because audits will be permitted only when the manufacturer can
demonstrate that there is "reasonable cause" to believe that a violation of section 340B
(a) (5) has occurred, "reasonable cause" should be defined.

Response: The guidelines have been revised to provide a definition of "reasonable
cause."

Comment: A covered entity should be given an opportunity to respond to a
manufacturer's request for an audit before the Department determines whether an audit
may be performed and should be permitted to review and comment on the
manufacturer's proposed audit work plan before it is approved by the Department.

Response: The guidelines provide for a 30 day period before the manufacturer submits
to the Department an audit work plan in which the manufacturer and the covered entity
must attempt in good faith to resolve the matter. When the manufacturer submits its
audit work plan, it has already discussed the matter with the covered entity; therefore,
we do not believe there is a need for the covered entity to comment on a manufacturer's
submission of an audit work plan. The Department, at its discretion, may contact the
covered entity as part of the review process of the proposed manufacturer's audit.
Likewise, we do not believe that there is a need for the covered entity to review and
comment on the manufacturer's proposed work plan once it has been reviewed by the
Department.
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Comment: The guidelines should be clarified to indicate that the manufacturer's
independent public accountant should perform the audit. This is necessary to comply
with the "independence standard" contained in the Government Auditing Standards.

Response: The guidelines have been modified to indicate that a manufacturer's auditor
shall be an independent public accountant employed by a manufacturer to perform the
audit.

Comment: Refer to reviews as "attestation engagements" rather than "audits," and
perform them as agreed-upon procedures in accordance with the Statement on
Standards for Attestation Engagements NO.3, Compliance Attestation. The procedures
to be performed could be jointly developed and agreed upon by the Department, the
covered entity, manufacturer, and the independent accountant.

Response: Although some of the work to be performed by the independent public
accountant or government auditor may involve some attestation procedures, the statute
calls for an audit of the covered entity's records. Therefore, the term audit has been
used in the preparation of the guidelines. Further, we agree that the opinions and views
of all interested parties should be considered in the preparation of the guidelines. This
has been achieved through the publication of the proposed guidelines in the Federal
Register, requesting public comment.

Comment: The notice should include the guidelines to be followed by Federal auditors.

Response: Federal auditors will perform audits in accordance with the Government
Auditing Standards. The Notice has been clarified.

Comment: Covered entities should have the right to submit newly compiled or
discovered information following the manufacturer's audit for consideration by the
review committee.

Response: The guidelines provide that when a covered entity disagrees with the audit
report's findings and recommendations, the covered entityshould provide its rationale
for the disagreement to the manufacturer. The manufacturer and the covered entity
must make a good faith effort to resolve the issue before requesting review using the
dispute resolution process. Newly compiled or discovered information can be provided
to the manufacturer during this period of good faith effort. If the parties are still unable to
reach agreement, the newly compiled or discovered information can be submitted to the
Department along with the other information that was developed as part of the audit.
The Department will consider the auditor's findings and recommendations as well as the
covered entity's rationale for disagreeing during the review process.

Comment: All covered entity records and information identified in the audit process
should be held in strict confidence by the manufacturer.

Response: Confidential patient information and proprietary information will be protected.

Comment: Manufacturers should not be required to continue to sell to a covered entity
at the mandated price once an audit has been initiated, particularly since reasonable
cause has already been demonstrated.

Response: Manufacturers must continue to sell at the statutory price during the audit
process. Once the audit has been completed and the manufacturer believes that there
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is sufficient evidence to indicate prohibited entity activity, and then the manufacturer
may bring the claim to the Department through the informal dispute process. Not until
the entity is found guilty of prohibited activity and a decision is made to remove the
entity from the covered entity list, will the manufacturers no longer be required to extend
the discount.

Comment: Each manufacturer, wronged by the same business practices of the same
entity, must wait its turn to audit the entity and pursue its case through the dispute
process in order to recover. This could result in a failure to enforce the statute.

Response: The guidelines have been revised to permit the Department, if deemed
necessary, to provide for corrective action as to other manufacturers wronged by
prohibited entity activity.

Comment: Include the hospital prohibition against participation in any group purchasing
arrangement as a permissible audit subject.

Response: The statute clearly limits the audit subjects to potential entity diversion
(section 340B (a) (5) (B)) and entity activity that could generate a rebate on a drug that
was discounted under the Act (section 340B (a) (5) (A)).

Comment: Provide for access to different records depending upon the record keeping
system of the entity.

Response: The notice has been revised to permit access to primary records which
would be included in a reasonable audit traiL.

Comment: There is a requirement that an informational copy of the audit be provided to
the Department and the Inspector General. Why cannot the entire report be provided to
these offices?

Response: The guidelines have been revised to require that the entire report be
submitted to the Department and the Office of the Inspector General.

Comment: The guidelines should not preclude the entity and the manufacturer from
both voluntarily developing mutually beneficial audit procedures.

Response: The guidelines have been revised to include a statement that the guidelines
do not preclude the entity and the manufacturer from both voluntarily developing
mutually beneficial audit procedures.

Comment: The auditor should be able to confirm with the Department that the entity has
provided its Medicaid provider number.

Response: The guidelines have been revised to permit the auditor to confirm with the
Department that the entity being audited does not generate a Medicaid rebate while
accepting 340B

((Page 65409))

discounts (e.g., has provided its Medicaid provider number, does not bill Medicaid, or
utilizes an all-inclusive rate billing system). Manufacturers are free to challenge a
hospital's eligibility as a covered entity by corresponding with the Department.

Comment: The Department must act independently to assure compliance.

4l Page 7 of 17



Exhibit Ä-3

0279
Response: The Department will investigate all documentation submitted regarding both
entity and manufacturer noncompliance and, when appropriate, take the necessary
steps to remove the entity from "covered entity" status.or terminate the Pharmaceutical
Pricing Agreement which the manufacturer signed with HHS, thus preventing further
participation in the program.

Comment: Set a specific time limit for a manufacturer to have audit personnel at the
entity facility with the possibility of an extension for good cause.

Response: Because of the many variables (e.g., size of the covered entity and scope of
the audit), it would be impossible to set specific time limits. However, if an entity
believes that auditors are exceeding a reasonable time period, it may notify the
Department for assistance.

Comment: You fail to require entities to allow audits.

Response: Please refer to the section entitled, "Supplemental Information, Manufacturer
Audit Guidelines," where we begin the discussion with the statement, "Covered entities
which choose to participate in the section 340B drug discount program must comply
with the requirements of section 340B(a)(5) of the PHS Act." Section 340B (a) (5) (C)
provides that a covered entity shall permit the manufacturer of a covered outpatient
drug to audit the records of the entity that pertain to the entity's compliance with section
340B (a) (5).

Comment: Guidelines regarding scope should be expanded to include procedures to
assure that manufacturers not have access to information that identifies specific
patients or transaction records concerning the products of other manufacturers.

Response: The guidelines require that audits be peiiormed in accordance with the
Government Auditing Standards (GAS) developed by the Comptroller General of the
United States. These standards require auditors to prepare the audit reports in a
manner that protects privileged and confidential information. Confidential patient
information and/or proprietary information which auditors may access in the
peiiormance of an audit will not be disclosed to the manufacturer.

Comment: In the new section III (b), change the word "access" to "obtain an
understanding of," and in section III (e) change the word "determine" to "test."

Response: We have revised the notice accordingly.

(C) Revised Manufacturer Audit Guidelines

Set forth below are the final manufacturer audit guidelines, revised based upon an
analysis of the comments above.

Manufacturer Audit Guidelines

Covered entities which choose to participate in the section 340B drug discount program
shall comply with the requirements of section 340B (a) (5) of the PHS Act. Section 340B
(a) (5) (A) prohibits a covered entity from accepting a discount for a drug that would also
generate a Medicaid rebate. Further, section 340B (a) (5) (B) prohibits a covered entity
from reselling or otherwise transferring a discounted drug to a person who is not a
patient of the entity. The participating entity shall permitthe manufacturer of a covered
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outpatient drug to audit its records that directly pertain to the entity's compliance with
section 340B (a) (5) (A) and (B) requirements with respect to drugs of the manufacturer.
Manufacturer audits shall be conducted in accordance with guidelines developed by the
Secretary, as required by section 340B (a) (5) (C). Not only will the records of any
organization working with a covered entity to purchase or dispense covered drugs, or to
prepare Medicaid reimbursement claims for the covered entity be subject to the same
audit requirement, but also any primary record that could be part of a reasonable audit
traiL.

This notice does not include the complete audit guidelines to be used by Government
auditors in cases where the Government performs its own audit. Federal auditors shall
perform audits in accordance with the Government Auditing Standards. The
Government auditors' authority to audit the covered entity's compliance with the
requirements of section 340B (a) (5) (A) and (B) shall not be limited by the
manufacturer's audit guidelines.

The following is the "Compliance Audit Guide" concerning manufacturer audit guidelines
as developed by the Secretary pursuant to section 340B(a)(5)(C): (These guidelines do
not preclude the entity and the manufacturer from voluntarily developing mutually
beneficial audit procedures.)

i. General Guidelines

The manufacturer shall submit a work plan for an audit which it plans to conduct of a
covered entity to the Department. (See section III for suggested audit steps.) The
manufacturer's auditor shall be an independent public accountant employed by the
manufacturer to perform the audit. The auditor has an ethical and legal responsibility to
perform a quality audit in accordance with Government Auditing Standards, Current
Revision, developed by the Comptroller General of the United States. Patient
confidentiality requirements also must be observed. At the completion of the audit, the
auditors must prepare an audit report in accordance with the reporting standards for
performance audits in Government Auditing Standards, Current Revision. The cost of a
manufacturer audit shall be borne by the manufacturer, as provided by section 340B (a)
(5) (C) of the PHS Act.

(a). Number of Audits

A manufacturer shall conduct an audit only when it has documentation which indicates
that there is reasonable cause. "Reasonable cause" means that a reasonable person
could believe that a covered entity may have violated a requirement of section 340B (a)
(5) (A) or (B) of the PHS Act (i.e., accepting a 340B discount on a covered outpatient
drug at a time when the covered entity has not submitted its Medicaid billing status to
the Department or transferring or otherwise reselling section 340B discounted covered
drugs to ineligible recipients).

Consistent with Government auditing standards, the organization performing the audit
shall coordinate with other auditors, when appropriate, to avoid duplicating work already
completed or that may be planned. Only one audit of a covered entity will be permitted
at anyone time. When specific allegations involving the drugs of more than one
manufacturer have been made concerning an entity's compliance with section 340B (a)
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(5) (A) and (B), the Department will determine whether an audit should be performed by
the (1) Government or (2) the manufacturer.

(b). Scope of Audits
The manufacturer shall submit an audit work plan describing the audit to the
Department for review. The Department will review the work plan for reasonable
purpose and scope. Only those records of the covered entity (or the records of any
organization that works with the covered entity to

((Page 6541 OJ)

purchase, dispense, or obtain Title XiX reimbursement for the covered drug) that
directly pertain to the potential 340B violation(s) may be accessed, including those
systems and processes (e.g., purchasing, distribution, dispensing, and billing) that
would assist in determining whether a 340B violation has occurred.

(c). Duration of Audits

Normally, audits shall be limited to an audit period of one year and shall be performed in
the minimum time necessary with the minimum intrusion on the covered entity's
operations.

11. Procedures To Be Followed

(a). The manufacturer shall notify the covered entity in writing when it believes the
covered entity has violated provisions of section 340B. The manufacturer and the
covered entity shall have at least 30 days from the date of notification to attempt in good
faith to resolve the matter.

(b). The manufacturer has the option to proceed to the dispute resolution process
described later in the notice without an audit, if it believes it has sufficient evidence of a
violation absent an audit. If the matter is not resolved and the manufacturer desires to
perforii an audit, the manufacturer must file an audit work plan with the Department.
(See section For Further Information for address.) The manufacturer must set forth a
clear description of why it has reasonable cause to believe that a violation of section
340B (a) (5) (A) or (B) has occurred, along with sufficient facts and evidence in support
of the belief. In addition, the manufacturer shall provide copies of any documents
supporting its claims.

(c). The Department will review the documentation submitted to determine if reasonable
cause exists. If the Department finds that there is reasonable cause to believe that a
violation of section 340B (a) (5) (A) or (B) has occurred, the Department will not
intervene. In cases where the Department determines that the audit shall be performed
by the Government, the Department will so advise the manufacturer and the covered
entity within 15 days of receipt of the audit work plan.

(d). The filing of an audit work plan does not affect the statutory obligations of the
parties as defined in section 340B of the PHS Act. During the audit process, the
manufacturer must continue to sell covered outpatient drugs at the section 340B ceiling
price to the covered entity being audited, and the covered entity must continue to
comply with the requirements of section 340B(a)(5).
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(e). Upon receipt of the manufacturer's audit work plan, the Department, in consultation
with an appropriate audit component, will review the manufacturer's proposed work
plan. As requested by GAS, the audit work plan shall describe in detail the following:

(1). audit objectives (what the audit is to accomplish), scope (type of data to be
reviewed, systems and procedures to be examined, offcials of the covered entity to be
interviewed, and expected time frame for the audit), and methodology (processes used
to gather and analyze data and to provide evidence to reach conclusions and
recommendations );

(2). skill and knowledge of the audit organization's personnel to staff the assignment,
their supervision, and the intended use of consultants, experts, and specialists;

(3). tests and procedures to be used to assess the covered entity's system of internal
controls;

(4). procedures to be used to determine the amounts to be questioned should violations
of section 340B (a) (5) (A) and (B) be discovered; and

(5). procedures to be used to protect patient confidentiality and proprietary information.

(f). Within 15 days of receipt of the proposed audit work plan, the Department shall
review the work plan. If after this review the Department has concerns about the work
plan, it will work with the manufacturer to incorporate mutually agreed-upon revisions to
the plan. The covered entity will have at least 15 days to prepare for the audit.

(g). At the completion of the audit, the auditors must prepare an audit report in
accordance with reporting standards for performance audits of the GAS. The
manufacturer shall submit the audit report to the covered entity. The covered entity shall
provide its response to the manufacturer on the audit report's findings and
recommendations within 30 days from the date of receipt of the audit report. When the
covered entity agrees with the audit report's findings and recommendations either in full
or in part, the covered entity shall include in its response to the manufacturer a
description of the actions planned or taken to address the audit findings and
recommendations. When the covered entity does not agree with the audit report's
findings and recommendations, the covered entity shall provide its rationale for the
disagreement to the manufacturer.

(h). The manufacturer shall also submit copies of the audit report to the Department
(see section For Further Information Contact for the address) and the Office of Inspector
General, Office of Audit Services, PHS Audits Division at Room 1-30, Park Building,
12420 Park lawn Drive, Rockville, MD 20857.

(i). If a dispute concerning the audit findings and recommendations arises, the parties
may file a request for dispute resolution with the Department. All dispute resolution
procedures developed by the Department shall be followed.

ILL. Suggested Audit Steps

Suggested audit steps include the following: (a). Review the covered entity's policies
and procedures regarding the procurement, inventory, distribution, dispensing, and
billing for covered outpatient drugs.
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(b). Obtain an understanding of internal controls applicable to the policies and
procedures identified above (step a) when necessary to satisfy the audit objectives.

(c). Review the covered entity's policies and procedures to prevent the resale or transfer
of drugs to a person or persons who are not patients of the covered entity.

(d). Test compliance with the policies and procedures identified above (step c) when
necessary to satisfy the audit objectives. (e). Review the covered entity's records of
drug procurement and distribution and test whether the covered entity obtained a
discount only for those programs authorized to receive discounts by section 340B of the
PHS Act.

0283

(f). If a covered entity does not use an all inclusive billing system (per encounter or
visit), but instead bills outpatient drugs using a cost-based billing system, determine
whether the covered entity has provided its pharmacy Medicaid provider number to thè
Department and test whether the covered entity billed Medicaid at the actual acquisition
cost. The auditor is permitted to contact the ODP (at the number in the For Further
Information Contact section) to determine if the entity--(1) has provided its pharmacy
Medicaid provider number, (2) does not bill Medicaid for covered outpatient drugs, (3)
uses an all- inclusive rate billing system, or (4) is an entity clinic eligible for the discount
pricing but located within a larger medical facility not eligible for the drug discounts and
has provided the ODP a separate pharmacy Medicaid provider number or an agreement
with the State Medicaid Agency regarding an operating mechanism to prevent duplicate
discounting.

((Page 65411))

(g). Where the manufacturer's auditors conclude that there has been a violation of the
requirements of section 340B(a)(5) (A) or (B), identify (1) the procedures or lack of
adherence to existing procedures which caused the violation, (2) the dollar amounts
involved, and (3) the time period in which the violation occurred.

(h). Following completion of the audit field work, provide an oral briefing of the audit
findings to the covered entity to ensure a full understanding of the facts.

(D) Comment and Responses--Informal Dispute Resolution

Comment: The guidelines should include a mechanism to verify or "dispute" the
accuracy of the Department's list of covered entities.

Response: The notice has been revised to include, as a type of dispute covered by the
informal dispute mechanism, the accuracy of the master list of covered entities.

Comment: A dispute review committee consisting of only OOP and other PHS
employees could result in conflict-of-interest concerns. The dispute review committee
should be an independent body (e.g., an administrative law judge), and there should be
a mechanism to provide for non-PHS members in cases where the dispute involved
ODP.

Response: The Department is overseeing the implementation of section 340B of the
PHS Act, and as such, is offering a voluntary dispute resolution mechanism to expedite
this process. No manufacturer or covered entity is required to avail itself of this process
before resorting to other available measures. Further, parties which do participate in the
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dispute resolution process will have an appeal opportunity with a HRSA review official
or committee.

Comment: The penalties for covered entities that violate section 340B (a) (5)
requirements are not adequate. For entities to merely repay discounts (plus interest)
which they obtained and to which they were not entitled is not an effective deterrent. It
was suggested that entities that have violated statutory requirements pay the cost of the
audits, pay various amounts up to 150 percent of the improperly obtained discount (plus
interest) and/or be banned from continued participation in the program. Further, it was
suggested that an entity's failure to respond in a timely basis to a manufacturer's audit
findings should result in a "summary judgment" against the entity.

Response: Section 340B(a) is clear concerning entity penalties for reselling or
transferring discounted drugs, for generating duplicate discounts and rebates and who
must bear the cost of auditing. Section 340B (a) (4) defines "covered entity" as one
which meets the requirements of paragraph (5). This paragraph prohibits drug diversion
and double price reductions. If an entity is found guilty of either of these activities, the
entities may be found by the Department no longer to be covered under section 340B.
Section 340B (a) (5) (D) outlines the monetary penalty for violations of these
prohibitions and provides that entities must pay to the manufacturer the amount of
discount received. Although section 340B provides for no other penalty, copies of the
audit results will be submitted to the Office of Inspector General for review and possible
further investigation. Section 340B (a) (5) (C) clearly provides that manufacturer audits
are performed at the manufacturer expense. We agree that some type of penalty is
necessary for an entity which does not respond in a timely fashion to a manufacturer
audit results. We have revised the audit guidelines to allow for the manufacturer to
submit to the Department a request for dispute resolution for entity non-response within
given timeframes.

Comment: Please clarify the meaning of "final determination" as used in Part III of the
Notice entitled, "Penalties."

Response: A "final determination" under the Dispute Resolution procedure is reached
when review by the Administrator of the Health Resources and Services Administration
(HRSA) is completed and the HRSA Administrator or appointee has made a decision on
the issue(s) involved.

Comment: It is not clear when an administrative decision can be appealed by a covered
entity to the Federal courts.

Response: Covered entities or manufacturers are encouraged to participate in this
voluntary process for the resolution of disputes regarding section 340B. It is expected
that once a covered entity or a manufàcturer submits a request for informal dispute
resolution, the process will be completed before pursuing other remedies which may be
available under applicable principles of law. Entities may wish to seek legal advice
concerning the exhaustion of administrative remedies regarding a voluntary
administrative process. Section III of the Guidelines has been clarified.
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Comment: Additional appeal procedures may be problematic for covered entities or
manufacturers who must exhaust their administrative remedies before seeking
remedies in a court of law.

Response: The dispute resolution process is a voluntary process. Manufacturers or
entities are only encouraged to participate in the process before seeking other
remedies.

Comment: The term "PHS" is not defined. It is unclear whether this means the ODP or
some other office within the PHS.

Response: The term "PHS" means the Public Health Service in its entirety. The
guidelines have been revised to reflect that the Department will be implementing these
guidelines through the ODP.

Comment: A party who is unable to resolve a dispute can submit a written request for a
review of the dispute. Time deadlines should be included to state when that written
request can be submitted.

Response: The guidelines have been changed to include such deadlines.

Comment: Time deadlines and penalties for non-response must be included for various
steps in the dispute process. First, upon receipt of a request for a review, the
chairperson of the review committee should send a letter to the part alleged to have
committed a violation. Time deadlines should be included on when the chairperson
must send this letter. Second, the activities of the review committee should also have
deadlines. Third, a deadline for the submission of additional information should be
included.

Response: The guidelines have been changed to include such deadlines.

Comment: The penalties do not preclude the imposition by the Government of other
penalties or remedies under other statutes such as the Federal False Claims Act.

Response: The guidelines have been revised to clarify this issue.

(E) Revised Informal Dispute Resolution Process

Set forth below are the final informal dispute resolution guidelines, revised based upon
the analysis of the comments above.

Dispute Resolution Process

The Department, acting through the Office of Drug Pricing (GOP), is proposing a
voluntary process for the resolution of certain disputes between manufacturers and
covered entities concerning compliance with the provisions of section 340B of the PHS
Act. Covered entities or manufacturers are not required to enter this informal process for
resolution of disputes regarding section 340B. However, the Department expects parties
to utilize the

((Page 65412))

process before resorting to other remedies which may be available under applicable
principles of law.

i. Types of Disputes Covered
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Disputes resolved by these procedures include: (a) A manufacturer believes a covered
entity is in violation of the prohibition against resale or transfer of a covered outpatient
drug (section 340B (a) (5) (B) of the PHS Act), or the prohibition against duplicate
discounts or rebates (section 340B (a) (5) (A) of the PHS Act).

(b) A covered entity believes that a manufacturer is charging a price for a covered
outpatient drug that exceeds the ceiling price as determined by section 340B (a) (1) of
the PHS Act.

(c) A manufacturer is conditioning the sale of covered outpatient drugs to a covered
entity on the entity's provision of assurances or other compliance with the
manufacturer's requirements that are based upon section 340B provisions.

(d) A covered entity believes that a manufacturer has refused to sell a covered
outpatient drug at or below the ceiling price, as determined by section 340B (a) (1) of
the PHS Act.

(e) A manufacturer believes that a covered entity is dispensing a covered outpatient
drug in an unauthorized service (e.g., inpatient services or ineligible clinics within the
same health system).

(f) A manufacturer believes that a covered entity has not complied with the audit
requirements under section 340B (a) (5) (c) of the PHS Act or the audit guidelines as
set forth in this notice.

(g) A covered entity believes that the auditors of the manufacturer have not abided by
the approved work plan or audit guidelines.

(h) A covered entity is unable to obtain covered outpatient drugs through a wholesaler
because the manufacturer will only sell section 340B discounted drugs directly from the
manufacturer to the entity.

(i) A manufacturer or covered entity wants to verify the accuracy of the master list of
covered entities.

II. Dispute Resolution Process

Prior to the filing a request for dispute review with the Department, the parties must
attempt, in good faith, to resolve the dispute. All parties involved in the dispute must
maintain written documentation as evidence of the good faith attempt to resolve the
dispute. Such evidence includes documentation of meetings, letters, or telephone calls
between the disputing parties that concern the dispute.

If the dispute has not been resolved after a good faith attempt, a party may submit a
written request for a review of the dispute to the Director of the ODP within 30 days.

The party requesting the review may not rely only upon allegations but is required to set
forth specific facts showing that there is a genuine and substantial issue of material fact
in dispute that requires a review.

The request for review shall include a clear description of the dispute, shall identify all
the issues in the dispute, and shall contain a full statement of the party's position with
respect to such issue(s) and the pertinent facts and reasons in support of the part's
position. In addition to the required statement, the party shall provide copies of any
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documents supporting its claim and evidence that a good faith effort was made to
resolve the dispute. These materials must be tabbed and organized chronologically and
accompanied by an indexed list identifying each document.

The filing of the dispute does not affect any statutory obligations of the parties, as
defined in section 340B of the PHS Act. During the review process, for example, a
manufacturer must continue to sell covered outpatient drugs at or below the section
340B ceiling price to all covered entities, including the covered entity involved in the
dispute. Only when the entity is found guilty of prohibited activity and a decision is made
to remove the entity from the list of covered entities, is the manufacturer no longer
required to extend the discount.

The Director, Bureau of Primary Health Care, shall appoint a committee to review the
documentation submitted by the disputing parties and to make a proposed
determination. A minimum of three individuals shall be appointed (one of whom shall be
designated as a chairperson) either on an ad hoc, case-by-case basis, or as regular
members of the review committee. The chairperson shall be from the ODP and the
committee members shall be from other sections of PHS (e.g. chief pharmacist,
auditor).

Upon receipt of a request for a review, the chairperson of the review committee, within
30 days, will send a letter to the party alleged to have committed the violation. The letter
will include (1) the name of the party making the allegation(s), (2) the allegations(s), (3)
documentation supporting the part's position, and (4) a request for a response to or
rebuttal of the allegations within 37 calendar days of the receipt of the letter (7 days
from the date of the postmark of the letter being allowed for mailing and processing
through the organization).

Upon receipt of the response or rebuttal, the review committee will review all
documentation. The request and rebuttal infomiation will be reviewed for (1) evidence
that a good faith effort was made to resolve the dispute (2) completeness, (3) adequacy
of the documentation supporting the issues, and (4) the reasonableness of the
allegations. If the documentation meets these requirements, the review committee will
consider the matter.

0287

The reviewing committee may, at its discretion, invite parties to discuss the pertineht
issues with the committee and to submit such additional information as the committee
deems appropriate.

The review committee will propose to dismiss the dispute, if it conclusively appears from
the data, information, and factual analyses contained in the request for a review and
rebuttal documents that there is no genuine and substantial issue of fact in dispute.
Within 30 days, a written decision of dismissal will be sent to each part and will contain
the committee's findings and conclusions in detail, and, if the committee decided to
dismiss, reasons why the request for a review did not raise a genuine and substantial
issue of fact.

With all other proposed findings, within 30 days, the review committee will prepare a
written document containing the findings and detailed reasons supporting the proposed
decision. The document is to be signed by the chairperson and each of the other
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committee members. The committee's written decision will be sent with a transmittal
letter to both parties. If the committee finds the covered entity guilty of prohibited activity
and a decision is made to remove the entity from the covered entity list, then the
manufacturers will no longer be required to extend the discount. If the covered entity or
manufacturer does not agree with the committee's determination, the covered entity or
the manufacturer may appeal within 30 days after receiving such a determination to the
Administrator of the Health Resources and Services Administration, who will appoint a
review official or committee. The review official or committee will respond to appeal
request within 30 days from the receipt of the request.

ILL. Penalties

If the final determination is that a manufacturer has violated the provisions of section
340B of the PHS Act or the PHS Pharmaceutical Pricing Agreement, the manufacturer's
agreement with HHS could be terminated or other actions taken, as deemed
appropriate. If the final determination is that an entity has violated Section 340B
prohibitions against the resale or transfer of covered outpatient drugs or the prohibition
against duplicate discounts and rebates (or billing Medicaid more than the actual
acquisition cost of the drug), the entity shall be liable to the manufacturer of the covered
outpatient drug that is the subject of the violation in an amount equal to the reduction in
the price of the drug for the period of the violation, as provided by section 340B (a) (5)
(D) of the PHS Act. After the dispute is resolved, any disputed amounts must be paid or
credited to an account balance no later than 30 days following a final determination. The
entity may also be excluded from the drug discount program, if the conduct warrants
such a sanction. Such penalties do not preclude the imposition by the Government of
other penalties or remedies under other statutes such as the Federal False Claims Act.
A copy of the findings may be sent to the Office of the Inspector General for further
action. If it is documented that several manufacturers have been wronged by the same
prohibited entity behavior, corrective action will be afforded such manufacturers. (The
reporting and record keeping requirements of this document are subject to the
Paperwork Reduction Act of 1995, 44 U.S.C. 3501-3520, and have OMB clearance
through 9/30/97 (OMB Control No. 0915-0176). The Paperwork Reduction Act of 1995
added disclosure requirements to the list of items needing OMB approval. The
disclosure requirements in the audit guidelines include: section lI(a)--the manufacturer
shall notify the covered entity in writing when it believes the covered entity has violated
provisions of section 340B; section lI(g)--the manufacturer shall submit the audit report
to the covered entity, and the covered entity shall provide its response to the
manufacturer on the audit report's findings * * *; and section 111(h)--the manufacturer
shall provide an oral briefing of the audit findings to the covered entity. The disclosure
requirements in these sections will not be in force until OMB approval has been
obtained.

0288

Dated: December 6, 1996.

Ciro V. Sumaya, Administrator

Health Resources and Services Administration.
(FR DOC. 96-31541 Filed 12/11/968:45 am)
BILLING CODE 4160-15-P
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Exhibit B

Amendment 1 0289

COUNTY OF SANTA CRUZ

EXHIBIT B - Budget, Fiscal and Payment Provisions

Compensation

In consideration for PHARMACY accomplishing said result, COUNTY agrees to pay
PHARMACY the following payment for services:

1) PHARMACY's fee for Pharmacy Services shall be $_._ for each Brand Name
Drug dispensed, and shall be $_._ for each multi-source or generic drug
dispensed.

2) For Eligible Patients:

a) PHARMACY shall submit all claims for reimbursement for Covered Drugs
dispensed to Eligible Patients to RXS, the appropriate Pharmacy Benefit
Manager.

b) PHARMACY will accept the reimbursement formula as described in the Scope of
Work between COUNTY and PHARMACY, and will collect any co-payments from
the Eligible Patient, as required by COUNTY.

c) If PHARMACY collects a copayment, PHARMACY will pay COUNTY the
contracted reimbursement amount less the Pharmacy's dispensing fee for
Pharmacy Services. Such payments will be made to COUNTY monthly, and will
be accompanied by a report that will detail the payments received from Eligible
Patients and the amounts deducted by PHARMACY. Such payments are not
contingent upon PHARMACY's receipt of funds from COUNTY.

This compensation includes any and all reimbursements due to the PHARMACY for
duties performed pursuant to this Agreement as requested by the COUNTY, including
reimbursement for materials needed to perform these services.

Payment Terms

RXS will bill all appropriate parties in the format and in the manner required by
COUNTY. County and/or PHARMACY will pay appropriate parties within 30 days of
receipt of invoice.
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COUNTY OF SANTA CRUZ 0290

EXHIBIT C - STANDARD COUNTY I AGENCY PROVISIONS

1. EARLY TERMINATION. Either party hereto may terminate this contract at any
time by giving thirty (30) days written notice to the other party.

2. INDEMNIFICATION FOR DAMAGES, TAXES AND CONTRIBUTIONS.

A. Each party (including the officers, agents, employees and volunteers) shall
defend, indemnify, and save harmless the other party against all claims,
demands, suits, damages, costs, expenses, losses, or liability, in law or in
equity, of every kind and nature whatsoever, arising out of or in connection
with the indemnifying party's performance or failure to perform as required
by this agreement.

B. Notwithstanding the requirements of Paragraph 2.A. above,

CONTRACTOR agrees to exonerate, indemnify, defend, and hold
harmless COUNTY (including the officers, agents, employees and
volunteers) from and against any and all Federal, State and Local taxes,
charges, fees, or contributions required to be paid with respect to
CONTRACTOR and CONTRACTOR'S offcers, employees and agents
engaged in the performance of this Agreement (including, without
limitation, unemployment insurance, social security and payroll tax
withholding).

3. INSURANCE. Unless waived in Exhibit X, Paragraph 1 of this Agreement, or
modified in Exhibit X, Paragraph 2 of this Agreement, CONTRACTOR, at its sole
cost and expense, and for the full term of this Agreement (and any extensions
thereof), shall obtain and maintain at minimum all of the following insurance
coverage(s) and requirements subject to each party's indemnification obligations
set forth in Section 2.A. Such insurance coverage shall be primary coverage as
respects COUNTY and any insurance or self-insurance maintained by COUNTY
shall be excess of CONTRACTOR'S insurance coverage and shall not contribute
to it.

If CONTRACTOR normally carries insurance in an amount greater than the
minimum amount required by the COUNTY for this Contract, that greater amount
shall become the minimum required amount of insurance for purposes of this
Contract. Therefore, CONTRACTOR hereby acknowledges and agrees that any
and all insurance carried by it shall be deemed liability coverage for any and all
actions it performs in connection with this Contract.

If CONTRACTOR utilizes one or more subcontractors in the performance of this
Agreement, CONTRACTOR shall obtain and maintain Independent Contractor's
Insurance as to each subcontractor or otherwise provide evidence of insurance

44
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coverage for each subcontractor equivalent to that required of CONTRACTOR in
this Agreement.

A. TYPES OF INSURANCE AND MINIMUM LIMITS
1. Worker's Compensation in the minimum statutory required coverage

amounts.

2. Automobile Liability Insurance for each of CONTRACTOR'S vehicles used
in the performance of this Agreement, including owned, non-owned (e.g.,
owned by CONTRACTOR'S employees), leased or hired vehicles, in the
minimum amount of $500,000 combined single limit per occurrence for
bodily injury and property damage.

3. Comprehensive or Commercial General Liability Insurance coverage in
the minimum amount of $1,000,000 combined single limit, including
coverage for: (a) bodily injury, (b) personal injury, (c) broad form property
damage, (d) contractual liability, and (e) cross-liability and which includes
the Covered Drugs in its coverage.

4. Professional Liability Insurance in the minimum amount of $1 ,000,000.

B. OTHER INSURANCE PROVISIONS
1. If any insurance coverage required in this Agreement is provided on a

"Claims Made" rather than "Occurrence" form, CONTRACTOR agrees to
maintain the required coverage for a period of three (3) years after the
expiration of this Agreement (hereinafter "post agreement coverage") and
any extensions thereof. CONTRACTOR may maintain the required post
agreement coverage by renewal or purchase of prior acts or tail coverage.
This provision is contingent upon post agreement coverage being both
available and reasonable affordable in relation to the coverage provided
during the term of this Agreement. For purposes of interpreting this
requirement, a cost not exceeding 100% of the last annual policy premium
during the term of this Agreement in order to purchase prior acts or tail
coverage for post agreement coverage shall be deemed reasonable.

2. All required Automobile and Comprehensive or Commercial General
Liability Insurance shall be endorsed to contain the following clause:

"The County of Santa Cruz, its offcials, employees, agents
and volunteers are added as additional insureds as respects
the operations and activities of, or on behalf of, the named
insured performed under Agreement with the County of Santa
Cruz."

3. If any insurance policy of CONTRACTOR required by this document
includes language conditioning the insurer's legal obligation to defend or
indemnify COUNTY on the performance of any act(s) by the named
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insured, then said insurance policy, by endorsement, shall also name the
County of Santa Cruz as a named insured. Notwithstanding the foregoing,
both the CONTRACTOR and its insurers agree that by naming the County
of Santa Cruz as a named insured, the COUNTY may at its sole direction,
but is not obligated to, perform any act required by the named insured
under said insurance policies.

4. CONTRACTOR shall do all things required to be performed by it pursuant
to its insurance policies including but not limited to paying within five (5)
work days, all deductibles and self-insured retentions (SIR) required to be
paid under any insurance policy that may provide defense or indemnity
coverage to COUNTY or any additional insured.

5. All required insurance policies shall be endorsed to contain the following

clause: "This insurance shall not be canceled unti after thirty (30) days
prior written notice has been given to:

County of Santa Cruz
Health Services Agency
Attn: Purchasing/ Claims
1080 Emeline A venue
Santa Cruz, CA 95060

6. CONTRACTOR agrees to provide its insurance broker(s) with a full copy
of these insurance provisions and provide COUNTY on or before the
effective date of this Agreement with Certificates of Insurance for all
required coverages. All Certificates of Insurance shall be delivered or sent
to:

County of Santa Cruz
Health Services Agency
Attn: Purchasing/ Claims
1080 Emeline A venue
Santa Cruz, CA 95060

4. EQUAL EMPLOYMENT OPPORTUNITY. During and in relation to the
performance of this Agreement, CONTRACTOR agrees as follows:

A. The CONTRACTOR shall not discriminate against any employee or applicant
for employment because of race, color, religion, national origin, ancestry,
physical, or mental disability,. medical condition (cancer related), marital
status, sexual orientation, age (over 18), veteran status, gender, pregnancy,
or any other non-merit factor unrelated to job duties. Such action shall
include, but not be limited to, the following: recruitment; advertising, layoff or
termination; rates of payor other forms of compensation; and selection for
training (including apprenticeship), employment, upgrading, demotion, or
transfer. The CONTRACTOR agrees to post in conspicuous places, available
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to employees and applicants for employment, notice setting forth the
provisions of this non-discrimination clause.

B. If this Agreement provides compensation in excess of $50,000 to

CONTRACTOR and if CONTRACTOR employs fifteen (15) or more
employees, the following requirements shall apply:

1. The CONTRACTOR shall, in all solicitations or advertisements for
employees placed by or on behalf of the CONTRACTOR, state that all
qualified applicants will receive consideration for employment without
regard to race, color, religion, national origin, ancestry, physical, or mental
disability, medical condition (cancer related), marital status, sexual
orientation, age (over 18), veteran status, gender, pregnancy, or any other
non-merit factor unrelated to job duties. Such action shall include, but not
be limited to, the following: recruitment; advertising, layoff or termination;
rates of payor other forms of compensation; and selection for training
(including apprenticeship), employment, upgrading, demotion, or transfer.
In addition, the CONTRACTOR shall make a good faith effort to consider
MinoritylWomen/Disabled Owned Business Enterprises in
CONTRACTOR'S solicitation of goods and services, Definitions for
MinoritylWomen/Disabled Business Enterprises are available from the
COUNTY General Services Purchasing Division.

2. In the event of the CONTRACTOR'S non-compliance with the non-
discrimination clauses of this Agreement or with any of the said rules,
regulations, or orders said CONTRACTOR may be declared ineligible for
further agreements with the COUNTY.

3. The CONTRACTOR shall cause the foregoing provisions of this
Subparagraph 4B. To be inserted in all subcontracts for any work covered
under this Agreement by a subcontractor compensated more than

$50,000 and employing more than fifteen (15) employees, provided that
the foregoing provisions shall not apply to contracts or subcontracts for

standard commercial supplies or raw materials.

5. INDEPENDENT CONTRACTOR STATUS. CONTRACTOR and COUNTY
have reviewed and considered the principal test and secondary factors below
and agree that CONTRACTOR is an independent contractor and not an
employee of COUNTY. CONTRACTOR is responsible for all insurance (workers
compensation, unemployment, etc.) and all payroll related taxes.
CONTRACTOR is not entitled to any employee benefits. COUNTY agrees that
CONTRACTOR shall have the right to control the manner and means of
accomplishing the result contracted for herein.

PRINCIPAL TEST: The CONTRACTOR rather than COUNTY has the right to
control the manner and means of accomplishing the result contracted for.
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SECONDARY FACTORS: (a) The extent of control which, by agreement,
COUNTY may exercise over the details of the work is slight rather than
substantial; (b) CONTRACTOR is engaged in a distinct occupation or business;
(c) In the locality, the work to be done by CONTRACTOR is usually done by a
specialist without supervision, rather than under the direction of an employer; (d)
The skill required in the particular occupation is substantial rather than slight; (e)
The CONTRACTOR rather than the COUNTY supplies the instrumentalities,
tools and work place; (f) The length of time for which CONTRACTOR is engaged
is of limited duration rather than indefinite; (g) The method of payment of
CONTRACTOR is by the job rather than by the time; (h) The work is part of a
special or permissive activity, program, or project, rather than part of the regular
business of COUNTY; (i) CONTRACTOR and COUNTY believe they are creating
an independent contractor relationship rather than an employer-employee

relationship; and U) The COUNTY conducts public business.

It is recognized that it is not necessary that all secondary factors support creation
of an independent contractor relationship, but rather that overall there are
significant secondary factors, which indicate that CONTRACTOR is an
independent contractor.

By their signatures to this Agreement, each of the undersigned certifies that it is
his or her considered judgment that the CONTRACTOR engaged under this
Agreement is in fact an independent contractor.

6. NONASSIGNMENT. A part shall not assign the Agreement without the prior
written consent of the other parties.

7. ACKNOWLEDGMENT. CONTRACTOR shall acknowledge in all reports and
literature that the Santa Cruz County Board of Supervisors has provided funding
to the CONTRACTOR.

8. RETENTION AND AUDIT OF RECORDS. CONTRACTOR shall retain records
pertinent to this Agreement for a period of not less than five (5) years after final
payment under this Agreement or until a final audit report is accepted by
COUNTY, whichever occurs first. CONTRACTOR hereby agrees to be subject
to the examination and audit by the Santa Cruz County Auditor-Controller, the
Auditor General of the State of California, or the designee of either for a period of
five (5) years after final payment under this Agreement.

9. PRESENTATION OF CLAIMS. Presentation and processing of any or all
claims arising out of or related to this Agreement shall be made in accordance
with the provisions contained in Chapter 1.05 of the Santa Cruz County Code,
which by this reference is incorporated herein.
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10. LIVING WAGE. This Agreement is subject to the provisions of Santa Cruz

County Code Chapter 2.122, requiring payment of a living wage to covered
employees and compliance with the non-wage provisions of the Code, if initialed
by the COUNTY in Exhibit X, Paragraph. 3. Non-compliance during the term of
the contract will be considered a material breach and may result in termination of
the Agreement or pursuit of other legal or administrative remedies.

11. FINANCIAL REPORTING. CONTRACTOR shall:

A. Within 180 days of the end of each of the CONTRACTOR'S fiscal years
occurring during the term of this Agreement, the CONTRACTOR shall provide
the Contract Administrator with a copy of Financial Statements relating to the
entirety of the CONTRACTOR'S operations. Financial Statements normally
include: (1) a Statement of Financial Position or Balance Sheet; (2) a
Statement of Activities or Statement of Revenues and Expenses; (3) a Cash
Flow Statement; and (4) a Statement of Functional Expenses.

1. For the purposes of this paragraph, "CONTRACTOR'S fiscal year"
shall be that period the CONTRACTOR utilizes for its annual budget
cycle.

2. The Contract Administrator may agree to extend the deadline for the
Financial Statements required by this paragraph.

3. In the sole discretion of the COUNTY, the requirements of this

paragraph may be exempted where the Contract Administrator
ascertains that such reporting is not essential, and does certify to its
inapplicability by initialing in Exhibit X, Paragraph 4.

B. The CONTRACTOR shall make a good faith effort to provide the Contract
Administrator with timely notice of any event or circumstance that materially
impairs the CONTRACTOR'S financial position or substantially interferes with
the CONTRACTOR'S ability to offer the services it has agreed to provide as
set forth in this Agreement.

12. DISALLOWANCE AND RESPONSIBILITY FOR AUDIT EXCEPTIONS.
CONTRACTOR is responsible for knowledge of, and compliance with, all
COUNTY, State and Federal regulations applicable to expenditure of funds under
the terms of this Agreement. In the event CONTRACTOR claims and receives
payment from COUNTY which is later disallowed based on an audit performed
by the COUNTY, the State of California or the United States government,
CONTRACTOR shall promptly refund the disallowed amount to COUNTY on
request, or at COUNTY'S sole option, COUNTY may offset the amount
disallowed from any payment due or to become due to CONTRACTOR under
this Agreement. CONTRACTOR also agrees to assume all responsibility for
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receiving, replying to, and complying with any audit exceptions by the COUNTY,
State or Federal audit agency.

13. POLITICAL ACTIVITIES PROHIBITED. None of the funds, provided directly or
indirectly, under this Agreement shall be used for any political activities or to
further the election or defeat of any candidate for public office or measure before
the electorate.

LOBBYING. None of the funds provided under this contract shall be used for
publicity or propaganda purposes designed to support or defeat any legislation
pending before State or Federal legislatures or the Board of Supervisors of the
COUNTY to an exteht other than allowed under applicable federal tax regulations
for tax exempt corporations pursuant to 26 C.F.R. Section 501 (c)(3)-(ib )(3).

CONFORMANCE TO REGULATIONS. CONTRACTOR shall perform this
Agreement in conformance with applicable Federal, State and local rules and
regulations, including applicable facility and professional licensure and/or
certification laws. CONTRACTOR shall conform to all provisions of the False
Claims Act including but not limited to 31 USC, Chapter 37, §3729-3733, the
Federal False Claims Act, Government Code §12650-12656, the State False
Claims Act, and the Santa Cruz County Health Services Agency False Claims

Act Compliance Plan.

CONFORMANCE TO LAW. This Agreement shall be construed and interpreted
according to the laws of the State of California, the United States of America and
the ordinances of the County of Santa Cruz.

RESPONSIBILITY FOR INVENTORY ITEMS.
A. Equipment, materials, supplies, or propert of any kind purchased from funds

advanced or reimbursed under the terms of this Agreement having a useful
life of three years or greater anda value in excess of three hundred dollars is
defined a inventory item. All such items not fully consumed in the work
described herein shall be the property of the COUNTY at the termination of
this Agreement unless the COUNTY, at its sole discretion, makes an alternate
disposition. CONTRACTOR shall, at the request of COUNTY, submit an
inventory of said items purchased under the terms of this Agreement, and for
items received on a loan basis from COUNTY; such inventory will not be
required more frequently than annually. CONTRACTOR shall provide a final
inventory to COUNTY'S Administrator within ten (10) days of the termination
of this Agreement. Final disposition of all inventory items shall be in
accordance with written instructions provided by COUNTY.

B. Inventory items in CONTRACTOR'S possession shall only be used in
connection with the program funded under this Agreement, and shall not be
loaned to the public at large. CONTRACTOR is strictly liable for repairing or
replacing any inventory item which is lost and/or damaged while in its
possession. CONTRACTOR is responsible for the proper maintenance of all
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inventory items. CONTRACTOR will return all inventory items to COUNTY in
the same condition that it received them except for damage due to normal
wear and tear.

18. NONDISCRIMINATION IN SERVICES.

A. By signing this Contract, Contractor certifies under the laws of the State of
California that Contractor and its Subcontractors shall not unlawfully

discriminate in the provision of services because of race, color, religion,
national origin, ancestry, physical, or mental disability, medical condition
(cancer related), marital status, sexual orientation, age (over 18), veteran
status, gender, pregnancy, or any other non-merit factor as provided by state
and federal law and in accordance with Title Vi of the Civil Rights Act of 1964
(42 USC 2000(d)J; Age Discrimination Act of 1975 (42 USC 6101);
Rehabilitation Act of 1973 (29 USC 794); Education Amendments of 1972 (20
USC 1681); Americans with Disabilities Act of 1990 (42 USC 12101); Title 45,
CFR, Part 84; provisions of the Fair Employment and Housing Act

(Government Code Section 12900 et seq.); and regulations promulgated
thereunder (Title 2, CCR, Section 7285.0 et seq.); Title 2, Division 3, Article
9.5 of the Government Code, commencing with Section 11135; and Chapter 6
of Division 4 of Title 9 of the CCR, commencing with Section 10800.

B. For the purpose of this Contract, discrimination on the basis of race, color,
religion, national origin, ancestry, physical, or mental disability, medical
condition (cancer related), marital status, sexual orientation, age (over 18),
veteran status, gender, pregnancy, or any other non-merit factor includes, but
is not limited to, the following: denying an otherwise eligible individual any
service or providing a benefit which is different, or is provided in a different
manner or at a different time, from that provided to others under this Contract;
subjecting any otherwise eligible individual to segregation or separate
treatment in any matter related to the receipt of any service; restricting an
otherwise eligible individual in any way in the enjoyment of any advantage or
privilege enjoyed by others receiving any service or benefit; and/or treating
any individual differently from others in determining whether such individual
satisfied any admission, enrollment, eligibility, membership, or other
requirement or condition which individuals must meet in order to be provided
any service or benefit.

C. Contractor shall, on a cycle of at least every three years, assess, monitor, and
document each Subcontractor's compliance with the Rehabilitation Act of
1973 and Americans with Disabilities Act of 1990 to ensure that
recipients/beneficiaries and intended recipients/beneficiaries of services are
provided services without regard to physical or mental disability. Contractor
shall also monitor to ensure that beneficiaries and intended beneficiaries of
service are provided services without regard to race, color, religion, national
origin, ancestry, physical, or mental disability, medical condition (cancer
related), marital status, sexual orientation, age (over 18), veteran status,
gender, pregnancy, or any other non-merit factor.
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Contractor shall include nondiscrimination and compliance provisions in all
subcontracts. Contractor shall establish written procedures under which
service participants are informed of their rights including their right to file a
complaint alleging discrimination or a violation of their civil rights. Participants
in programs funded hereunder shall be provided a copy of their rights that
shall include the right of appeal and the right to be free from sexual

harassment and sexual contact by members of the treatment, recovery,
advisory, or consultant staff.

D. Noncompliance with the requirements of nondiscrimination in services shall
constitute grounds for state to withhold payments under this Contract or
terminate all, or any type, of funding provided hereunder.

19. CONFIDENTIALITY OF RECORDS. CONTRACTOR agrees that all information
and records obtained in the course of providing services to COUNTY in the
program shall be subject to confidentiality and disclosure provisions of applicable
Federal and State statutes and regulations adopted pursuant thereto.
CONTRACTOR agrees that it has a duty and responsibility to make available to
the COUNTY Administrator or his/her designated representatives, including the
Auditor-Controller of the COUNTY, the contents of records pertaining to
COUNTY which are maintained in connection with the performance of
CONTRACTOR'S duties and responsibilities under this Agreement, subject to the
provisions of the heretofore mentioned Federal and State statutes and
regulations. The COUNTY acknowledges its duties and responsibilities
regarding such records under such statutes and regulations.

20. MONITORING. CONTRACTOR agrees that COUNTY shall have the right to
monitor the services provided under this Agreement. Monitoring shall be
conducted according to standards and guidelines as set forth by Federal, State
and COUNTY requirements. CONTRACTOR agrees to provide COUNTY'S
Administrator, or his/her designee, with access to all applicable files and records
as may be necessary to monitor the services according to the standards or
guidelines described above.

21. REPORTS. CONTRACTOR shall submit written reports of operations, and
other reports as requested by COUNTY. Format for th.e content of such reports
will be developed by COUNTY in consultation with CONTRACTOR. Reports
shall be submitted to COUNTY'S Administrator.

22. OWNERSHIP, PUBLICATION, REPRODUCTION AND USE OF MATERIAL.
All reports, studies, information, data, statistics, forms, designs, plans, proce-
dures, systems, and any other material or properties produced under this
Agreement shall be the property of COUNTY. No such materials or properties
produced in whole or in part under this Agreement shall be subject to private use,
copyright or patent right by CONTRACTOR in the United States or in any other
country without the express written consent of the COUNTY. COUNTY shall
have unrestricted authority to publish, disclose, distribute and otherwise use
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copyright or patent right by CONTRACTOR in the United States or in any other
countiy without the express written consent of the CONTRACTOR. COUNTY
shall have unrestricted authority to publish, disclose, distribute and otherwise use
copyright or patent, in whole or in part, any such reports, studies, data, statistics,
forms or other materials or properties produced under this Agreement.

23. EVALUATION/RESEARCH. Evaluation or research involving contact with past
or present recipients of services provided under this Agreement shall be
permitted with the informed consent of the recipient and only after the
CONTRACTOR has determined that the conduct of such evaluation or research
will not adversely affect the quality of services provided or individual participation
in services. COUNTY reserves the right to prohibit or tenninate evaluation or
research activities which in its judgment jeopardize the quality of services or
individual participation in services provided under this Agreement.

24. TRAVELING EXPENSES, FOOD AND LODGING. CONTRACTOR'S claim for
travel expense for food and lodging must be directly related to this program and
shall be at rates not to exceed federal issued per diem rates. No travel outside of
the State of California shall be payable unless prior written authorization is
obtained from COUNTY'S Administrator.

25. CONTRACTOR PERSONNEL STANDARDS. The CONTRACTOR shall
determine that all staff providing services under this Agreement shall be qualified
to perform the job requirements under this Agreement.

26. AMENDMENTS. No alteration, amendment, or modification of the terms of this
Agreement shall be valid unless executed by written amendment hereto and
approved by COUNTY.

27. NOTICE OF POSSIBLE TERMINATION FOR CAUSE.

A. In the event CONTRACTOR fails to perform any of the provisions of this
Agreement or fails to make progress so as to endanger performance of this
Agreement in accordance with its terms, and in either of these circumstances
does not cure such failure within a period of fourteen (14) days after receipt of
notice from COUNTY specifying such failure, COUNTY may by written notice
of default terminate the whole or part of this Agreement.

B. In the event of a termination pursuant to Paragraph 27 A, all finished or
unfinished documents, and other materials, prepared by CONTRACTOR
under this Agreement shall become the property of COUNTY.
CONTRACTOR shall be entitled to receive reasonable compensation not to
exceed actual cost as reported in interim cost reports for any satisfactoiy
work completed on such documents, or other such materials to date of
termination, not to exceed amount payable to date of termination under
Paragraph 27 A reduced by the amount of damages sustained by COUNTY by
reason of such breach.
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TERMINATION DUE TO CESSATION OF FUNDING. COUNTY shall have the
right to terminate this Agreement without prior notice to CONTRACTOR in the
event that State or Federal funding for this Agreement ceases prior to the
ordinary term of the Agreement.

WITHHOLDING OF PAYMENT. COUNTY may withhold final payment until
year- end reports are received and approved by COUNTY. COUNTY may
suspend or terminate payments for noncompliance with the terms of this
Agreement, including non-compliance with agreements from prior years.

OVERPAYMENTS. Overpayments as determined by audits shall be payable to
COUNTY within thirty (30) days after date of said determination.

SAFETY AND INFECTION CONTROL. CONTRACTOR asserts that it is in
compliance with applicable Cal/OSHA guidelines for safety and infection control,
including blood-borne pathogens, and that there are no enforcement actions,
litigation, or other legal or regulatory proceedings in progress or being brought
against CONTRACTOR as a result of non-compliance with such guidelines.
CONTRACTOR agrees to notify COUNTY immediately should the status of any
of the assertions in this paragraph change or come into question.

CULTURAL COMPETENCY. In order to ensure access to services,
CONTRACTOR shall provide services in a culturally competent manner. Cultural
competency is defined as a congruent set of practice skills, behaviors, attitudes
and policies that enable staff to work effectively in cross-cultural situations.
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The following insurance coverages are waived if initialed by COUNTY's representative and also
approved by the COUNTY's Risk Manager:

Initials
a. Worker's Compensation
b. Automobile Liability

c. Comprehensive or Commercial General Liability

d. Professional Liability

Approved by Risk Manager: Date:

The insurance coverage minimum amounts required in Exhibit C.3A., are hereby reduced to the
amount indicated if initialed by the COUNTY's representative and also approved by the
COUNTY's Risk Manager:

a. Worker's Compensation

b. Automobile Liability
c. Comprehensive or Commercial General Liability
d. Professional Liability

. Approved by Risk Manager:

Initials Revised Amount

r 1
r 1
r 1
r 1

Date:

This Agreement is subject to the Living Wage provisions of the Santa Cruz County Code if
initialed by COUNTY here:

COUNTY waives Financial Reporting requirements of Exhibit C, Paragraph 11A if initialed by
COUNTY here:

The provisions set forth below shall supersede and take the place of the paragraph(s) they
replace. All other provisions of this Agreement shall remain the same. Check and complete the
appropriate box (es).

o There are no revised paragraphs in this Agreement.

OR

~ There are revised paragraphs in this Agreement (if so, please specify below)

Exhibit A:

Paragraph "2.A." of Exhibit "A" is hereby revised to read as follows:
A. Pre-adiudication of Claims. PHARMACY agrees to process claims in
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the manner prescribed by RXS. PHARMACY agrees tomake any and
all adjustments to purchasing and dispensing records that COUNTY
advises are reasonably necessary to accurately reflect the submitted
claims and to prevent diversion of Covered Drugs to individuals who are
not Eligible Patients.

Paragraph "4.C." of Exhibit "A" is hereby revised to read as follows:

C. Participating in third party payer arrangements in which the COUNTY
participates or which the COUNTY may request. PHARMACY shall
make commercially reasonable efforts to enter into all such third party. .
payer arrangements prior to the Commencement Date;

Paragraph "11.B." of Exhibit "A" is hereby revised to read as follows:
B. PHARM ACY grants RXS the right, on behalf of COUNTY, to audit its

books and records directly related to the pharmacy services provided
hereunder, including electronic records, to verify and ensure compliance
with the duties, obligations and transactions outlined hereunder.
PHARMACY agrees to use its best efforts to cooperate with such audits
in good faith.

Paragraphs "18.A" and "18.C." of Exhibit "A" is hereby revised to read as follows:
A. Non -disclosure. In the course of performing under this Agreement, each

party may receive, be exposed to or acquire Confidential Information
including but not limited to, all information, data, reports, records,
summaries, tables and studies, whether written or oral, fixed in hard copy
or contained in any computer data base or computer readable form, as
well as any information identified as confidential of the party ("Confidential
Information"). Without limiting the foregoing, the parties acknowledges
and agrees that this Agreement, including the pricing terms of this
Agreement, constitutes Confidential Information. For purposes of this
Agreement, Confidential Information shall not include information subject
to release pursuant to the California Public Records Act or Protected
Health Information, the security of which is the subject of this Agreement
and is provided for elsewhere. Each party, including its employees,
agents or representatives (i) shall not disclose to any third party the
Confidential Information except as otherwise permitted by this Agreement,
(ii) only permit use of such Confidential Information by employees, agents
and representatives having a need to know in connection with
performance under this Agreement, and (iii) advise each of their
employees, agents, and representatives of their obligations to keep such
Confidential Information confidentiaL. This provision shall not apply to
Confidential Information: (1) after it beco.mes publicly available through
no fault of either Party; (2) which is later publicly released by either Part
in writing; (3) which is lawfully obtained from third parties without
restriction; or (4) which can be shown to be previously known or
developed by either Party independently of the other Party.

C. Enforcement. The parties acknowledge and agree that any breach of
any of the provisions of Sections 18(a) or 18(b) (the "Restrictive
Covenants") would result in irreparable injury and damage for which
money damages would not provide an adequate remedy. Therefore, if
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either party breaches, orthreatens to commit a breach of, any of the
Restrictive Covenants, the non-breaching party shall have the right and
remedy (upon compliance with any necessary prerequisites imposed by
law upon the availability of such remedy), which shall be independent
and severally enforceable, and which shall be in addition to, and not in
lieu of, any other rights and remedies available to the party under law or
in equity (including, without limitation, the recovery of damages), to have
the Restrictive Covenants specifically enforced (without posting bond
and without the need to prove damages) by any court having equity
jurisdiction, including, without limitation, the right to a restraining order(s)
and injunctions (preliminary, mandatory, temporary and permanent),
without posting bond and without the need to prove damages, against
violations, threatened or actual, and whether or not then continuing, of
such covenants. In addition, any breach of the Restrictive Covenants
shall constitute a material breach of this Agreement.

Paragraph "19" of Exhibit "A" is hereby revised to read as follows:
Entire Agreement. This Agreement represents the entire understanding
of the parties. There are no other agreements or understandings
between the parties, ehher oral or written, relating to pharmacy services.
Any amendments to this Agreement shall be in writing and signed by
both parties.

Exhibit A-2:

Exhibit A-2 Formulary dated 12/20/11 is removed and replaced by Exhibit
A-2 Amendment 1 Formulary dated 7/11112.

Exhibit B:

Exhibit B "Payment Terms" is hereby revised to read as follows:
Payment Terms
RXS will bill all appropriate parties in the format and in the manner
required by COUNTY. County and/or PHARMACY will pay appropriate
parties within 30 days of receipt of invoice.

Exhibit C:

Paragraphs "2.A." and "2.B." of Exhibit "c" is hereby revised to read as
follows: INDEMNIFICATION FOR DAMAGES. TAXES AND
CONTRIBUTIONS.

A. Each party (including the offcers, agents, employees and volunteers)
shall defend, indemnify, and save harmless the other party against all
claims, demands, suits, damages, costs, expenses, losses, or liability, in
law or in equity, of every kind and nature whatsoever, arising out of or in
connection with the indemnifying part's performance or failure to
perform as required by this agreement.

B. Notwithstanding th e requirements of Paragraph 2.A. above,
CONTRACTOR agrees to exonerate, indemnify, defend, and hold
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harmless COUNTY (including the offcers, agents, employees and
volunteers) from and against any and all Federal, State and Local taxes
charges, fees, or contributions req uired to be paid with respect to '

CONTRACTOR and CONTRACT.OR'S offcers, ~mployees and agents
engaged in the performance of th IS Agreement (including, without
limitation, unemployment insuran ce, social security and payroll tax
withholding).

0304

Paragraph "3" of Exhibit "C" is hereby revised to read as follows:
INSURANCE. Unless waived in Exhibit X, Paragraph 1 of this
Agreement, or modified in Exhibit X, Paragraph 2 of this Agreement,
CONTRACTOR, at its sole cost and expense, and for the full term of this
Agreement (and any extensions thereof), shall obtain and maintain at
minimum all of the following ins~rance .co~erage(s) and requirements

subject to each part's indemnification obligations set forth in Section 2.A.
Such insurance coverage sha II b~ primary coverage as respects
COUNTY and any insurance or self-insurance maintained by COUNTY
shall be excess of CONTRACTOR'S insurance coverage and shall 'not
contribute to it.

Paragraph "3.A.3." of Exhibit "C" is hereby revised to read as follows:

Comprehensive or Commercial General L!ability. Insurance coverage in
the minimum amount of $1 ,000,000 combin.e? single limit, including
coverage for: (a) bodily injury, (b) personallnJu~, ~~) broad form propert
damage, (d) contractual liability, a nd (e) cross-liability and which includes

the Covered Drugs in its coverage.

Paragraph "6" of Exhibit "C" is hereby revised to read as follows:
NONASSIGNMENT. A party shall not assign the Agreement without the
prior written consent of the other parties.

Paragraph "13" of Exhibit "C" is hereby revised to read as follows:
POLITICAL ACTIVITIES PROHIBITED. None of the funds, provided
directly or indirectly, under this Ag reement shall be used for any political
activities or to further the election or defeat of any candidate for public
offce or measure before the electorate.
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