


entities. HRSA will maintain a list of covered entities and their sites authorized to purchase 
covered outpatient drugs at or below 340B prices, as defined in Section 340B(a)(4). This list will 
be made available to the 340B Prime Vendor. For purposes of the 340B Program, covered 
entities are organizations that participate in the 340B Program and are listed on HRSA's public 
database; whereas member entities are those 340B covered entities that participate in the 340B 
Prime Vendor Program. 

1.1 .1  Supply of covered outpatient drugs sufficient to their needs shall be available to 
meet the orders of member entities. 

1.1 .2 Equipment shall be provided, consistent with normal business practices, to each 
member entity, at no cost to the member entity, and appropriate for electronic 
order entry and inventory control. Maintenance of such equipment and 
appropriate training in its use shall be provided. A contact person with all related 
contact information must be provided to member entities in the event that 
additional instruction is necessary. 

1.1.3 Drug distribution shall be conducted in a manner that meets standard business 
practices with respect to fill rates, delivery schedules, returns and other routine 
services necessary to ensure 340B drugs and the support services related to 
distribution are available to member entities to optimize operations. 

1.1.4 Reports shall be provided to member entities, upon their request, such as standard 
industry drug purchasing, and quarterly and utilization reports. 

l. l.5 The 340B Prime Vendor shall annually convene customer consultation groups 
comprised of select representative members of covered entities to assist in the 
implementation of the 340B Prime Vendor Program and provide feedback to 
HRSA on consultation group consensus responses. 

l.l.6 The 340B Prime Vendor shall conduct routine audits of any sub-contractor 
fulfilling roles as set forth in this section. 

1.2 340B Price Negotiation Services: The 340B Prime Vendor shall provide 340B price 
negotiating services in accordance with standard business practices as detailed in Volume II, 
Section B2- 340B Price Negotiation Services of the 340B Prime Vendor's Revised Proposal 
dated on November 18, 2019, with the purpose of providing all member entities the most 
advantageous pricing on outpatient covered drugs that may not exceed the 340B ceiling price. 
Reports produced under this section (1.2) shall be submitted to HRSA to ensure adherence to 
HRSA policy. 

1.3 Billing/Compensation: The 340B Prime Vendor shall be responsible for all payments for 
products and services provided by sub-contractors. Under no circumstances will HRSA or HHS 
be responsible for such payments. The 340B Prime Vendor is prohibited from charging member 
entities a fee for enrollment or participation in the 340B Prime Vendor Program; however fees 
may be collected from other parties. 
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documents for the purpose of verifying vendor cost and ascertaining compliance with the terms 
of this Agreement. HHS and/or HRSA staff shall give the 340B Prime Vendor or subcontractors 
at least 24 hours advance notice of any site visit. The 340B Prime Vendor shall ensure that the 
substance of this clause is included in any agreements with its subcontractors. HRSA will 
review, on an annual basis, the 340B Prime Vendor's performance and its ability to meet the 
requirements of the Agreement. 

Section 8. Compliance with Laws and Regulations. The 340B Prime Vendor represents and 
warrants that as of the date and for the duration of this Agreement, the 340B Prime Vendor and 
its subcontractors have obtained, and shall maintain, all necessary Federal, State and local 
licenses and permits required to conduct business in all applicable jurisdictions, and shall comply 
with all applicable Federal and State laws and regulations. The 340B Prime Vendor shall provide 
timely written notice to HRSA of actions brought against the 340B Prime Vendor by any 
governmental agency, professional licensing or regulatory agency, or private party. 

Section 9. Rights in Data. HHS will have unlimited rights in data first produced in the 
performance of this Agreement and data delivered under this Agreement. The terms "unlimited 
rights" and "data" will be given the same meanings as are given to those terms in the Federal 
Acquisition Regulation clause 52.227-14, Rights in Data--General (May 2014). In addition to the 
data specified elsewhere in this Agreement to be delivered, HRSA may, at any time during 
performance of this Agreement or within a period of 5 years after the term of this Agreement 
ends, require delivery of and/or provide access to any data first produced or specifically used in 
the performance of this Agreement. 

Section 10. Indemnification and Hold Harmless. The 340B Prime Vendor shall indemnify and 
hold HHS harmless from any and all claims, losses, liabilities, costs and expenses (including, 
without limitation, attorneys' fees) arising out of the negligence or intentional acts or omissions 
of the 340B Prime Vendor, its employees, officers and directors, and its agents and 
subcontractors, in performance of this Agreement. This obligation will apply during the term of 
this Agreement and thereafter. 

Section 11. Disputes. 

(a) Application. The provisions of this section are distinct from the informal dispute 
resolution guidelines published in Manufacturer Audit Guidelines and Dispute 
Resolution Process, 61 Fed. Reg. 65412, December 12, 1996, the latter of which do 
not apply to this Agreement. 

(b) Applicable Law. This Agreement is subject to 41 U.S.C. chapter 71, Contract 
Disputes Act. Except as provided in 41 U.S.C. chapter 71, all disputes arising under 
or relating to this Agreement shall be resolved under this clause. In interpreting 41 
U.S.C. chapter 71, the term "claim" shall be given the same meaning as given to that 
term in Federal Acquisition Regulation clause 52.233-1, Disputes (May 2014). 
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Section 12. Confidentiality. 

(a) Confidentiality: The 340B Prime Vendor shall guarantee strict confidentiality of all 
Confidential Information ( defined below) provided by the Government, 
manufacturers, member entities, or covered entities, relating to the 340B Program 
(including the 340B Prime Vendor Program) consistent with the terms of this 
Agreement. Any Confidential Information developed or provided under this 
Agreement shall be used only for the purpose of carrying out the provisions of this 
Agreement and shall not be disclosed or made known in any manner to any persons 
or other parts of the 340B Prime Vendor's organization that are unrelated to the 
performance of this Agreement. All 340B Prime Vendor staff and any subcontractor 
or consultant staff that are provided such Confidential Information, including access 
to databases, shall sigu a confidentiality agreement, and HRSA must approve the 
template for the confidentiality agreement. A copy of the signed agreement for each 
relevant staff member shall be submitted to the 340B Prime Vendor Coordinator prior 
to receipt of relevant documents. 

"Confidential Information" includes, but is not limited to, drug pricing information, 
call center information identifiable by stakeholders, and any sales data identifiable by 
covered entity, information or data of a personal nature about an individual, or 
proprietary information or data submitted by or pertaining to an institution or 
organization. 

(b) Disclosure of information or data covered by this Confidentiality provision may only 
be made: after the 340B Prime Vendor receives prior written approval from HRSA; 
as permitted by the confidentiality agreement; as permitted by the terms of this 
Agreement; or as required by a court order, law, or regulation, in which case the 340B 
Prime Vendor must give HRSA sufficient notice of the required disclosure to allow 
HRSA to obtain a protective order. If the 340B Prime Vendor is uncertain with regard 
to the proper handling of information or data under this Agreement, it must obtain a 
written determination from HRSA. 

( c) The obligations in this Confidentiality provision shall apply during the term of this 
Agreement and thereafter. 

Section 13. Conflicts of Interest. 

(a) Employee Conflict of Interest -The 340B Prime Vendor shall maintain written 

standards of conduct governing the performance of its employees and subcontractors 

engaged in the administration of this Agreement. No employee, officer or 

subcontractor nor any member of his or her immediate family shall solicit nor accept 

gratuities, favors, or anything of monetary value from mannfacturers or other parties 

(including subcontractors) with a business or financial interest relating to the 340B 

Prime Vendor Program. Operational processes, systems and information assigned to 
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the Prime Vendor agreement shall operate independently from any other business 

operations, and firewalls should be established to ensure information is protected. 

(b) Organization Conflict of Interest (OCI)- 

1. Purpose. The purpose of this clause is to ensure that the 340B Prime Vendor and 

its subcontractors: 

a) Are not biased because of their financial, contractual, organizational, or other 
interests which relate to the work under the Agreement, and 

b) Do not obtain any unfair competitive advantage over other parties in other 
Federal acquisitions by virtue of performance of this Agreement. 

2. Scope. The restrictions described here shall apply to performance or participation 

by the 340B Prime Vendor, its parents, affiliates, divisions and subsidiaries, in the 
activities covered by this clause. For purposes of this clause, affiliation occurs 
when a business concern is controlled by or has the power to control another or 

when a third party has the power to control both. 

3. Warrant and Disclosure. The 340B Prime Vendor warrants that, to the best of its 

knowledge and belief, there are not facts or circumstances which would give rise 
to an organizational conflict of interest as defined by FAR Subpart 9.5 (48 CFR 
9.5), and that the 340B Prime Vendor has disclosed all relevant information 
regarding any actual or potential conflict. The 340B Prime Vendor agrees it shall 

make an immediate and full disclosure, in writing, to the Contracting Officer, of 
any potential or actual organizational conflict of interest or the existence of any 
facts that may cause a reasonably prudent person to question the 340B Prime 

Vendor's impartiality because of the appearance or existence of bias or an unfair 
competitive advantage. Such disclosure shall include a description of the actions 
the 340B Prime Vendor has taken or proposes to take in order to avoid, neutralize, 

or mitigate any resulting conflict of interest. 

4. Remedies. The Contracting Officer may terminate this Agreement, in whole or in 
part, if the Contracting Officer deems such termination necessary to avoid, 

neutralize or mitigate an actual or apparent organizational conflict of interest. If 

the 340B Prime Vendor fails to disclose facts pertaining to the existence of a 
potential or actual organizational conflict of interest, or misrepresents relevant 

information to the Contracting Officer, the Government may terminate the 
Agreement for breach or pursue other remedies as permitted by law or this 
contract. 
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5. Subcontracts. The 340B Prime Vendor shall include a clause substantially similar 
to this OCI clause in all subcontracts or other types of organizational agreements 
at any tier, and the terms will apply to the subcontractors or other related 
organizations in the same manner as to the 340B Prime Vendor. 

6. 340B Prime Vendor Responsibilities. The 340B Prime Vendor shall obtain from 
its subcontractors or consultants the same disclosures required by the 340B Prime 
Vendor under (3), above. 

Section 14. Miscellaneous. 

(a) Authority to Legally Bind. HRSA represents that the party or parties signing below 
on its behalf is or are authorized to legally bind HRSA to this Agreement. The 340B 
Prime Vendor represents and warrants that the party signing below on its behalf is 
authorized to legally bind the 340B Prime Vendor to this Agreement. 

(b) Governing Law. This Agreement shall be governed by Federal law. To the extent any 
term of this Agreement is inconsistent with Federal law or regulation, the applicable 
Federal law or regulation shall govern. 

(c) Assignment. The 340B Prime Vendor shall not assign this Agreement, or any of its 
rights and responsibilities under this Agreement, without the prior, written consent of 
HRSA, which may be withheld for any reason or for no reason at all. 

( d) Amendment. Changes to substantive terms and conditions of this Agreement may be 
effected only by a written bilateral modification to the Agreement signed by both 
parties. Changes that are merely administrative and do not affect substantive terms 
and conditions to the Agreement may be made on a unilateral basis by HRSA. HRSA 
shall provide written notification of said changes to the 340B Prime Vendor. 

(e) Relationship between Parties. Nothing in this Agreement is intended to create an 
employment or agency relationship between the parties. Neither party shall be 
deemed to be an employee or agent of the other. 

(f) Communications and Deliverables. Any written notice or communication pursuant to 
or regarding this Agreement shall be in writing. All notices, communications, or 
deliverables should be sent to the following: 

Notice to HRSA: 

Health Resources and Services Administration 
5600 Fishers Lane, Room 
Rockville, MD 20857 
Attention: HRSA Contracting Officer and HRSA Contracting Officer Representative 
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