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THE STATE OF TEXAS  §
COUNTY OF HARRIS §
The Commissioners Court of Harris County, Texas, met in regular session at its regular

term at the Harris County Administration Building in the City of Houston, Texas, on
, with the following members present:

Lina Hidalgo County Judge

Rodney Ellis Commissioner, Precinct No. 1
Adrian Garcia Commissioner, Precinct No. 2
Tom S. Ramsey, P.E. Commissioner, Precinct No. 3
R. Jack Cagle Commissioner, Precinct No. 4

and the following members absent:

constituting a quorum, when among other business, the following was transacted:

ORDER AUTHORIZING AN AGREEMENT BETWEEN
HARRIS COUNTY AND DIRECT RELIEF
For U.S. Medical Products Donation

Commissioner introduced an order and moved that
Commissioners Court adopt the order. Commissioner seconded

the motion for adoption of the order. The motion, carrying with it the adoption of the order,
prevailed by the following vote:

Yes No  Abstain
Judge Hidalgo {1 11 I
Comm. Ellis (1 1 [
Comm. Garcia (] [] (]
Comm. Ramsey [1] (1 Il
Comm. Cagle (] 11 11

The meeting chair announced that the motion had duly and lawfully carried and that the
order had been duly and lawfully adopted. The order adopted follows:

IT IS ORDERED that the County Judge is authorized to execute a
Contarolling Addendum to the Addendum to Medical Products Donation
Agreement and U.S. Medical Products Donation Agreement between Harris
County, acting on behalf of Harris County Public Health, and Direct Relief, The
Agreement is attached hereto and incorporated herein as if set out in full word for
word. Harris County and Harris County Public Health is authorized to do any and
all things necessary or convenient to accomplish the purpose of this Order.
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CONTROLLING ADDENDUM TO ADDENDUM TO MEDICAL PRODUCTS
DONATION AGREEMENT
BETWEEN HARRIS COUNTY AND DIRECT RELIEF

STATE OF TEXAS §
COUNTY OF HARRIS  §

This Controlling Addendum is entered into between Harris County, Texas, a political
subdivision of the State of Texas, “County” acting on behalf of Harris County Public Health
(*HCPH") and Direct Relief.

I. CONTROLLING ADDENDUM

It is expressly understood and agreed that the U.S. Medical Products Donation Agreement and
Addendum to Medical Products Donation Agreement terms and conditions are attached hereto
and incorporated herein by reference. Notwithstanding anything set forth in the U.S. Medical
Products Donation Agreement and Addendum to Medical Products Donation Agreement, in the
event of any conflict between the terms and provisions of the U.S. Medical Products Donation
Agreement and Addendum to Medical Products Donation Agreement and any Exhibits and
Attachments thereto, which are hereafter collectively referred to as the “Agreement,” and this
Controlling Addendum, this Addendum shall control.

II. LIMIT OF APPROPRIATIONS

Prior to execution of the Agreement, County has advised Direct Relief, and Direct Relief clearly
understands and agrees, such understanding and agreement being of the absolute essence to the
Agreement, that County has certified no funds under this Agreement, and Direct Relief shall
have no cause of action whatsoever for money against Harris County arising out of or in relation
to this Agreement. The funding and exclusive remedy provisions of the Agreement are
contained in this Addendum; therefore, any and all references in the Agreement to any additional
services, additional charges, or amounts owned in the future under any circumstances, are hereby
deleted. Fees, expenses, charges, taxes, wages and payments of any nature herein may not be
added or increased except by amendment to this agreement executed by the Commissioners
Court of Harris County and by Direct Relief. Any provision in the Agreement to the contrary of
the terms in this Limitation of Appropriations is hereby deleted.

I1. TERM
The term of this Agreement runs for one year from date of execution by both Parties. This
Agreement shall be of no force or effect until and unless approved in writing by the Executive
Director of Harris County Public Health or her designee. The Agreement shall renew
automatically for additional one-year terms upon the same terms and conditions unless
terminated in writing.

IV, PUBLIC INFORMATION

(a)  The parties expressly acknowledge that County is subject to the Texas Public Information
Act, TEX. GOV'T CODE ANN. §§ 552.001 e7 seq., as amended, and notwithstanding any

OAGPOGENOGSDD
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provision in the Agreement to the contrary, County will make any information related to
the Agreement or otherwise available to third parties in accordance with the Texas Public
Information Act. Furthermore, it is understood and agreed that County may request
advice, decisions and opinions of the Attorney General of the State of Texas in regard to
the application of the Texas Public Information Act to any items or data furnished County
and/or whether or not the same are available to the public. It is further understood and
agreed that County, its officers, directors, agents, and employees have no liability or
obligations to Direct Relief for the disclosure to the public, or to any person or persons,
of any items or data disclosed by County in reliance on any advice, decision or opinion of
the Attorney General of the State of Texas.

(b)  County responds to all written requests for documents in accordance with the Texas
Public Information Act, TEX. GOV'T CODE ANN. §§ 552.001 ef seq., as amended. County
shall not be obligated to give notice of any action or copies of any documents, including
contracts, litigation, or administrative actions, except in response to a written request or
as otherwise required by applicable law.

V. NO INDEMNIFICATION BY COUNTY / SELF INSURED / NO ARBITRATION
Harris County is a self-insured government under the laws of the State of Texas. County’s tort
liability for the wrongful acts, omissions, or negligence of its employees is limited by the Texas
Tort Claims Act, TEX, C1v. PRAC. & REM. CODE ANN. §§ 101.001 ef seq., as amended. County is
liable for damages in an amount not greater than that specified in the Texas Tort Claims Act and
is self-insured. Direct Relief understands and agrees that County shall not indemnify Direct
Relief for any loss, liability or expense whatsoever arising out of or in relation to this Agreement.
Direct Relief’s recourse in the event of an action by a third party is through an action as provided
by law or as otherwise provided in this Agreement. In the event of an action brought by one
party against the other, each party shall be responsible for paying its own expenses including
attorneys’ fees, collection fees, legal expenses, mediation expenses, and all costs and expenses
incurred upon appeal. County shall not be responsible under this Agreement for any loss or
expenses associated with or arising from County’s violation of this Agreement, or any other
costs incurred by County’s volition or failure to perform. In the event of a breach of this
Agreement by County, Direct Relief’s only recourse shall be termination of the Agreement.
Under no circumstances whatsoever shall either party become entitled to the payment of any sum
as liquidated damages. Any provision in the Agreement to the contrary of the terms in the
Limitation of Appropriations is hereby deleted. The Parties agree that no provision of this
Agreement extends the County's liability beyond the liability provided in the Texas Constitution
and the laws of the State of Texas. Neither the execution of this Agreement nor any other
conduct of either Party relating to this Agreement shall be considered a waiver by the County of
any right, defense, or immunity under the Texas Constitution or the laws of the State of Texas.
The County does not agree to binding arbitration, nor does the County waive its right to a jury
trial. The County is not obligated or liable to any party other than Direct Relief for the
performance of this Agreement. Nothing in the Agreement is intended or shall be deemed or
construed to create any additional rights or remedies in any third party. Nothing contained in the
Agreement shall be construed to or operate in any manner whatsoever to increase the rights of
any third party, or the duties or responsibilities of County with respect to any third party. All
provisions in the U.S, Medical Products Donation Agreement and Addendum to Medical
Products Donation Agreement relating to venue are hereby deleted.
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VI. NOTICE

Unless otherwise provided in the Agreement, any notice, communication, report, request, reply,
or advice required or permitted to be given, made, or accepted by either party to the other may be
given by United States Mail, postage prepaid, addressed to the party to be notified. Any notice
deposited in the United States Mail is deemed delivered three days after such deposit. If agreed
by the parties in advance and in writing, any notice, communication, report, request, reply, or
advice required or permitted to be given, made, or accepted by either party to the other may be
given by confirmed facsimile transmission (FAX) or by confirmed electronic mail (“e-mail™).
For the purpose of notice, the addresses of the parties, until changed, are as follows:

County: Harris County Public Health
2223 West Loop South
Houston, Texas 77027
Attention: Executive Director

DIRECT RELIEF:  Direct Relief

6100 Wallace Becknell Road
Santa Barbara, CA 93117

[Signature Page Follows)
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APPROVED AS TO LEGAL FORM:
CHRISTIAN D. MENEFEE
Harris County Attorney

DocuSignad by:
g
Sam Kigghlioffuuoe

Assistant County Attorney

CAO Fiie No. 21GEN1423

Attachment:

HARRIS COUNTY, TEXAS

by:

LINA HIDALGO

County Judge
Date Signed:

Ap;roved: ? Mf

Bhrbie L. Robinson, MPP, JD, CHC
Executive Director

Harris County Public Health

Date Signed: :ﬁdd, F 2&2‘1 ;

DIRECT RELIEF

— DocuSigned by:

By: Dawu, )

PrintNamre+Braws Long
Title: COO & SVP
Date Signed: 6/16/2021

U.S. Medical Products Donation Agreement (The Agreement)
Addendum to Medical Products Donation Agreement
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ADDENDUM
TO
MEDICAL PRODUCTS DONATION AGREEMENT
WITH
HARRIS COUNTY PUBLIC HEALTH
WITH RESPECT to the 2021 HURRICANE PREPAREDNESS PACK PROGRAM

This Addendum to the Medical Products Donation Agreement with Respect to the 2021 Hurricane
Preparedness Pack ("HPP"} Program is made upon signature by all parties and shall hereby
become a part of that certain Medicai Products Donation Agreement (‘Agreement) by and between
Direct Relief and Harris County, a body corporate and politic under the laws of the State of Texas,
by and through Harris County Public Heaith (each individually, a “Party” and collectively, the
“Parties”).

WHEREAS, the Parties entered into the Agreement for the efficient coordination and deiivery of
material medical aid in Houston, TX USA; and

WHEREAS, Direct Relief and Harris County Public Health (“Partner") agree to collaborate in the
HPP Program (“Program”), which will pre-position medicines, medical supplies, and other
disaster relief materials to improve their availability and enable the immediate treatment of
vulnerable populations following a hurricane or other natural or civil disaster that occurs during
2021; and

WHEREAS, the Program was developed in 2007 following Direct Relief's response to
Hurricanes Katrina and Rita, and the items included in the HPPs are selected and periodically
updated based on the recommendation of medicai professionals involved in hurricane relief
efforts in the Caribbean, Central America, and the United States; and

WHEREAS, the purpose of this Addendum is to provide a framework for the efficient
coordination of each Party's complementary activities for the Program and the provision of the
HPPs to Partner, as well as to define the mutual rights and obligations of the Parties, consistent
with the principles of accountability and transparency; and

WHEREAS, the Parties have mutually agreed to the terms of this Addendum to govern the
Program.

NOW, THEREFORE, in consideration of the promises and mutual covenants contained within
the Agreement and herein, the Parties agree as follows with respect to the management and
execution of the Program:

1. Partner Representations

a) Partner acknowledges that the products in the HPP are designed for use in the event of a
hurricane or other naturat or civil disaster and agrees to use the HPP in response to such an
event to support the immediate health needs that arise within Partner's community.
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b)

c)

d)

e)

9)

h)

)

Partner agrees to notify Direct Relief when the HPP is opened and any of its contents are
used.

Partner agrees to insure safe, adequate, and secure storage of the HPP, making
commercially reasonable efforts to provide for the HPP’s accessibility immediately following
a hurricane or other naturat or civil disaster,

Partner agrees that until November 30, 2021, any and all Products contained in the HPPs
will ba used only in the event of a hurricane or other natural or civil disaster.

In the event unused HPP Products are available as of December 1, 2021, Partner may use
any or of all the Products included in the HPP in Partner's (non-emergency) patient care
program prior to the expiration date of those Products. In no event shall any Products be
used following their expiration dates. Pariner agrees to notify Direct Retief upon release of
HPP Products into Partner's general inventory.

Partner covenants and agrees that any recipient health facilities or organizations that receive
Direct Relief donated HPP Products from Partner shall be bound by Partner to comply in full
with the terms and conditions set forth in the Agreement and this Addendum.

Partner agrees to inform and train att relevant staff on the terms of the Program, the
Agreement, and this Addendum.

Partner agrees to provide Direct Relief with properly credited photographs of HPP Products
in use and to provide testimonials and/or patient stories related to HPP uiilization. Partner
shall have the rights to license to Direct Relief the use of any photographs provided
hereunder and shall have obtained the advance consent of any and all featured individuals.

Partner agrees to complete a post-hurricane season survey issued by Direct Relief to
provide feedback on 2021 HPP contents and Program activities.

Partner assumes no financial responsibilities for the Program other than those outlined in this
Addendum.

2. Direct Relief Representations

a)

b}

Direct Relief agrees to deliver any HPPs provided pursuant to the Agreement and this
Addendum to the port of entry identified by Partner.

Direct Relief will implement an after-action survey tool for Partner to provide feedback on the
Program.

[SIGNATURE PAGE FOLLOWS)
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IN WITNESS WHEREOF, each of the parties has caused this Addendum to be executed by its
authorized representatives in its names and on its behalf.

For Harris County: For Direct Relief:
Lina Hidalgo Ihomas lighe
County Judge President & CEO
Date: Date:

12- Aufﬁs{' >0
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U.S. MEDICAL PRODUCTS DONATION AGREEMENT

THIS U.S. MEDICAL PRODUCTS DONATION AGREEMENT (this "Agreement”) is made upon signature by all
parties (the "Effective Date"), by and between Direct Relief, a California nonprofitpublic benefit corporation
(*Direct Relief"), with its primary place of business located at 6100 Wallace Becknell Road, Santa Barbara, CA
83117 and Harris County, a body corporate and politic under the laws of the State of Texas, by and through
Harris County Public Health ("Pariner”) whose principal place of business is located at 2223 W. Loop South,
Houston, TX 77027 with reference to the following facts and intentions:

WHEREAS, Direct Relief is a nonprofit public benefit corporation dedicated to providing access to affordable
medical care and medicines to individuals who cannot afford health insurance and are not covered by any form
of third-party prescription drug coverage, and

WHEREAS, Partner is a nonprofit, licensed clinic, health center, or charitable pharmacy dedicated to providing
community-directed high quality, comprehensive and affordable health care for medically underserved and
indigent populations; and

WHEREAS, Direct Relief wishes to provide donated prescription and non-prescription pharmaceuticals,
vouchers, equipment and/or supplies to Partner (as provided hereunder by Direct Relief to Partner, the
“Donated Products”) from time to time in Direct Relief's sole discretion, to be dispensed to patients who are
eligible to receive Donated Products pursuant fo the criteria set forth in this Agreement, including but not limited
to the criteria set forth in Exhibit A attached hereto (each such patient being an “Eligible Patient”), which may
be modified from time to time in the sole discretion of Direct Relief: and

WHEREAS, Partner has the ability to obtain from pharmaceutical companies, manufacturers, and distributors
Donated Products for Partner's patients, but instead finds it to be more effective and leads to greater patient
efficiencies, to work directly with Direct Relief for Direct Relief to obtain and provide Donated Products to
Partner for Pariner's patients.

NOW, THEREFORE, in consideration of the foregoing premises which are hereby incorporated into the
operalive provisions of this Agreement by this reference, the mutual covenants and agreements contained
herein, and other good and valuable consideration, the receipt and sufficiency of which is hereby
acknowledged, the parties hereby agree as follows:

1. Supply of Donated Products Notwithstanding anything to the contrary herein, nothing in this Agreement
obligates Direct Relief to donate or otherwise provide to Partner any prescription or non-prescription
pharmaceuticals, vouchers, equipment and/or supplies, as Partner acknowledges and agrees that Diract
Reliefs donation of any prescription or non-prescription pharmaceuticals, vouchers, equipment and/ar
supplies is dependent solely on a supply of such products made available to Direct Relief by
pharmaceutical companies, manufacturers and/or distributors.

a) Pariner shall provide all Donated Products strictly on the basis of need and without regard to race,
color, national origin, ancestry, age, sex, sexual orientation, gender identity, maritat status, religion,
disability, political affiliation or other characteristic protected by applicable statute. In no case wil
Partner withhold Donated Products from Eligible Patients because of their inability to pay for such
Donated Praducts.

b) Partner shall only provide prescription Donated Products to Eligible Patients pursuant to the eligibility
criteria set forth in Exhibit A attached hereto, and shall use reasonable efforts, consistent with
applicable law, to verify that such individual is not covered by any form of third-party prescription drug
benefit. Partner shall provide non-prescription Donated Products on the basis of need. Employed
Partner staff will be responsible for dispensing non-prescrption Donated Products directly to any
qualifying recipient, in the appropriate quantity.

U S Medical Products Donation Agreemaent (8/2018)



c} Direct Relief will not provide Donated Products directly to Eligible Patients. Instead, Partner shall
provide prescription Donated Products to Eligible Patents who receive treatment at Partner's
outpatient facility and present a valid prescription for such product(s) from a licensed healthcare
provider at the time of treatment. In the case of dispensation of 2 Donated Product pursuant to medical
treatment provided by Partner in anticipation of, during, in response to, or immediately following a
local emergency proclamation or declared State of Disaster or Emergency as set out in Exhibit A, a
prescription shall not be required, and dispensation and treatment need not take place at Partner's
outpatient facility.

d) If Partner becomes aware of information about an individual that would affect the individual's
continued eligibility to receive Donated Product, Partner must discontinue the individual's
participation.

¢} Pariner shall abide by ail applicable Federal, state, and local regulations in the dispensation of
Donated Products. Partner agrees that Donated Products will not be sold, traded, or further donated,
nor will Donated Products be returned to the original manufacturer for credit. Partner understands
that any unused prescription Donated Products must be returned to Direct Relief or its authorized
third-party returns processor for proper disposal. as well as comply with the provisions of Section 1,
clause {h) below.

f) Direct Relief will, in its sole discretion and at its sole expense, select the mode of shipment and route
the Donated Products to Partner. Titie to the Donated Products and risk of loss will pass to Partner
upon delivery of the Donated Products to Partner at a mutually determined location. The shipping
location must be a Partner healthcare delivery site where patients are receiving care

@) In the event that Pariner receives Donated Product shipments at multiple shipping locations, Partner
will have written policies and procedures for re-distribution of Donated Product, which must be in
compliance with state and Fedaral dispensation requirements. Further, partner will have appropriate
patient screening at each dispensing site in order 1o identify Eiigible Patients, except that patient
screening shall not be required at sites where dispensation takes place pursuant to medical treatment
provided by Pariner in response to a local emergency prociamation or declared State of Disaster or
Emergency as set out in Exhibit A.

h) Partner shall ensure that Donated Products are securely stored and handled properly, including but
not limited to refrigeration and/or capacity to store unopened product pursuant to package label and
other clinically appropriate measures. Partner shall maintain controls sufficient to ensure that Donated
Product is dispensed sclely to patients expected to complete use of the Donated Product before the
labeled expiry date. Partner shail notify Direct Relief within 30 days of any expired prescription
Donated Product. Expired and/ocr damaged prescription Donated Products must be returned to Direct
Relief and disposed of in compliance with Direct Reliefs policy and procedures provided te Partner
and as set forth in Exhibit B attached hereto (“Pojjcies and Procedures”). The Policies and Procedures
are subject to change by Direct Relief without prior notice

i) Partner shall segregate the prescription Donated Products from other medical products that Partner
receives, and if required by Direct Relief, to label such prescription Donated Products as having been
donated to Partner.

Jy Partner shall maintain books and records sufficient to create an audit trail for the distribution of
Donated Products to Eligible Patients.

k) In the event Partner becomes aware (directly or indirectly) of any Quality Complaint, Partner shall,
within three {3) days of becoming aware of the Quality Complaint, inform Direct Relief of the Quality
Complaint. Direct Relief will evaluate and investigate each Quality Complaint, provide instructions to
Partner on any immediate actions to be taken, and generate an investigation report at the conclusion
of the investigation. For purposes of this Agreement, “Quality Complaint® means any complaint or
correspondence Partner becomes aware of {directly or indirectly} that relates to potential packaging
or shipping defects and/or errors of the Donated Products but does not otherwise meet the criteria of

an “Adverse Event’ as defined balow.
U S. Medical Products Donation Agresment (3/2018)



2.

I} In the event that Partner becomes aware {directly or indirectly) of an Adverse Event, Partner shall
contact the manufacturer of the Donated Product within 24 hours of becoming aware (directly or
indirectly) of an Adverse Event in addition to following the Federal guidelines for reporting via U S.
Food and Drug Administration ("FDA") Form 3500. Partner shall have policies and procedures and
provide training for its applicable staff that includes instructions on how to report Adverse Events. For
purposes of this Agreement, "Adverse Event” means any untoward medical occurrence in a patient
who has been administered a Donated Product and which does not necessarily have a causal
relationship with the treatment associated with the Donated Product. Without limiting the foregoing,
an Adverse Event includes any unfavorable and unintended sign (including an abnorma! (aboratory
finding), symptom, or disease temporarily associated with the use of the Donated Product, whether
or not related to the Donated Product.

Product Recalls. In the event Direct Relief is required by the manufaciurer of a Donated Product (or
voluntarily decides) to initiate a recall, withdrawal or field correction of, or field alert report with respect to,
any Donated Product, whether or not such recall, withdrawal, field correction or field report has been
requested or ordered by the FDA, Direct Relief shalt notify Partner, and Pariner shall fully cooperate with
Direct Relief, to implement the same. Direct Relief will make all contacts with the manufacturer of the
subject Donated Product and will be responsible for coordinating all of the necessary activities in
connection with any such recall, withdrawal, field correction, or field alert report. Partner agrees to make
no statement to the media in respect to the subject matter of this Section 2 except with the prior written
approval of Direct Relief.

i t ion. Partner warrants (a) that it wilt not disclose any "protected heaith information,”
as that term is defined by the Health Insurance Portability and Accountability Act of 1996 ("HIPAA®), as
amended ("PHI™), to Direct Relief, and (b) that Partner is not required to disclose any PHI to Direct Relief
in order for Direct Refief to provide its services on behalf of Partner. In the event of an inadvertent
disclosure of PHI by Partner to Direct Relief hereunder, Partner shall notify Direct Relief immediately and
the parties shail work together to immediately return or destroy the applicable PHI.

a) Partnerrepresents and warrants to Direct Relief as follows:

i. Partner has not received and will not receive anything of value from Direct Relief as a condition
to receiving the Donated Products;

ii. Partner will inform Eligible Patients that they may not seek reimbursement for any Donated
Products dispensed hereunder from any government program (including Medicare or Medicaid)
or third party insurer. nor can Donated Products received through the program be counted
towards any Medicare beneficiary's true out of pocket (*“TROOP") expenditures;

iil. Partner is not a party to any commercial agreement with the manufacturer(s) of the Donated
Products under which it receives a rebate or incentive based upon Partner's utilization
hereunder of the Donated Products;

iv. Donated Products are solely for the uses set forth herein, and will not be transferred by or to
any third party for money, property, services or any other remuneration of any kind; and

v. Parineris exempt from Federal income taxes under Section 504(c){3) of the Intarnal Revenue
Code of 1986, as amended (the "Code”) or is a government instrumentality as such term is
described in Section 170{c)(1) of the Code. Partner represents that it is not a private foundation
and that the use by it of the Donated Products is related to the purpose for which Partner
received tax exemption under the Code.

b) Both parties represent that this Agreement has not been made in exchange for any explicit or implicit
agreement that Partner will purchase, recommend, or otherwise arrange for the use of any Donated
Products.

U S. Madical Products Donation Agreement (8/2019)



¢) Partner covenants that in the event Partner becomes a parly to any commercial agreement with the
manufacturer(s) of the Donated Products under which it receives a rebate or incentive based upon
Partner’s utilization hereunder of the Donated Products, Partner shall immediately notify Direct Relief
of such agreement. The Donated Products will be excluded from utilization data required to be
provided under any such other commercial agreement.

d) Partner covenants that it shail provide the Donated Products received under this Agreement free of
charge and only to Eligible Patients, except that a nominal dispensing fee will not be a breach of this
Agreement, provided that such fee must be waived if the Eligible Patient cannot afford payment
thereof.

e) Partner covenants that it shall {i) maintain adequate books and records on the receipt, distribution,
and disposition of all Donated Product for review by Direct Relief or its designee, (i) ensure that
written policies and procedures are in place to adequately determine patient eligibility at each site
where patient screening will occur, and (lil) maintain and retaln for six {8) years following the
termination or expiration of this Agreement, adequate documentation and complete records verifying
patient eligibility to receive Donated Product for review by Direct Relief or its designee. Patient
eligibility screening is not required at sites where dispensation takes place pursuant to medical
treatment provided by Partner in response to a declared State of Disaster or Emergency as set out in
Exhibit A, :

f) Partner covenants that it shall not bill any insurance program (including Medicare or Medicaid) for
any Donated Products provided to Eligible Patients hereunder.

@) Partner covenants that upon receiving the Donated Products, it will sign and retain a copy of the
original packing slip included with each Donated Product shipment. Partner acknowledges that the
packing slip will contain an additional represantation as to how the Donated Products will be used
and Parner's obligation not to bill its patients or any third party payor, including Medicare and
Medicaid, for Donated Products administered to Eligible Patients under this Agreement. Direct Relief
will make available any transaction information ("T3 Data”) required under the Drug Supply Chain
Security Act ("DSCSA"), if applicable to the Donated Products. Any defects, shortages or problems
with the Donated Products shipment must be reported o Direct Relief within three (3) days of receipt
of the shipment.

h) Both parties shall comply with all applicable Federal, state, and local iaws, regulations and guidelines,
including any licenses, permits, or registrations necessary to be able to provide the Donated Products,
which include, but are not limited to, all laws, rules, regulations and guidelines regarding pharmacy,
privacy, anti-bribery and anti-kickback actions.

)  Without limiting the foregoing or anything to the contrary in this Agreement, Partner covenants and
agrees that neither Partner nor any of its affiliates or any of their respective officers, directors,
employees, agents or representatives will offer, promise or give any undue pecuniary or other
advantage, whether directly or through intermediaries, to any public official, for that official or for any
third party, in order that the official act or refrain from acting in relation to that performance of his or
her official duties, in order to obtain or retain business or other impreper advantage in the conduct of
Partner's obligations.

5. DQISCLAIMER OF WARRANTIES AND LIABILITY BY DIRECT RELIEF

a) Partner understands and agrees that in providing the Donated Products to Partner, Direct Relief does
not act as a seller, reseller, or manufacturer for purposes of products liability law or for any other
purpose.

b) NEITHER DIRECT RELIEF NOR ANY OF ITS SUBSIDIARIES OR AFFILIATES IS RESPONSIBLE
FOR ANY LIABILITY, CLAIM, LOSS, INJURY, OR DAMAGE CAUSED BY THE USE OF ANY
DONATED PRODUCTS THAT ARE PROVIDED BY DIRECT RELIEF HEREUNDER NO MATTER
WHAT MANNER THEY ARE USED IN. INDIVIDUALS AND ORGANIZATIONS WHO USE OR

U § Medical Products Donation Agresment (8/2019)



DISPENSE OF THE DONATED PRODUCTS DO SO AT THEIR OWN RISK AND MAY SUFFER
SERIOUS PERSONAL INJURY OR DEATH OR PROPERTY DAMAGE. DIRECT RELIEF MAKES,
AND HAS MADE, NO WARRANTIES OR REPRESENTATIONS, EXPRESS OR IMPLIED,
CONCERNING THE SUITABILITY OR SAFETY OF ANY OF THE DONATED PRODUCTS, AND IT
EXPRESSLY DISCLAIMS ALL SUCH WARRANTIES. INCLUDING WITHOUT LIMITATION,
IMPLIED WARRANTIES OF MERCHANTABILITY AND FITNESS FOR PARTICULAR PURPQSE.
DIRECT RELIEF IS A CHARITABLE ORGANIZATION AND DOES NOT HAVE THE EXPERTISE
TO INSPECT, AND THEREFORE HAS NOT INSPECTED, ANY OF THE DONATED PRODUCTS
THAT T HAS DONATED OR WILL DONATE TO PARTNER, NEITHER DIRECT RELIEF NOR ANY
OF ITS SUBSIDIARIES OR AFFILIATES IS RESPONSIBLE FOR ANY LIABILITY, CLAIM, LOSS,
INJURY OR DAMAGE OF ANY KIND, INCLUDING LOSS OF PROFITS, INDIRECT, SPECIAL,
EXEMPLARY, PUNITIVE OR CONSEQUENTIAL DAMAGES, RESULTING FROM THE USE OF
ANY OF THE DONATED PRODUCTS THAT IT HAS DONATED OR WILL DONATE UNDER THIS
AGREEMENT.

8. |ndemnification. Partner agrees to indemnify, defend and hold Direct Relief, its subsidiaries and affiliates
and their respective directors, officers, employees and agents ("Dir fief Parties"), harmless from any
claim, liability, loss, damage or injury of any kind, including attorneys' fees and costs of litigation, directly
or indirectly resulting from or associated with the Donated Products delivered hereunder, and further
agrees that it will not seek indemnity from any Direct Relief Party for damages arising out of the condition
or use of Donated Products delivered hereunder. This indemnity obligation by Partner is without regard to
any act or omission by Direct Relief, its subsidiaries and affiliates or their respective directors, officers,
employess, or agents unless such act or omission is proven by a court of competent jurisdiction to be
willful misconduct or gross negligence.

7. Changs of Status. In the event of a change in its licensure status. including clinic or health center license,
pharmacy license, dispensary license, or medical director license for its facility, Partner shali notity Direct
Relief within seven (7) calendar days of the change in status, and Direct Relief will have the right to
terminate this Agreement effective immediately

8. Term and Termination This Agreement is effective as of the Effective Date and will continue until
terminated in accordance with the terms hereof:

a) Either party may terminate this Agreement upon 60 days’ prior written notice to the other party, with
or without cause or reason.

b) If Partner breaches Section 1{a)-(e), (h), (k) or (I}, Section 4, Section 7, Section 10, or if Direct Relief
has a reasonable basis (determined in its sole discretion) to believe that Partner or any of Partner's
affiliates or any of their respactive officers, diractors, employees. agents or representatives is involved
in counterfeiting, illegal diversion, bribery, or handling of stolen medicines, medical equipment and
supplies or other medical products or that Partner has failed to establish appropriate controls against
such activities, Direct Relief has the right to terminate this Agreement immediately upon notice to
Partner.

¢) Upon expiration or termination of this Agreement, (i) any remaining prescription Donated Products
must be retumed to Direct Relief pursuant to the Policies and Procedures, and (ii) at the sole
discretion of Direct Relief, at the request of Direct Relief, any remaining non-prescription Donated
Products must be returned to Direct Relief pursuant to the Policies and Procedures.

d) Upon expiration or termination of this Agreement, (i) Sections 2, 4, and 10 shall survive for so long as
Partner retains any Donated Products, (ii) Sections 5, €, 18, and 19 shall survive indefinitely, and (iii)
Section 8 shall survive for such period until Direct Reliefs audit rights expire.

9. Audit Right. During the term of this Agreement and for a period of three (3) years thereafter, upon 30 days
prior written notice to Partner and during regular business hours, Direct Relief or its designee has the right
to audit and inspect Partner, its facilities, and its books, records and procedures relating to activities
contemplated by this Agreement, in order to verify that Partner has operated in accordance with the terms
of this Agreement. Partner shall, at the time of treatment, obtain from its Eligible Patients any authorizations
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required by Federal, state or local law to allow Direct Relief or its designee to conduct the audit activities
contemplated by this Section 9. Except as required by law or court order or other governmental order,
Direct Relief or its designee shall maintain all information it obtains regarding Eligible Patients as strictly
confidential

Ogbarment and Exclusion. Partner represents and warrants that neither it, nor any of its employees or
agents, performing hereunder, have ever been or are currently the subject of a proceeding that could lead
fo it or such employees or agents becoming, as applicable, a Debarred Entity or individual, an Excluded
Entity or Individual or a Convicted Entity or Individual Partner further covenants that if, during the term of
this Agreement, it, or any of its employees or agents performing hereunder, becomes or is the subject of
a proceeding that could lead to that party becoming, as applicable, a Debarred Entity or Individual, an
Excluded Entity or Individual or a Convicted Entity or Individual, Partner shall immediately notify Direct
Relief, and Direct Relief has the right to immediately terminate this Agreement. For purposes of this
Section, the following definitions shall apply:

a) A "Debarred Individual® is an individual who has been debarred by the FDA pursuant to 21 U.S.C.
§335a (a) or (b) from providing services in any capacity to a person that has an approved or pending
drug product application.

b) A "Debarred Entity" is a corporation, partnership or association that has been debarred by the FDA
pursuant to 21 U.S.C. §335a (a} or (b) from submitting or assisting in the submission of any
abbreviated drug application, or a subsidiary or affiliate of a Debarred Entity.

¢) An “Excluded individual or "Excluded Entity" is (i) an individual or entity, as applicable, who has been
excluded, debarred, suspended or is otherwise ineligible to participate in Federal heaith care
programs such as Medicare or Medicaid by the Office of the Inspector General of the U S. Department
of Health and Human Services, or (ii) is an individual or entity, as applicable, who has been excluded,
debarred, suspended or is otherwise ineligible to parficipate in Federal procurement and non-
procurement programs, including those produced by the U.S. General Services Administration.

d) A “Convicted Individual” or “Convicted Entity” is an individual or entity, as applicable. who has been
convicted of a criminal offense that falls within the ambit of 21 U.S.C. §335a (&) or 42 U.S.C §1320a
- 7(a), but has not yet been excluded, debarred, suspended or otherwise declared ineligible.

Notices. Any notice required or otherwise made pursuant to this Agreement must be in writing, personaily
delivered or sent by certified mail, return receipt requested, or recognized courier service, properiy
addressed, or by facsimile with confirmed answer-back, to the other party at the address set forth above
or such other address as may be provided by each party to the other party in writing from time to time.
Notices are deemed effective (a) on the date received if personally delivered or sent by certified mail or
recognized courier, or (b) upon the date of confirmed delivery if sent by facsimile.

Independent Contractors. The relationship of the parties under this Agreement is that of independent
contractors and neither party has any authority to bind or act on behalf of the other party except as
otherwise agreed in writing by the parties. Nothing herein is deemed to be a partnership or joint venture
between the parties.

Assignment. Neither party may assign this Agreement or any rights or obligations hereunder, whether
directly or indirectly, without the prior written consent of the other party, provided, however, that Direct
Relief may assign this Agreement to a wholly owned subsidiary or an affiliate.

Publicity. Neither party may disciose the terms of this Agreement or use the other party's name, logo,
trademark, or service mark in any promotional or general announcement or media release without the
other party's prior written approvai.

Eacsimile Si - This Agreement may be executed in two or more counterparts,
each of which is deemed an original, but all of which togather constitutes one and the same instrument.
The parties agree that facsimile or other electronically transmitted signatures will be deemed originals of
the executed signature pages
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Electronic Storags. Each party may copy this completed Agreement for electronic storage in a non-editable
format, at which time the paper form of this Agreement may be destroyed. Each party agrees that following
the electronic storage of this Agreement, any hard copy printout of that electronically stored information
will constitute an original of this Agreement.

Severability. if any provision of this Agreement is held invalid or unenforceable by any court of competent
jurisdiction, the other provisions of this Agreement will remain in full force and effect. Any provision of this
Agreement held invalid or unenforceable only in part or degree will remain in full force and effect to the
extent not held invalid or unenforceable.

Digpute Resolution. The parties shall resolve any dispute, controversy or claim arising out of or relating
to this Agreement, or the breach, termination or invalidity thereof (each a “Digpute”), under this Section 18,
which is the exclusive mechanism for resolving any Dispute.

a) Negotiations. The parties shall first attempt in good faith to resolve any Dispute by negotiation and
consultation between themselves. In the event that such Dispute is not resolved on an informal basis
within ten (10) business days after one party provides notice to the other party of such Dispute
{"Dispute Natica™), either party may initiate mediation pursuant to this Section 18.

b) Mediation. Subject to clause (a) above, either party may, at any time by notice to the other party,
demand mediation of the Dispute (*Mediation Notice™). The parties shall cooperate with one another
to select a neutral mediator and in scheduling mediation proceedings. If the parties are unable to
agree on a mediator within five {5) days of the Mediation Notice, the mediation will occur under the
rules of JAMS with a mediator selected under JAMS' rules. The parties agree that the mediator's
fees and expenses and costs incidental thereto will be shared equally by the parties. The parties
agree that all offers, promises, conduct and statements, whether oral or written, made in the course
of the mediation by any party, its agents, employees, experts and attorneys, and by the mediator, are
confidential, privileged and inadmissible for any purpose, including impeachment, in any litigation,
arbitration or other proceeding involving the parties, provided that evidence that is otherwise
admissaible or discoverable shall not be rendered inadmissible or non-discoverable as a result of its
use in the mediation.

¢) Litigation or Arbitration. If the parties are unable to resolve the Dispute by mediation within 30 days
of the Mediation Notice, either party may file an action in a court of competent jurisdiction (as provided
herein) or commence binding arbitration

' Fgeg  If any legal action or any arbitration or other proceeding (other than mediation pursuant
to Section 18(b)) is brought for the enforcement or interpretation of this Agreement, it is agresd that the
prevailing party is entitled to an award of its costs and reasonable attorneys' fees, in addition to any other
relief to which it may be entitled.

. This Agreement is to be interpreted and governed by the laws of the State of
California, without reference to conflict of laws principles, with venue for all purposes proper only in the
County of Santa Barbara, State of California.

Interpretation. In this Agreement, except to the extent otherwise provided or the context otherwise
requires, any statute, rule or regulation defined or referred to herein or in any exhibit attached hereto
means such statute, rule or regulation as from time to time amended, modified or supplemented, inctuding
by succession of comparable successor statutes, rules and regulations.

Entire Agreement. This Agreement and Exhibits constitute the entire and exclusive agreement between
the parties hereto with respect to the subject matter hereof and supersedes and cancels all previous oral
or written communications, proposals, agreements, and commitments. Except as otherwise set forth
herein, no modification to this Agreement is effective uniess signed by both parties.

[Signature Page Follows]
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IN WITNESS WHEREOF, each of the parties has caused this Agreement to be executed by its authorized
representatives in its names and on its behalf as of the day and year written abova.

PARTNER ORGANIZATION:
County Judge (Print Name): Lina Hidalgo

Signature: Date:

Executlve Director (Print Name):

If Employed - Pharmacist (Print Name):

Signature: Date:

DIRECT RELIEF:
CEO & President: Thomas Tighe

Signature:

oate:_F[12-/ 2/

Approved as to Form:
Chrigtian D. Menefee
County Attorney

By: xga,m- ‘Kwd.ko—#:
Sam Kirchhoff
Assistant County Attorney

CA File: 21GEN1423
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Exhibit A
ELIGIBLE PATIENT CRITERIA

General Criteria

- The patient is a resident of the United States of America

| | Fi ial Criteri
- The patient is not covered by any form of third-party prescription drug benefit.

- The patient qualifies as indigent.

- The patient's eligibility criteria are evaluated at least annually.

- Patlent elnglblllty screenmg shall not be requnred and the above General Cntena and Insurance and
Financial Criteria need not be met, where Donated Product is dispensed pursuant to medical treatment
provided by Partner in response to a local emergency proclamation or State of Disaster or Emergency,
including but not limited to a Public Health Emergency, as declared by a duly authorized Federal, state,
and/or local Executive Authority or governing body.
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Exhibit B
RETURN GOODS POLICIES AND PROCEDURES

Donated Product returns must follow the procedures specified below. Direct Relief reserves the right to change
these procedures at any time without notice.

Donated Products must be returned to Direct Relief for destruction in compliance with all federal, state or local
laws pertaining to the returned Donated Products.

1.

RETURN DONATED PRODUCT POLICY.

1.1. Expired and overstocked prescription medications must be returned to Direct Relief. Qver-the-
counter products and medical supplies should be disposed of by Partner.

1.2. Donated Products are NOT to be returned for credit to the manufacturer or processed through a
reverse wholesaler where credit might occur. Unused Donated Products may NOT be supplied to
other organizations.

1.3. Partner must inform Direct Relief of any expired drug within 30 days of expiration

1.4. Incorrect shipments, shortages or damages to Donated Products must be reported to Direct Relief
within three (3) days of receipt of the Donated Products  The entire shipment of the Donated Products
should be declined when there is damage

Please include the following necessary information in your ¢laim:
« Name and address.
« Order number, Delivery Number, Partner number and date.
* Describe error, shortage, or visible damage noted on receipt of delivery.

1.5. Donated Products delivered to Partner as a result of ordering errors may be returned to Direct Relief
subject to the folfowing conditions: (a) the Donated Product is returned in original, full and unopened
condition, and (b) the Donated Product is able to be restocked by Direct Relief. Partner should
immediately notify Direct Relief of any ordering errors

1.6. Promptly upon determination that a shipment from Direct Relief has been lost and not received by
Partner, Pariner shall contact Direct Relief.

DONATED PRODUCT RETURN PROCEDURE.

2.1. A Return Authorization Form ("RAFE") to be provided by Direct Relief must be completed by Partner
Partner must provide product name and strength, NDC number. lot number, expiration date, and
quantity to be returned. An authorized and completed RAF must be received by Diract Relief from
Pariner before Donated Product can be returned.

2.2. Retumns must be shipped to the location designated by Direct Relief. The Donated Products must be
returned within thirty (30) days from the date the RAF was approved by Direct Relief.

2 3. Direct Relief will arrange and pay for a carner to pick up Donated Product to be returned

2.4. Upon receipt of returned Donated Product, product condition will be verified by Direct Relief and either
sent for destruction, or if appropriate, restocked.
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