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FOURTH AMENDMENT TO AGREEMENT 

BETWEEN THE COUNTY OF SAN MATEO AND  
GOTHAM LLC 

 
 

THIS FOURTH AMENDMENT TO THE AGREEMENT (the “Fourth 

Amendment”), entered into effective as of the 18th day of November 2020 by and between the 

COUNTY OF SAN MATEO, hereinafter called "County," and Gotham LLC in partnership 

with Curative Inc., including Curative Labs Inc., hereinafter called "Contractor";  

 

W I T N E S S E T H: 

 
WHEREAS, pursuant to Government Code, Section 31000, County may contract with 

independent contractors for the furnishing of such services to or for County or any Department 
thereof; 

 
WHEREAS, the parties entered into an emergency Agreement for the purpose of testing 

residents of San Mateo county in various settings as needed in response to COVID-19 infection 
concerns by the Public Health divisions on August 3, 2020; and, 

 
WHEREAS, the parties first amended the Agreement on October 1, 2020 to provide for 

a mobile van team to perform testing; and, (the “First Amendment”); and 
 
WHEREAS, the parties amended the Agreement a second time on October 16, 2020 to 

add a testing site at the San Mateo County Event Center and to extend the agreement to December 
31, 2020; (the “Second Amendment”); and  

 
WHEREAS, the parties amended the Agreement a third time on November 20, 2020 to 

continue to provide COVID-19 testing to San Mateo residents and open other locations for 
testing; (the “Third Amendment”); and  

 
WHEREAS, the parties now wish to further amend the Agreement to increase the total 

fiscal obligation from $500,000 to $4,000,000 to meet the ongoing community demand for 
testing; to add a provision disallowing balance billing of patients or the County; extend the 
agreement to June 30, 2021; to change the termination notice provision from 30 days to 60 days; 
to add community partners to the hold harmless provision; to replace Exhibit A with Exhibit A 
(Revised); to replace Exhibit B with Exhibit B (Revised); and to add Attachment E and a 
Business Associates Agreement (Attachment H). 

 
NOW, THEREFORE, IT IS HEREBY AGREED BY THE PARTIES HERETO AS 

FOLLOWS: 
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1. Section 3 governing Payments of the Agreement is hereby amended and restated in its 
entirety as follows:  
 
In consideration of the services provided by Contractor in accordance with all terms, 
conditions, and specifications set forth in this Agreement and in Exhibit A, County shall 
make payment to Contractor based on the rates and in the manner specified in Exhibit B. 
In no event shall County’s total fiscal obligation under this Agreement exceed FOUR 
MILLION DOLLARS ($4,000,000). In the event that the County makes any advance 
payments, Contractor agrees to refund any amounts in excess of the amount owed by the 
County at the time of contract termination or expiration. Contractor is not entitled to 
payment for work not performed in accordance with the terms of this Agreement. 
 
Under no circumstances shall Contractor bill patients for any of the services provided 
pursuant to this Agreement. Payments from the County to Contractor for services 
provided pursuant to this Agreement shall constitute the sole and only payments that the 
Contractor is entitled to receive for services rendered under this Agreement.  Contractor 
shall not engage in balance billing of patients or the County or any other parties for 
services rendered under this Agreement.   

  
2. 
 
 
 
 
3. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Section 4 governing Term of the Agreement is hereby amended and restated in its 
entirety as follows:  
 
The term of this Agreement shall be from August 3, 2020, through June 30, 2021.  
 
Section 5 governing Termination of the Agreement is hereby amended and restated in its 
entirety as follows: 
 
This Agreement may be terminated either party at any time without a requirement of 
good cause upon sixty (60) calendar days’ advance written notice to the other party. 
Contractor shall be entitled to receive payment for work/services provided prior to 
termination or expiration of the Agreement. Such payment shall be that prorated portion 
of the full payment determined by comparing the work/services actually completed to the 
work/services required by the Agreement. Furthermore, such payment shall be paid in 
full by County to Contractor within thirty (30) days of the expiration or termination of 
this Agreement. County may immediately terminate this Agreement or a portion of the 
services referenced in the Attachments and Exhibits based upon the unavailability of 
Federal, State, or County funds by providing written notice to Contractor as soon as is 
reasonably possible after County learns of said unavailability of outside funding. Either 
party may terminate this Agreement for cause. In order to terminate for cause, a party 
must first give the other party notice of the alleged breach. Such party shall have five (5) 
business days after receipt of such notice to respond and a total of ten (10) calendar days 
after receipt of such notice to cure the alleged breach. If such party fails to cure the 
breach within this period, the other party may immediately terminate this Agreement 
without further action. The option available in this paragraph is separate from the ability 
to terminate without cause with appropriate notice described above. 
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4. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
5. 
 
 
 
6. 
 
 
 
7. 
 
 
8. 
 
 
 
9. 

Section 8(a) governing General Hold Harmless of the Agreement is hereby amended and 
restated in its entirety as follows: 
 
Except to the extent arising from County’s negligence, willful misconduct or breach of 
this Agreement, Contractor shall indemnify and save harmless County and its community 
partners operating testing events using Curative test kits, as well as County’s and 
community partners’ officers, agents, employees, and servants, from all third party 
claims, suits, or actions of every name, kind, and description resulting from this 
Agreement, the performance of any work or services required of Contractor under this 
Agreement, or payments made pursuant to this Agreement brought for, or on account of, 
any of the following: 
 
(A) injuries to or death of any person, including Contractor or its 
employees/officers/agents; 
(B) damage to any property of any kind whatsoever and to whomsoever belonging; 
(C) any sanctions, penalties, or claims of damages resulting from Contractor’s failure to 
comply, if applicable, with the requirements set forth in the Health Insurance Portability 
and Accountability Act of 1996 (HIPAA) and all Federal regulations promulgated 
thereunder, as amended; or 
(D) any other loss or cost, including but not limited to that caused by the concurrent 
active or passive negligence of County and/or its officers, agents, employees, or servants. 
 
However, Contractor’s duty to indemnify and save harmless under this Section shall not 
apply to injuries or damage for which County or its community partners operating testing 
events using Curative test kits have been found in a court of competent jurisdiction to be 
solely liable by reason of its own negligence or willful misconduct. The duty of 
Contractor to indemnify and save harmless as set forth by this Section shall include the 
duty to defend as set forth in Section 2778 of the California Civil Code. 
 
Exhibit A governing services of the Agreement is hereby amended and replaced in its 
entirety with Exhibit A (Revised) and is hereby included and incorporated by reference to 
the Agreement.  
 
Exhibit B governing payments and invoicing of the Agreement is hereby amended and 
replaced in its entirety with Revised Exhibit B (Revised) and is hereby included and 
incorporated by reference to the Agreement.   
 
Attachment E Emergency Agreement Provisions outlines what is required of emergency 
agreements with the County of San Mateo. 
 
The Agreement is hereby further amended by adding Attachment H – HIPAA Business 
Associate Agreement attached to this Fourth Amendment and is hereby included and 
incorporated by reference to the Agreement. 
 
All other terms and conditions of the Agreement shall remain in full force and 
effect. 
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In witness of and in agreement with this Agreement’s terms, the parties, by their duly 
authorized representatives, affix their respective signatures: 

Gotham LLC 

_____________________________ 
Signature 

 _______________ 
Date 

___________________________ 
Name (please print) 

COUNTY OF SAN MATEO 

01/23/2021 Jonathan Gruen 

_________________________________           ____________________
Louise Rogers  Date
Chief, San Mateo County Health



EXHIBIT A (REVISED) 
 

In consideration of the payments set forth in Exhibit B, Contractor shall provide the following 
services: 

 
Contractor responsibilities include: 

• Deliver minimum of 25 kits to facilities specified by San Mateo County or 
central distribution center in the county and processing of samples received 
from those facilities; Contractor will work with SMC to discuss logistics of 
direct ship to facilities as well as direct ship to county. County will 
distribute and collect tests from specific facilities; 

 
• Complete testing and reporting of results for at least 90% of tests within 48 

hours upon receipt at a Contractor laboratory of the samples provided that the 
samples were properly collected and do not require repeat testing and that all 
required information is provided and correct including HIPAA waiver. Should 
Contractor be unable to meet this requirement, it will notify the County within 
24 hours by providing written notice that includes an explanation as to why the 
requirement cannot be achieved; 

 
• Prepare test kits to include, at a minimum, a bio specimen bag, oral or nasal 

canular swab, vial with label and shelf stable FDA EUA authorized medium 
compatible with a PCR-based COVID-19 test; 

 
• Shipping labels and packaging to send specimens to lab; 

 
• Electronic result reporting to the California Department of Public Health; 

 
• Meet data reporting requirements per San Mateo County’s Health Officer Order c19-4 

Order of the Health Officer of the County of San Mateo Directing All Laboratories 
Conducting COVID-19 Diagnostic Tests to Report COVID-19 Test Information, 
Including Positive Negative, and Inconclusive Test Results – to Local and State Public 
Health Authorities effective March 25, 2020;  
 

 
• CLIA Certified Laboratory authorized in FDA Emergency Use Authorization; 

 
• Work with County to improve registration and data analytics in order to better 

respond to public health needs. Should the registration process be changed, 
Contractor will provide County with seven (7) days written notice of such 
change to allow for training and preparedness;  

 
• Provide results of individuals into a web-based portal by facility; 

• Web-based portal will be accessible by specified facilities and the 
California Department of Public Health; 



 
• Provide scanner to each specified facility to scan labels on vials; 

• Prepare and provide training of how to administer the test, operate 
testing site, and package/ship specimens; 

 
• Provide an email contact for patient results, a phone help line will be 

provided starting September 2020; 
 

• Collect patient information electronically, to include a time and date 
stamp, and deliver test results via a web portal system. 



EXHIBIT B (REVISED) 

In consideration of the services provided by Contractor described in Exhibit A and subject to the 
terms of the Agreement, County shall pay Contractor based on the following fee schedule and 
terms: 
 

I. Payments.  
 
Contractor will bill health plans of insured patients. Contractor will take on the associated 
responsibilities and costs of billing patient insurance plans directly. Contractor is 
responsible for timely exhausting all reasonable avenues to complete insurance billing. 
County agrees to share with Contractor any insurance information in its possession so 
Contractor can collect payment for resulted tests, as defined below. Insured patients will 
default to the “Reimbursed Patient” type as listed below.  
 
Contractor will bill Health Resources and Services Administration (“HRSA”) for 
uninsured patients. If HRSA denies a claim for coverage, the patient will default to the 
“Unreimbursed Patient” type listed below. Contractor may only collect payment from 
the County for Unreimbursed Patient’s resulted tests. Resulted tests clearly indicate 
whether a patient is negative or positive for COVID-19. 

 
Contractor will be responsible for maintaining record counts of each category type, which 
will be reflected in the monthly invoice to the County. 
 

 

Patient Category Amount Per Patient 

Unreimbursed Patient Resulted 
Tests $ 150.00 

Reimbursed Patient $ 0.00 

 

II. Invoicing  
 
Contractor will invoice San Mateo County upon on a monthly basis for Unreimbursed 
Patients (see “B: Pricing” above).  
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Attachment E – Emergency Agreement Provisions 
 
 

A. Termination 
 
This Agreement may be terminated by Contractor or by the Director of Emergency Services or 
his/her designee at any time without a requirement of good cause upon thirty (30) days’ advance 
written notice to the other party.  Subject to availability of funding, Contractor shall be entitled to 
receive payment for work/services provided prior to termination of the Agreement.  Such payment 
shall be that prorated portion of the full payment determined by comparing the work/services 
actually completed to the work/services required by the Agreement. 
 
County may terminate this Agreement or a portion of the services referenced in the Attachments 
and Exhibits based upon the unavailability of Federal, State, or County funds by providing written 
notice to Contractor as soon as is reasonably possible after County learns of said unavailability of 
outside funding. 
 
County may terminate this Agreement for cause. In order to terminate for cause, County must first 
give Contractor notice of the alleged breach. Contractor shall have five business days after 
receipt of such notice to respond and a total of ten calendar days after receipt of such notice to 
cure the alleged breach. If Contractor fails to cure the breach within this period, County may 
immediately terminate this Agreement without further action. The option available in this 
paragraph is separate from the ability to terminate without cause with appropriate notice 
described above. In the event that County provides notice of an alleged breach pursuant to this 
section, County may, in extreme circumstances, immediately suspend performance of services 
and payment under this Agreement pending the resolution of the process described in this 
paragraph. County has sole discretion to determine what constitutes an extreme circumstance for 
purposes of this paragraph, and County shall use reasonable judgment in making that 
determination. Subject to availability of funding, Contractor shall be entitled to receive payment on 
a prorated basis for work/services actually completed and delivered prior to termination of the 
Agreement and for which there is no dispute. 
 
 
B. Retention of Records; Right to Monitor and Audit 
 
(a) Contractor shall maintain all required records relating to services provided under this 
Agreement for three (3) years after CalOES closes out the County’s application for 
reimbursement.  County will notify Contractor of any audit release date after which Contractor 
shall no longer be required to maintain the records referenced herein.  Contractor shall be subject 
to the examination and/or audit by County, a Federal grantor agency, and the State of California. 
 
(b) Contractor shall comply with all program and fiscal reporting requirements set forth by 
applicable Federal, State, and local agencies and as required by County. 
 
(c) Contractor agrees upon reasonable notice to provide to County, to any Federal or State 
department having monitoring or review authority, to County’s authorized representative, and/or 
to any of their respective audit agencies access to and the right to examine all records and 
documents necessary to determine compliance with relevant Federal, State, and local statutes, 
rules, and regulations, to determine compliance with this Agreement, and to evaluate the quality, 
appropriateness, and timeliness of services performed. 
 
 
C. Merger Clause; Amendments 
 
The Agreement, including the Exhibits and Attachments attached to the Agreement and 
incorporated by reference, constitutes the sole Agreement of the parties to the Agreement and 
correctly states the rights, duties, and obligations of each party as of the Agreement’s date.  In 
the event that any term, condition, provision, requirement, or specification set forth in the body of 
the Agreement conflicts with or is inconsistent with any term, condition, provision, requirement, or 
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specification in any Exhibit and/or Attachment to the Agreement, the provisions of the body of the 
Agreement shall prevail; provided, however, that, in the event that any term, condition, provision, 
requirement, or specification set forth in the body of the Agreement conflicts with or is 
inconsistent with any term, condition, provision, requirement, or specification in Attachment E, the 
provisions of Attachment E shall prevail.  Any prior agreement, promises, negotiations, or 
representations between the parties not expressly stated in this document are not binding.  All 
subsequent modifications or amendments shall be in writing and signed by the parties. 
 
 
D. Dispute Resolution; Controlling Law; Venue 
 
The validity of this Agreement and of its terms, the rights and duties of the parties under this 
Agreement, the interpretation of this Agreement, the performance of this Agreement, and any 
other dispute of any nature arising out of this Agreement shall be governed by the laws of the 
State of California without regard to its choice of law or conflict of law rules. Any dispute arising 
out of this Agreement shall be venued either in the San Mateo County Superior Court or in the 
United States District Court for the Northern District of California. In the event of breach or other 
dispute arising out of this Agreement, County reserves the right to pursue all remedies, legal, 
contractual, administrative or otherwise against Contractor, including the recovery of any 
sanctions and penalties authorized by law. 
 
 
E. Suspension and Debarment 

 
(1) This contract is a covered transaction for purposes of 2 C.F.R. pt. 180 and 2 C.F.R. 

pt. 3000. As such, the contractor is required to verify that none of Contractor’s principals (defined 
at 2 C.F.R. § 180.995) or its affiliates (defined at 2 C.F.R. § 180.905) are excluded (defined at 2 
C.F.R. § 180.940) or disqualified (defined at 2 C.F.R. § 180.935). 

 
(2) Contractor agrees to comply with 2 C.F.R. pt. 180, subpart C and 2 C.F.R. pt. 3000, 

subpart C, throughout the term of this Agreement and must include a requirement to comply with 
these regulations in any lower tier covered transaction it enters into. 

 
(3) This certification is a material representation of fact relied upon by County If it is later 

determined that the contractor did not comply with 2 C.F.R. pt. 180, subpart C and 2 C.F.R. pt. 
3000, subpart C, in addition to remedies available to County, the Federal Government may 
pursue available remedies, including but not limited to suspension and/or debarment. 
 
 
F. Procurement of Recovered Materials 

 
In the performance of this contract, Contractor shall make maximum use of products containing 
recovered materials that are United States Environmental Protection Agency (“EPA”)-designated 
items unless the product cannot be acquired.  Information about this requirement, along with the 
list of EPA- designated items, is available at EPA’s Comprehensive Procurement Guidelines web 
site, https://www.epa.gov/smm/comprehensive- procurement-guideline-cpg-program. Contractor 
also agrees to comply with all other applicable requirements of Section 6002 of the Solid Waste 
Disposal Act. 
 
 
G. Access to Records.  

 
(1) The Contractor agrees to provide the County, the FEMA Administrator, the 

Comptroller General of the United States, or any of their authorized representatives access to any 
books, documents, papers, and records of the Contractor which are directly pertinent to this 
contract for the purposes of making audits, examinations, excerpts, and transcriptions.  
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(2) The Contractor agrees to permit any of the foregoing parties to reproduce by any 
means whatsoever or to copy excerpts and transcriptions as reasonably needed.  
 

(3) The Contractor agrees to provide the FEMA Administrator or his authorized 
representatives access to construction or other work sites pertaining to the work being completed 
under the contract.  
 

(4) In compliance with the Disaster Recovery Act of 2018, the County and the Contractor 
acknowledge and agree that no language in this contract is intended to prohibit audits or internal 
reviews by the FEMA Administrator or the Comptroller General of the United States. 
 
 
H. Clean Air Act and Water Pollution Act Compliance 
 

(1) Contractor agrees to comply with all applicable standards, orders or regulations 
issued pursuant to the Clean Air Act, as amended, 42 U.S.C. § 7401 et seq. and the Federal 
Water Pollution Act, as amended 33 U.S.C. 1251. et. seq. 

 
(2)  Contractor agrees to report each violation to the County understands and agrees that 

the County will, in turn, report each violation as required to assure notification to the Federal 
Emergency Management Agency, and the appropriate Environmental Protection Agency 
Regional Office.  
 

(3)  Contractor agrees to include these requirements in each subcontract exceeding 
$150,000 financed in whole or in part with Federal assistance provided by FEMA. 
 
 
I. Byrd Anti-Lobbying Amendment, 31 U.S.C. § 1352 (as amended)  
 
Contractors who apply or bid for an award of $100,000 or more shall file with the County the 
required certification (see below). Each tier certifies to the tier above that it will not and has not 
used Federal appropriated funds to pay any person or organization for influencing or attempting 
to influence an officer or employee of any agency, a Member of Congress, officer or employee of 
Congress, or an employee of a Member of Congress in connection with obtaining any Federal 
contract, grant, or any other award covered by 31 U.S.C. § 1352. Each tier shall also disclose any 
lobbying with non-Federal funds that takes place in connection with obtaining any Federal award. 
Such disclosures are forwarded from tier to tier up to the recipient who in turn will forward the 
certification(s) to the awarding agency. 
 
The required certification shall state the following (see 44 C.F.R. Appendix A to Part 18): 
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CERTIFICATION REGARDING LOBBYING 
 

Certification for Contracts, Grants, Loans, and Cooperative Agreements 
 
The undersigned certifies, to the best of his or her knowledge and belief, that:  
 
1. No Federal appropriated funds have been paid or will be paid, by or on behalf of the 
undersigned, to any person for influencing or attempting to influence an officer or employee of an 
agency, a Member of Congress, an officer or employee of Congress, or an employee of a 
Member of Congress in connection with the awarding of any Federal contract, the making of any 
Federal grant, the making of any Federal loan, the entering into of any cooperative agreement, 
and the extension, continuation, renewal, amendment, or modification of any Federal contract, 
grant, loan, or cooperative agreement.  
 
2. If any funds other than Federal appropriated funds have been paid or will be paid to any person 
for influencing or attempting to influence an officer or employee of any agency, a Member of 
Congress, an officer or employee of Congress, or an employee of a Member of Congress in 
connection with this Federal contract, grant, loan, or cooperative agreement, the undersigned 
shall complete and submit Standard Form-LLL, “Disclosure Form to Report Lobbying,” in 
accordance with its instructions.  
 
3. The undersigned shall require that the language of this certification be included in the award 
documents for all subawards at all tiers (including subcontracts, subgrants, and contracts under 
grants, loans, and cooperative agreements) and that all subrecipients shall certify and disclose 
accordingly.  
 
This certification is a material representation of fact upon which reliance was placed when this 
transaction was made or entered into. Submission of this certification is a prerequisite for making 
or entering into this transaction imposed by section 1352, title 31, U.S. Code. Any person who 
fails to file the required certification shall be subject to a civil penalty of not less than $10,000 and 
not more than $100,000 for each such failure.  
 
Contractor certifies or affirms the truthfulness and accuracy of each statement of its certification 
and disclosure, if any. In addition, the Contractor understands and agrees that the provisions of 
31 U.S.C. Chap. 38, Administrative Remedies for False Claims and Statements, apply to this 
certification and disclosure, if any. 
 
___________________________________________ 
Signature of Contractor’s Authorized Official  
 
___________________________________________ 
Name and Title of Contractor’s Authorized Official  
 
___________________________________________ 
Date 
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J. Equal Employment Opportunity  
 

During the performance of this contract, the contractor agrees as follows: 
 

(1) The contractor will not discriminate against any employee or applicant for 
employment because of race, color, religion, sex, sexual orientation, gender identity, or national 
origin.  The contractor will take affirmative action to ensure that applicants are employed, and that 
employees are treated during employment without regard to their race, color, religion, sex, sexual 
orientation, gender identity, or national origin.  Such action shall include, but not be limited to the 
following:  Employment, upgrading, demotion, or transfer; recruitment or recruitment advertising; 
layoff or termination; rates of pay or other forms of compensation; and selection for training, 
including apprenticeship.  The contractor agrees to post in conspicuous places, available to 
employees and applicants for employment, notices to be provided setting forth the provisions of 
this nondiscrimination clause.   
 

(2) The contract will, 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, sex, sexual orientation, gender identity, or 
national origin.   
 

(3) The contractor will not discharge or in any other manner discriminate against any 
employee or applicant for employment because such employee or applicant has inquired about, 
discussed, or disclosed the compensation of the employee or applicant or another employee or 
applicant.  This provision shall not apply to instances in which an employee who has access to 
the compensation of such other employees or applicants to individuals who do not otherwise 
have access to such information, unless such disclosure is in response to a formal complaint or 
charge, in furtherance of an investigation, proceeding, hearing, or action, including an 
investigation conducted by the employer, or is consistent with the contractor’s legal duty to furnish 
information. 
 

(4) The contractor will send to each labor union or representative of workers with which 
he has a collective bargaining agreement or other contract or understanding, a notice to be 
provided advising the said labor union or workers' representatives of the contractor's 
commitments under this section, and shall post copies of the notice in conspicuous places 
available to employees and applicants for employment. 
 

(5) The contractor will comply with all provisions of Executive Order 11246 of September 
24, 1965, and of the rules, regulations, and relevant orders of the Secretary of Labor. 
 

(6) The contractor will furnish all information and reports required by Executive Order 
11246 of September 24, 1965, and by rules, regulations, and orders of the Secretary of Labor, or 
pursuant thereto, and will permit access to his books, records, and accounts by the administering 
agency and the Secretary of Labor for purposes of investigation to ascertain compliance with 
such rules, regulations, and orders. 
 

(7) In the event of the contractor's noncompliance with the nondiscrimination clauses of 
this contract or with any of the said rules, regulations, or orders, this contract may be canceled, 
terminated, or suspended in whole or in part and the contractor may be declared ineligible for 
further Government contracts or federally assisted construction contracts in accordance with 
procedures authorized in Executive Order 11246 of September 24, 1965, and such other 
sanctions may be imposed and remedies invoked as provided in Executive Order 11246 of 
September 24, 1965, or by rule, regulation, or order of the Secretary of Labor, or as otherwise 
provided by law. 
 

(8) The contractor will include the portion of the sentence immediately preceding 
paragraph (1) and the provisions of paragraphs (1) through (8) in every subcontract or purchase 
order unless exempted by rules, regulations, or orders of the Secretary of Labor issued pursuant 
to section 204 of Executive Order 11246 of September 24, 1965, so that such provisions will be 
binding upon each subcontractor or vendor. The contractor will take such action with respect to 
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any subcontract or purchase order as the administering agency may direct as a means of 
enforcing such provisions, including sanctions for noncompliance: Provided, however, that in the 
event a contractor becomes involved in, or is threatened with, litigation with a subcontractor or 
vendor as a result of such direction by the administering agency, the contractor may request the 
United States to enter into such litigation to protect the interests of the United States. The 
applicant further agrees that it will be bound by the above equal opportunity clause with respect to 
its own employment practices when it participates in federally assisted construction work: 
Provided, That if the applicant so participating is a State or local government, the above equal 
opportunity clause is not applicable to any agency, instrumentality or subdivision of such 
government which does not participate in work on or under the contract. The applicant agrees 
that it will assist and cooperate actively with the administering agency and the Secretary of Labor 
in obtaining the compliance of contractors and subcontractors with the equal opportunity clause 
and the rules, regulations, and relevant orders of the Secretary of Labor, that it will furnish the 
administering agency and the Secretary of Labor such information as they may require for the 
supervision of such compliance, and that it will otherwise assist the administering agency in the 
discharge of the agency's primary responsibility for securing compliance. The applicant further 
agrees that it will refrain from entering into any contract or contract modification subject to 
Executive Order 11246 of September 24, 1965, with a contractor debarred from, or who has not 
demonstrated eligibility for, Government contracts and federally assisted construction contracts 
pursuant to the Executive Order and will carry out such sanctions and penalties for violation of the 
equal opportunity clause as may be imposed upon contractors and subcontractors by the 
administering agency or the Secretary of Labor pursuant to Part II, Subpart D of the Executive 
Order. In addition, the applicant agrees that if it fails or refuses to comply with these undertakings, 
the administering agency may take any or all of the following actions: Cancel, terminate, or 
suspend in whole or in part this grant (contract, loan, insurance, guarantee); refrain from 
extending any further assistance to the applicant under the program with respect to which the 
failure or refund occurred until satisfactory assurance of future compliance has been received 
from such applicant; and refer the case to the Department of Justice for appropriate legal 
proceedings. 
 
 
K. Compliance with the Davis-Bacon Act 
 

(1) All transactions regarding this contract shall be done in compliance with the Davis-
Bacon Act (40 U.S.C. 3141- 3144, and 3146-3148) and the requirements of 29 C.F.R. pt. 5 as 
may be applicable. The contractor shall comply with 40 U.S.C. 3141-3144, and 3146-3148 and 
the requirements of 29 C.F.R. pt. 5 as applicable.  

 
(2) Contractors are required to pay wages to laborers and mechanics at a rate not less 

than the prevailing wages specified in a wage determination made by the Secretary of Labor.  
 
(3) Additionally, contractors are required to pay wages not less than once a week. 

 
 
L. Compliance with Copeland Anti-Kickback Act 
 

(1) Contractor. The contractor shall comply with 18 U.S.C. § 874, 40 U.S.C. § 3145, and 
the requirements of 29 C.F.R. pt. 3 as may be applicable, which are incorporated by reference 
into this contract. 

 
(2) Subcontracts. The contractor or subcontractor shall insert in any subcontracts the 

clause above and such other clauses as FEMA may by appropriate instructions require, and also 
a clause requiring the subcontractors to include these clauses in any lower tier subcontracts. The 
prime contractor shall be responsible for the compliance by any subcontractor or lower tier 
subcontractor with all of these contract clauses.  

 
(3) Breach. A breach of the contract clauses above may be grounds for termination of 

the contract, and for debarment as a contractor and subcontractor as provided in 29 C.F.R. § 
5.12. 
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M. Compliance with the Contract Work Hours and Safety Standards Act 
 

(1) Overtime requirements. No contractor or subcontractor contracting for any part of the 
contract work which may require or involve the employment of laborers or mechanics shall 
require or permit any such laborer or mechanic in any workweek in which he or she is employed 
on such work to work in excess of forty hours in such workweek unless such laborer or mechanic 
receives compensation at a rate not less than one and one-half times the basic rate of pay for all 
hours worked in excess of forty hours in such workweek.  
 

(2) Violation; liability for unpaid wages; liquidated damages. In the event of any violation 
of the clause set forth in paragraph (b)(1) of this section the contractor and any subcontractor 
responsible therefor shall be liable for the unpaid wages. In addition, such contractor and 
subcontractor shall be liable to the United States (in the case of work done under contract for the 
District of Columbia or a territory, to such District or to such territory), for liquidated damages. 
Such liquidated damages shall be computed with respect to each individual laborer or mechanic, 
including watchmen and guards, employed in violation of the clause set forth in paragraph (b)(1) 
of this section, in the sum of $26 for each calendar day on which such individual was required or 
permitted to work in excess of the standard workweek of forty hours without payment of the 
overtime wages required by the clause set forth in paragraph (b)(1) of this section. 
 

(3) Withholding for unpaid wages and liquidated damages. The County shall upon its 
own action or upon written request of an authorized representative of the Department of Labor 
withhold or cause to be withheld, from any moneys payable on account of work performed by the 
contractor or subcontractor under any such contract or any other Federal contract with the same 
prime contractor, or any other federally-assisted contract subject to the Contract Work Hours and 
Safety Standards Act, which is held by the same prime contractor, such sums as may be 
determined to be necessary to satisfy any liabilities of such contractor or subcontractor for unpaid 
wages and liquidated damages as provided in the clause set forth in paragraph (b)(2) of this 
section. 
 

(4)  Subcontracts. The contractor or subcontractor shall insert in any subcontracts the 
clauses set forth in paragraph (b)(1) through (4) of this section and also a clause requiring the 
subcontractors to include these clauses in any lower tier subcontracts. The prime contractor shall 
be responsible for compliance by any subcontractor or lower tier subcontractor with the clauses 
set forth in paragraphs (b)(1) through (4) of this section. 
 
 
N. Rights to Inventions Made by Nonprofit Organizations and Small Business Firms 
Under Government Grants, Contracts, and Cooperative Agreements 

 
(1) This section shall apply with respect to an Agreement for the performance of 

experimental, developmental, or research work, including any assignment, substitution of parties, 
or subcontract of any type entered into for the performance of experimental, developmental, or 
research work, where the Contractor is a small business firm or nonprofit organization, as those 
terms are defined below. 

 
(2) The parties agree that the following provisions (from 37 C.F.R. § 401.14) shall apply 

to work performed under this Agreement. 
 

(a) Definitions 
 

(1) Invention means any invention or discovery which is or may be patentable or 
otherwise protectable under Title 35 of the United States Code, or any novel variety 
of plant which is or may be protected under the Plant Variety Protection Act (7 U.S.C. 
2321 et seq.). 
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(2) Subject invention means any invention of the Contractor conceived or first 
actually reduced to practice in the performance of work under this contract, provided 
that in the case of a variety of plant, the date of determination (as defined in section 
41(d) of the Plant Variety Protection Act, 7 U.S.C. 2401(d)) must also occur during 
the period of contract performance. 

 
(3) Practical Application means to manufacture in the case of a composition or 

product, to practice in the case of a process or method, or to operate in the case of a 
machine or system; and, in each case, under such conditions as to establish that the 
invention is being utilized and that its benefits are, to the extent permitted by law or 
government regulations, available to the public on reasonable terms. 

 
(4)  Made when used in relation to any invention means the conception or first 

actual reduction to practice of such invention. 
 
(5)  Small Business Firm means a small business concern as defined at section 2 

of Pub. L. 85-536 (15 U.S.C. 632) and implementing regulations of the Administrator 
of the Small Business Administration. For the purpose of this clause, the size 
standards for small business concerns involved in government procurement and 
subcontracting at 13 CFR 121.3-8 and 13 CFR 121.3-12, respectively, will be used. 

 
(6)  Nonprofit Organization means a university or other institution of higher 

education or an organization of the type described in section 501(c)(3) of the Internal 
Revenue Code of 1954 (26 U.S.C. 501(c) and exempt from taxation under section 
501(a) of the Internal Revenue Code (25 U.S.C. 501(a)) or any nonprofit scientific or 
educational organization qualified under a state nonprofit organization statute. 

 
(7)  The term statutory period means the one-year period before the effective 

filing date of a claimed invention during which exceptions to prior art exist per 35 
U.S.C. 102(b) as amended by the Leahy-Smith America Invents Act, Public Law 112-
29. 

 
(8)  The term Contractor means any person, small business firm or nonprofit 

organization, or, as set forth in section 1, paragraph (b)(4) of Executive Order 12591, 
as amended, any business firm regardless of size, which is a party to a funding 
agreement. 

 
(b)  Allocation of Principal Rights 
 
The Contractor may retain the entire right, title, and interest throughout the world to each 
subject invention subject to the provisions of this clause and 35 U.S.C. 203. With respect 
to any subject invention in which the Contractor retains title, the Federal government shall 
have a nonexclusive, nontransferable, irrevocable, paid-up license to practice or have 
practiced for or on behalf of the United States the subject invention throughout the world. 
 
(c)  Invention Disclosure, Election of Title and Filing of Patent Application by Contractor 
 

(1)  The Contractor will disclose each subject invention to the Federal 
Agency within two months after the inventor discloses it in writing 
to Contractor personnel responsible for patent matters. The disclosure to the agency 
shall be in the form of a written report and shall identify the contract under which the 
invention was made and the inventor(s). It shall be sufficiently complete in technical 
detail to convey a clear understanding to the extent known at the time of the 
disclosure, of the nature, purpose, operation, and the physical, chemical, biological or 
electrical characteristics of the invention. The disclosure shall also identify any 
publication, on sale or public use of the invention and whether a manuscript 
describing the invention has been submitted for publication and, if so, whether it has 
been accepted for publication at the time of disclosure. In addition, after disclosure to 
the agency, the Contractor will promptly notify the agency of the acceptance of any 
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manuscript describing the invention for publication or of any on sale or public use 
planned by the Contractor. 

 
(2)  The Contractor will elect in writing whether or not to retain title to any such 

invention by notifying the Federal agency within two years of disclosure to 
the Federal agency. However, in any case where a patent, a printed publication, 
public use, sale, or other availability to the public has initiated the one year statutory 
period wherein valid patent protection can still be obtained in the United States, the 
period for election of title may be shortened by the agency to a date that is no more 
than 60 days prior to the end of the statutory period. 

 
(3)  The Contractor will file its initial patent application on a subject invention to 

which it elects to retain title within one year after election of title or, if earlier, prior to 
the end of any statutory period wherein valid patent protection can be obtained in the 
United States after a publication, on sale, or public use. If the Contractor files a 
provisional application as its initial patent application, it shall file a non-provisional 
application within 10 months of the filing of the provisional application. 
The Contractor will file patent applications in additional countries or international 
patent offices within either ten months of the first filed patent application or six 
months from the date permission is granted by the Commissioner of Patents to file 
foreign patent applications where such filing has been prohibited by a Secrecy Order. 

 
(4) For any subject invention with Federal agency and Contractor co-inventors, 

where the Federal agency employing such co-inventor determines that it would be in 
the interest of the government, pursuant to 35 U.S.C. 207(a)(3), to file an initial patent 
application on the subject invention, the Federal agency employing such co-inventor, 
at its discretion and in consultation with the Contractor, may file such application at its 
own expense, provided that the Contractor retains the ability to elect title pursuant to 
35 U.S.C. 202(a). 

 
(5)  Requests for extension of the time for disclosure, election, and filing under 

paragraphs (1), (2), and (3) of this clause may, at the discretion of the Federal 
agency, be granted. When a Contractor has requested an extension for filing a non-
provisional application after filing a provisional application, a one-year extension will 
be granted unless the Federal agency notifies the Contractor within 60 days of 
receiving the request. 

 
(d)  Conditions When the Government May Obtain Title 
 
The Contractor will convey to the Federal agency, upon written request, title to any 
subject invention— 
 

(1)  If the Contractor fails to disclose or elect title to the subject invention within 
the times specified in paragraph (c) of this clause, or elects not to retain title. 

 
(2)  In those countries in which the Contractor fails to file patent applications 

within the times specified in paragraph (c) of this clause; provided, however, that if 
the Contractor has filed a patent application in a country after the times specified in 
paragraph (c) of this clause, but prior to its receipt of the written request of 
the Federal agency, the Contractor shall continue to retain title in that country. 

 
(3)  In any country in which the Contractor decides not to continue the 

prosecution of any non-provisional patent application for, to pay a maintenance, 
annuity or renewal fee on, or to defend in a reexamination or opposition proceeding 
on, a patent on a subject invention. 

 
(e)  Minimum Rights to Contractor and Protection of the Contractor Right to File 
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(1) The Contractor will retain a nonexclusive royalty-free license throughout the 
world in each subject invention to which the Government obtains title, except if 
the Contractor fails to disclose the invention within the times specified in (c), above. 
The Contractor's license extends to its domestic subsidiary and affiliates, if any, 
within the corporate structure of which the Contractor is a party and includes the right 
to grant sublicenses of the same scope to the extent the Contractor was legally 
obligated to do so at the time the contract was awarded. The license is transferable 
only with the approval of the Federal agency except when transferred to the 
successor of that party of the Contractor's business to which the invention pertains. 

 
(2)  The Contractor's domestic license may be revoked or modified by 

the funding Federal agency to the extent necessary to achieve expeditious practical 
application of the subject invention pursuant to an application for an exclusive license 
submitted in accordance with applicable provisions at 37 CFR part 404 
and agency licensing regulations (if any). This license will not be revoked in that field 
of use or the geographical areas in which the Contractor has achieved practical 
application and continues to make the benefits of the invention reasonably accessible 
to the public. The license in any foreign country may be revoked or modified at the 
discretion of the funding Federal agency to the extent the Contractor, its licensees, or 
the domestic subsidiaries or affiliates have failed to achieve practical application in 
that foreign country. 

 
(3)  Before revocation or modification of the license, the funding Federal 

agency will furnish the Contractor a written notice of its intention to revoke or modify 
the license, and the Contractor will be allowed thirty days (or such other time as may 
be authorized by the funding Federal agency for good cause shown by 
the Contractor) after the notice to show cause why the license should not be revoked 
or modified. The Contractor has the right to appeal, in accordance with applicable 
regulations in 37 CFR part 404 and agency regulations (if any) concerning the 
licensing of Government-owned inventions, any decision concerning the revocation 
or modification of the license. 

 
(f)  Contractor Action to Protect the Government's Interest 
 

(1)  The Contractor agrees to execute or to have executed and promptly deliver 
to the Federal agency all instruments necessary to (i) establish or confirm the rights 
the Government has throughout the world in those subject inventions to which 
the Contractor elects to retain title, and (ii) convey title to the Federal agency when 
requested under paragraph (d) above and to enable the government to obtain patent 
protection throughout the world in that subject invention. 

 
(2)  The Contractor agrees to require, by written agreement, its employees, other 

than clerical and nontechnical employees, to disclose promptly in writing to personnel 
identified as responsible for the administration of patent matters and in a format 
suggested by the Contractor each subject invention made under contract in order 
that the Contractor can comply with the disclosure provisions of paragraph (c) of this 
clause, to assign to the Contractor the entire right, title and interest in and to each 
subject invention made under contract, and to execute all papers necessary to file 
patent applications on subject inventions and to establish the government's rights in 
the subject inventions. This disclosure format should require, as a minimum, the 
information required by paragraph (c)(1) of this clause. The Contractor shall instruct 
such employees through employee agreements or other suitable educational 
programs on the importance of reporting inventions in sufficient time to permit the 
filing of patent applications prior to U.S. or foreign statutory bars. 

 
(3)  For each subject invention, the Contractor will, no less than 60 days prior to 

the expiration of the statutory deadline, notify the Federal agency of any decision: 
Not to continue the prosecution of a non-provisional patent application; not to pay a 
maintenance, annuity or renewal fee; not to defend in a reexamination or opposition 
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proceeding on a patent, in any country; to request, be a party to, or take action in a 
trial proceeding before the Patent Trial and Appeals Board of the U.S. Patent and 
Trademark Office, including but not limited to post-grant review, review of a business 
method patent, inter partes review, and derivation proceeding; or to request, be a 
party to, or take action in a non-trial submission of art or information at the U.S. 
Patent and Trademark Office, including but not limited to a pre-issuance submission, 
a post-issuance submission, and supplemental examination. 

 
(4)  The Contractor agrees to include, within the specification of any United 

States patent applications and any patent issuing thereon covering a subject 
invention, the following statement, “This invention was made with government 
support under (identify the contract) awarded by (identify the Federal agency). The 
government has certain rights in the invention.” 

 
(g)  Subcontracts 
 

(1)  The Contractor will include this clause, suitably modified to identify the 
parties, in all subcontracts, regardless of tier, for experimental, developmental or 
research work to be performed by a subcontractor. The subcontractor will retain all 
rights provided for the Contractor in this clause, and the Contractor will not, as part of 
the consideration for awarding the subcontract, obtain rights in the subcontractor's 
subject inventions. 

 
(2)  The Contractor will include in all other subcontracts, regardless of tier, for 

experimental developmental or research work the patent rights clause required by the 
Federal Acquisition Regulations. 

 
(3)  In the case of subcontracts, at any tier, when the prime award with the 

Federal agency was a contract (but not a grant or cooperative agreement), 
the agency, subcontractor, and the Contractor agree that the mutual obligations of 
the parties created by this clause constitute a contract between the subcontractor 
and the Federal agency with respect to the matters covered by the clause; provided, 
however, that nothing in this paragraph is intended to confer any jurisdiction under 
the Contract Disputes Act in connection with proceedings under paragraph (j) of this 
clause. 

 
(h)  Reporting on Utilization of Subject Inventions 
 
The Contractor agrees to submit on request periodic reports no more frequently than 
annually on the utilization of a subject invention or on efforts at obtaining such utilization 
that are being made by the Contractor or its licensees or assignees. Such reports shall 
include information regarding the status of development, date of first commercial sale or 
use, gross royalties received by the Contractor, and such other data and information as 
the agency may reasonably specify. The Contractor also agrees to provide additional 
reports as may be requested by the agency in connection with any march-in proceeding 
undertaken by the agency in accordance with paragraph (j) of this clause. As required by 
35 U.S.C. 202(c)(5), the agency agrees it will not disclose such information to persons 
outside the government without permission of the Contractor. 
 
(i)  Preference for United States Industry 
 
Notwithstanding any other provision of this clause, the Contractor agrees that neither it 
nor any assignee will grant to any person the exclusive right to use or sell any subject 
inventions in the United States unless such person agrees that any products embodying 
the subject invention or produced through the use of the subject invention will be 
manufactured substantially in the United States. However, in individual cases, the 
requirement for such an agreement may be waived by the Federal agency upon a 
showing by the Contractor or its assignee that reasonable but unsuccessful efforts have 
been made to grant licenses on similar terms to potential licensees that would be likely to 
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manufacture substantially in the United States or that under the circumstances domestic 
manufacture is not commercially feasible. 
 
(j)  March-in Rights 
 
The Contractor agrees that with respect to any subject invention in which it has acquired 
title, the Federal agency has the right in accordance with the procedures in 37 CFR 401.6 
and any supplemental regulations of the agency to require the Contractor, an assignee or 
exclusive licensee of a subject invention to grant a nonexclusive, partially exclusive, or 
exclusive license in any field of use to a responsible applicant or applicants, upon terms 
that are reasonable under the circumstances, and if the Contractor, assignee, or 
exclusive licensee refuses such a request the Federal agency has the right to grant such 
a license itself if the Federal agency determines that: 
 

(1)  Such action is necessary because the Contractor or assignee has not taken, 
or is not expected to take within a reasonable time, effective steps to achieve 
practical application of the subject invention in such field of use. 

 
(2)  Such action is necessary to alleviate health or safety needs which are not 

reasonably satisfied by the Contractor, assignee or their licensees; 
 
(3)  Such action is necessary to meet requirements for public use specified by 

Federal regulations and such requirements are not reasonably satisfied by 
the Contractor, assignee or licensees; or 

 
(4)  Such action is necessary because the agreement required by paragraph (i) 

of this clause has not been obtained or waived or because a licensee of the exclusive 
right to use or sell any subject invention in the United States is in breach of such 
agreement. 

 
(k)  Special Provisions for Contracts with Nonprofit Organizations 
 
If the Contractor is a nonprofit organization, it agrees that: 
 

(1)  Rights to a subject invention in the United States may not be assigned 
without the approval of the Federal agency, except where such assignment is made 
to an organization which has as one of its primary functions the management of 
inventions, provided that such assignee will be subject to the same provisions as 
the Contractor; 

 
(2)  The Contractor will share royalties collected on a subject invention with the 

inventor, including Federal employee co-inventors (when the agency deems it 
appropriate) when the subject invention is assigned in accordance with 35 U.S.C. 
202(e) and 37 CFR 401.10; 

 
(3)  The balance of any royalties or income earned by the Contractor with respect 

to subject inventions, after payment of expenses (including payments to inventors) 
incidental to the administration of subject inventions, will be utilized for the support of 
scientific research or education; and 

 
(4)  It will make efforts that are reasonable under the circumstances to attract 

licensees of subject inventions that are small business firms and that it will give a 
preference to a small business firm when licensing a subject invention if 
the Contractor determines that the small business firm has a plan or proposal for 
marketing the invention which, if executed, is equally as likely to bring the invention to 
practical application as any plans or proposals from applicants that are not small 
business firms; provided, that the Contractor is also satisfied that the small business 
firm has the capability and resources to carry out its plan or proposal. The decision 
whether to give a preference in any specific case will be at the discretion of the 
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Contractor. However, the Contractor agrees that the Federal agency may review 
the Contractor's licensing program and decisions regarding small business 
applicants, and the Contractor will negotiate changes to its licensing policies, 
procedures, or practices with the Federal agency when the Federal agency's review 
discloses that the Contractor could take reasonable steps to implement more 
effectively the requirements of this paragraph (k)(4). In accordance with 37 CFR 
401.7, the Federal agency or the Contractor may request that the Secretary review 
the Contractor's licensing program and decisions regarding small business 
applicants. 

 
(l)  Communication 
 
The contact information for Contractor and County provided in the Notices section of the 
Agreement shall apply for communications related to this provision. 
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Attachment H 
Health Insurance Portability and Accountability Act (HIPAA) 

Business Associate Requirements 
 
 
DEFINITIONS 
 
Terms used, but not otherwise defined, in this Schedule shall have the same meaning as those 
terms are defined in 45 Code of Federal Regulations (CFR) sections 160.103, 164.304, and 
164.501.  All regulatory references in this Schedule are to Title 45 of the Code of Federal 
Regulations unless otherwise specified. 
 

a. Business Associate. “Business Associate" shall generally have the same meaning as the 
term "business associate" at 45 CFR 160.103, and in reference to the parties to this 
agreement shall mean Contractor. 

b. Covered Entity. "Covered entity" shall generally have the same meaning as the term 
“covered entity” at 45 CFR 160.103, and in reference to the party to this agreement 
shall mean County. 

c. HIPAA Rules. "HIPAA rules" shall mean the Privacy, Security, Breach Notification and 
Enforcement Rules at 45 CFR part 160 and part 164, as amended and supplemented by 
Subtitle D of the Health Information Technology for Economic and Clinical Health Act 
provisions of the American Recovery and Reinvestment Act of 2009. 

d. Designated Record Set.  "Designated Record Set" shall have the same meaning as the 
term "designated record set" in Section 164.501. 

e. Electronic Protected Health Information.  "Electronic Protected Health Information" 
(EPHI) means individually identifiable health information that is transmitted or 
maintained in electronic media; it is limited to the information created, received, 
maintained or transmitted by Business Associate from or on behalf of Covered Entity. 

f. Individual.  "Individual" shall have the same meaning as the term "individual" in Section 
164.501 and shall include a person who qualifies as a personal representative in 
accordance with Section 164.502(g). 

g. Privacy Rule.  "Privacy Rule" shall mean the Standards for Privacy of Individually 
Identifiable Health Information at 45 CFR Part 160 and Part 164, Subparts A and E. 

h. Protected Health Information.  "Protected Health Information" (PHI) shall have the 
same meaning as the term "protected health information" in Section 160.103 and is 
limited to the information created or received by Business Associate from or on behalf 
of County. 

i. Required By Law.  "Required by law" shall have the same meaning as the term "required 
by law" in Section 164.103. 

j. Secretary.  "Secretary" shall mean the Secretary of the United States Department of 
Health and Human Services or his or her designee. 

k. Breach. The acquisition, access, use, or disclosure of PHI in violation of the Privacy Rule 
that compromises the security or privacy of the PHI and subject to the exclusions set 
forth in Section 164.402. Unless an exception applies, an impermissible use or disclosure 
of PHI is presumed to be a breach, unless it can be demonstrated there is a low 
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probability that the PHI has been compromised based upon, at minimum, a four-part 
risk assessment: 

  1.      Nature and extent of PHI included, identifiers and likelihood of re-identification; 
   2.      Identity of the unauthorized person or to whom impermissible disclosure was made; 
   3.      Whether PHI was actually viewed or only the opportunity to do so existed; 
   4.    The extent to which the risk has been mitigated. 

l. Security Rule.  "Security Rule" shall mean the Security Standards for the Protection of 
Electronic Protected Health Information at 45 CFR Part 160 and Part 164, Subparts A and 
C. 

m. Unsecured PHI. “Unsecured PHI” is protected health information that is not rendered 
unusable, unreadable, or indecipherable to unauthorized individuals through the use of 
a technology or methodology specified by the Secretary in relevant HHS guidance. 

n. Security Incident.   "Security Incident" shall mean the attempted or successful 
unauthorized access, use, disclosure, modification, or destruction of information or 
interference with systems operations in an information system. “Security Incident” 
includes all incidents that constitute breaches of unsecured protected health 
information. 

 
OBLIGATIONS AND ACTIVITIES OF CONTRACTOR AS BUSINESS ASSOCIATE  
 

a. Business Associate agrees to not use or further disclose Protected Health Information 
other than as permitted or required by the Agreement or as required by law. 

b. Business Associate agrees to use appropriate safeguards to comply with Subpart C of 
45 CFR part 164 with respect to EPHI and PHI, and to prevent the use or disclosure of 
the Protected Health Information other than as provided for by this Agreement. 

c. Business Associate agrees to make uses and disclosures requests for Protected Health 
Information consistent with minimum necessary policy and procedures. 

d. Business Associate may not use or disclose protected health information in a manner 
that would violate subpart E of 45 CFR part 164.504 if used or disclosed by Covered 
Entity. 

e. Business Associate agrees to mitigate, to the extent practicable, any harmful effect 
that is known to Business Associate of a use or disclosure of Protected Health 
Information by Business Associate in violation of the requirements of this Agreement. 

f. Business Associate agrees to report to County any use or disclosure of Protected 
Health Information not authorized by this Agreement. 

g. Business Associate agrees to ensure that any agent, including a subcontractor, to 
whom it provides Protected Health Information received from, or created or received 
by Business Associate on behalf of County, agrees to adhere to the same restrictions 
and conditions that apply through this Agreement to Business Associate with respect 
to such information. 

h. If Business Associate has Protected Health Information in a Designated Record Set,  
Business Associate agrees to provide access, at the request of County, and in the time 
and manner designated by County, to Protected Health Information in a Designated 
Record Set, to County or, as directed by County, to an Individual in order to meet the 
requirements under Section 164.524. 
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i. If Business Associate has Protected Health Information in a Designated Record Set, 
Business Associate agrees to make any amendment(s) to Protected Health 
Information in a Designated Record Set that the County directs or agrees to make 
pursuant to Section 164.526 at the request of County or an Individual, and in the time 
and manner designed by County. 

j. Business Associate agrees to make internal practices, books, and records relating to 
the use and disclosure of Protected Health Information received from, or created or 
received by Business Associate on behalf of County, available to the County at the 
request of County or the Secretary, in a time and manner designated by the County 
or the Secretary, for purposes of the Secretary determining County's compliance with 
the Privacy Rule. 

k. Business Associate agrees to document such disclosures of Protected Health 
Information and information related to such disclosures as would be required for 
County to respond to a request by an Individual for an accounting of disclosures of 
Protected Health Information in accordance with Section 164.528. 

l. Business Associate agrees to provide to County or an Individual in the time and 
manner designated by County, information collected in accordance with Section (k) 
of this Schedule, in order to permit County to respond to a request by an Individual 
for an accounting of disclosures of Protected Health Information in accordance with 
Section 164.528. 

m. Business Associate shall implement administrative, physical, and technical safeguards 
that reasonably and appropriately protect the confidentiality, integrity, and 
availability of EPHI that Business Associate creates, receives, maintains, or transmits 
on behalf of County. 

n. Business Associate shall conform to generally accepted system security principles and 
the requirements of the final HIPAA rule pertaining to the security of health 
information. 

o. Business Associate shall ensure that any agent to whom it provides EPHI, including a 
subcontractor, agrees to implement reasonable and appropriate safeguards to 
protect such EPHI.   

p. Business Associate shall report to County any Security Incident within three (3) 
business days of becoming aware of such incident. Business Associate shall also 
facilitate breach notification(s) to the appropriate governing body (i.e. HHS, OCR, 
etc.) as required by law.  As appropriate and after consulting with County, Business 
Associate shall also notify affected individuals and the media of a qualifying breach. 

q. Business Associate understands that it is directly liable under the HIPAA rules and 
subject to civil and, in some cases, criminal penalties for making uses and disclosures 
of Protected Health Information that are not authorized by this Attachment, the 
underlying contract as or required by law. 

 
PERMITTED USES AND DISCLOSURES BY CONTRACTOR AS BUSINESS ASSOCIATE 
 
Except as otherwise limited in this Schedule, Business Associate may use or disclose Protected 
Health Information to perform functions, activities, or services for, or on behalf of, County as 
specified in the Agreement; provided that such use or disclosure would not violate the Privacy 
Rule if done by County. 
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OBLIGATIONS OF COUNTY 
 

a. County shall provide Business Associate with the notice of privacy practices that County 
produces in accordance with Section 164.520, as well as any changes to such notice. 

b. County shall provide Business Associate with any changes in, or revocation of, 
permission by Individual to use or disclose Protected Health Information, if such 
changes affect Business Associate's permitted or required uses and disclosures. 

c. County shall notify Business Associate of any restriction to the use or disclosure of 
Protected Health Information that County has agreed to in accordance with Section 
164.522. 
 

PERMISSIBLE REQUESTS BY COUNTY 
 
County shall not request Business Associate to use or disclose Protected Health Information in 
any manner that would not be permissible under the Privacy Rule if so requested by County, 
unless the Business Associate will use or disclose Protected Health Information for, and if the 
Agreement provides for, data aggregation or management and administrative activities of 
Business Associate. 
 
DUTIES UPON TERMINATION OF AGREEMENT 
 

a. Upon termination of the Agreement, for any reason, Business Associate shall return or 
destroy all Protected Health Information received from County, or created, maintained, 
or received by Business Associate on behalf of County, that Business Associate still 
maintains in any form.  This provision shall apply to Protected Health Information that is 
in the possession of subcontractors or agents of Business Associate.  Business Associate 
shall retain no copies of the Protected Health Information. 

b. In the event that Business Associate determines that returning or destroying Protected 
Health Information is infeasible, Business Associate shall provide to County notification 
of the conditions that make return or destruction infeasible.  Upon mutual agreement of 
the Parties that return or destruction of Protected Health Information is infeasible, 
Business Associate shall extend the protections of the Agreement to such Protected 
Health Information and limit further uses and disclosures of such Protected Health 
Information to those purposes that make the return or destruction infeasible, for so 
long as Business Associate maintains such Protection Health Information. 

 
MISCELLANEOUS 
 

a. Regulatory References.  A reference in this Schedule to a section in the HIPAA Privacy 
Rule means the section as in effect or as amended, and for which compliance is 
required. 

b. Amendment.  The Parties agree to take such action as is necessary to amend this 
Schedule from time to time as is necessary for County to comply with the requirements 
of the Privacy Rule and the Health Insurance Portability and Accountability Act, Public 
Law 104-191. 
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c.  Survival.  The respective rights and obligations of Business Associate under this 
Schedule shall survive the termination of the Agreement. 

d. Interpretation.  Any ambiguity in this Schedule shall be resolved in favor of a meaning 
that permits County to comply with the Privacy Rule. 

e. Reservation of Right to Monitor Activities.  County reserves the right to monitor the 
security policies and procedures of Business Associate. 

 
 
 
 
 


