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“HHS reserves the rvight to exercise priorities and allocations authority with respect to this
contract, to include rating this order in accordance with 45 CFR Part 101, Subpart A—Health
Resources Priorities and Allocations System,”

Section B - Supplies Or Services and Prices/Costs

TOTAL FUNDED AMOUNT OF CONTRACT: §5,925,388.58
TOTAL CONTRACT AMOUNT {INCLUDING ALL OPTIONS): 57,077,054.90

ITEM

SUPPLIES / SERVICES

0001

Medical officer/epidemiologist support services
for the VAERS program

Period of Performance: July 8, 2021 - January
7, 2022

Meonthly invoicing in arrears
Labor Hour CLIN

Severable Services

QTY / UNIT

UNIT PRICE | NOT TO EXCEED

Line(s) Of Accounting:

9390GLY 2512 2021 75-2124-0943 C5B8I1110

0003

Clinician/medical officer support for the CISA
Project

Period of Performance: July 8 2021 - July 7,
2022

Monthly invoicing in arrears
Laber Hour CLIN

Severable Services

Line(s) Of Accounting:
9390GLY 2512 2021 75-2124-0943 C5BE11110°
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user accesses or potentially accesses personally identifiable information or (2) an authorized user
accesses or potentially accesses personally identifiable information for an other than authorized

purpose.

OMB Memorandum M-17-12, “Preparing for and Responding to a Breach of Personally
Identifiable Information” (03 January 2017} states:

Definition of an Incident:

An occurrence that (1) actually or imminently jeopardizes, without lawful authoritv, the
integrity, confidentiality, or availability of information or an information system, or (2)
constitutes a violation or imminent threat of violation of law, security policies, security
procedures, or acceptable use policies.

Definition of a Breach:

The loss of control, compromise, unauthorized disclosure, unauthorized acquisition, or
anv similar occurrence where (1) a person other than an authorized user accesses or
potentially accesses personally identifiable information or (2) an authorized user
accesses or potentially accesses personally identifiable information for an other than
authorized purpose.

[t further adds:

A breach is not limited to an occurrence where a person other than an authorized user
potentially accesses PIl by means of a network intrusion, a targeted attack that exploits
website vulnerabilities, or an attack executed through an email message or attachment.
A breach may also include the loss or theft of physical documents that include PII and
portable electronic storage media that store PII, the inadvertent disclosure of Pll on a
public website, or an oral disclosure of PII to a person who is not authorized to receive
that information. It may also include an authorized user accessing P1l for an other than
authorized purpose.

The HHS Policy for IT Security and Privacy Incident Reporting and Response further defines a
breach as “a suspected or confinmed incident involving PII”.

Contracts with entities that collect, maintain, use, or operate Federal information or information
systems on behalf of CDC shall include the following requirements:

)

2)

3)

4)

The contractor shall cooperate with and exchange information with CDC officials, as
deemed necessary by the CDC Breach Response Team, to report and manage a suspected
or confirmed breach.

All contractors and subcontractors shall properly encrypt PII in accordance with OMB
Circular A-130 and other applicable policies, including CDC-specific policies, and
comply with HHS-specific policies for protecting PII. To this end, all contractors and
subcontractors shall protect all sensitive information, including any PII created, stored, or
transmitted in the performance of this contract so as to avoid a secondary sensitive
information incident with FIPS 140-2 validated encryption.

All contractors and subcontractors shall participate in regular training on how to identify
and report a breach.

All contractors and subcontractors shall report a suspected or confirmed breach in any
medium as soon as possible and no later than 1 hour of discovery, consistent with
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Section D - Packaging And Marking

Not Applicable
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Section | - Contract Clauses
Section I-1 - Clauses Incorporated By Reference

I.1 52.252-2 Clauses Incorporated by Reference (Feh 1998}

This contract incorporates one or more clauses by reference, with the same force and effect as if they
were given in full text. Upon request, the Contracting Officer will make their full text available. Also, the
full text of a clause may be accessed clectronically at this/these address{es):

(End of Clause)

FAR SOURCE TITLE AND DATE

52.202-1 Definitions (fune 202()

52.203-3 Gratuities (Apr 1984)

52.203-5 Covenant against Contingent Fees (May 2014)

52.203-6 Restrictions on Subcontractor Sales to the Government (June 2020)

52.203-7 Anti-Kickback Procedures (June 2020)

52.203-8 Cancellation, Rescission, and Recovery of Funds for Hlegal or Improper Activity
(May 2014)

52.203-10 Price or Fee Adjustment for Illegal or Improper Activity (May 2014)

52.203-12 Limitation on Payments to Influence Certain Federal Transactions (June 2020)

52.203-13 Contractor Code of Business Ethics and Conduct (June 2020)

52.203-17 Contractor Employee Whistleblower Rights and Requirement To Inform Employees
of Whistleblower Rights {June 2020)

52,203-19 Prohibition on Requiring Certain Internal Confidentiality Agreements or Statements
(Jan 2017)

52.204-4 Printed or Copied Double-Sided on Recycled Paper (May 2011)

52,204-9 Personal Identity Verification of Contractor Personnel (Jan 2011}

52.204-10 Reporting Executive Compensation and First-Tier Subcontract Awards (Jun 2020}

52.204-13 System for Award Management Maintenance (Oct 2018)

52.204-14 Service Contract Reporting Requiremenis (Oct 2016)

52.204-18 Commecrcial and Governemnt Entity Code Maintenance (Aug 2020)

52,204-19 Incorporation by Reference of Representations and Certifications (Dec 2014)

52.204-23 Prohibition on Contracting for Hardware, Software, and Services Developed or
Provided by Kaspersky Lab and Other Covered Entities (Jul 2018)

52.204-25 Prohibition on Contracting for Certain Telecommunications and Video Survceillance
Services or Equipment (AUG 2020)

52.209-6 Protecting the Government’s Interest When Subcontracting with Contractors
Dcbarred, Suspended, or Proposed for Debarment (Jun 2020)

52,209-9 Updates of Publicly Available Information Regarding Responsibility Matters (Oct
2018

52.209-10 Prohi)bition on Contracting with Inverted Domestic Corporations. (Nov 2015)

52.215-2 Audit and Records -- Negotiation (Jun 2020)

52.213-8 Order of Precedence - Uniform Contract Format (Oct 1997)
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“HHS reserves the right to exercise priorities and allocations authority with respect to this
contract, to include rating this order in accordance with 45 CFR Part 101, Subpart A—Health
Resounrces Priorities and Allocations System.”

Section 2
The purpose of this modification is to:
A. Increase the level of effort of CLIN 0001 Physicians by 4,333 hours to a total of 19,933 hours as
reflected in Table B.1 below;
B. increase the total funded amount of CLIN 0001 by rorr \
C. 1ncrease tne 1evel of effort of optional CLIN 0002 Physician by 12,480 houss to a total of 20,800

hours as rellected in Table B.1 below:
D. Increase the total amount of optional CLIN (002 by Tron o

E. Modity the staternent of Work to add Tasks 5 and 6 related to the v-safe pregnancy registry

program;
F. Create and fully fund CLIN 0004 in the amount of vith a period of performance of
November 1, 2021 - July 7, 2022;
G. Increase the total funded amount of the contract by Ton 0
wnd
H. uwuiease woe wnal contract amount (including all options), by Ton

IC

Section B - Supplies Or Services and Prices/Costs

ITEM SUP‘PLIES },-' SERVICES MYEY TTRITT I TTRITT DDTMT I CVTOARTWCT DDICE

0001 VAERS
Medical officer/epidemiologist support
services for the VAERS program

Period of Performance: July 8, 2021 -
January 7, 2022

Labor Hour CLIN
Severable Services

Ling(s) Of Accounting:
9390GLY 2512 2021 75-2124-0943 C5BR

0003 CISA
Clinician/medical officer support for the
CISA Project

Period of Performance: July §, 2021 -
July 7, 2022

Labor Hour CLIN
Severable Services
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Camtinm £ Nacaintign/Specification/Work Statement

Title: Supporting Vaccine Task Force on Vaccine Adverse Event Reporting and Clinical Immunization
Safety Assessments

C.1 Background and Need

The Centers for Disease Control and Prevention’s {(CDC) mission is to promote the health and quality of
life by preventing and controlling disease, injury, and disability. As part of this mission, CDC is tasked
with implementing programs to ensure that people will live safer, healthier lives through protecting
Americans from health threats via a prevention, detection and response network and establishing CDC
as the trusted and effective resources for health development. CDC addresses critical public health
challenges through working with a diverse set of partners to support the development and
implementation of public health interventions.

CDC provides leadership to improve the health of people in all life stages and in all settings. It carries out
this role by monitoring health, developing health improvement strategies, providing financial and
technical assistance to partners and conducting other activities. There are major programs that have
been implemented globally within the last several years that have greatly expanded the global mission
of the CDC and have prompted the need for increased services and staffing domestically to support
those activities. As more health crises are identified, the mission and response of CDC’s operating
divisions have expanded.

In part of the response to the global COVID-19 pandemic, the United States has introduced a national
mass COVID-19 vaccination program. Over a 100 million American citizens already vaccinated and there
is a goal of vaccinating the U.S. population by early summer. As vaccine safety monitoring is a critical
component to any vaccination program, for COVID-19 vaccine safety monitoring efforts are the most
intense and comprehensive in U.S. history. CDC is relying on established monitoring programs including
the Vaccine Adverse Event Reporting System (VAERS} and the Clinical Immunization Safety Assessment
{CISA) Project to offer . Because of these efforts, additional staffing is needed to support CDC’s efforts in
VAERS and v-safe safety activities.

Vaccine Adverse Event Reporting System (VAERS) VAERS is a mandated program sponsored jointly by
the Centers for Disease Control and Prevention {CDC) and the US Food and Drug Administration (FDA).
The purpose of this project as authorized by the National Childhood Vaccine Injury Act (NCVIA), P.L. 99-
660, is to provide a single nationwide mechanism to report, analyze and monitor vaccine adverse events
{VAEs) that occur after receipt of vaccines, It also provides a vehicle for disseminating vaccine safety
information to vaccines, famity members, health care providers, vaccine manufacturers, government
agencies, and other partners.

VAERS contains reports of VAEs based on two criteria, mandated and voluntary reports. The events
mandated for healthcare provider and vaccine manufacturer reporting are listed in the Reportable
Adverse Events Table (RET) available at

US manufacturers of vaccines are mandated by 21 CFR Part 600.80 (Attachment 3) to submit reports
routinely on a periodic basis, as well as in an expedited manner for more serious events. In addition,
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ITEM

SUPPLIES / SERVICES

0001

VAERS

Medical officer/epidemiologist support services for the
VAERS program

Period of Performance: July 8, 2021 - Jaouary 7, 2022
Labor Hour CLIN, Severable Services

[ OTY /IINIT [ IINIT PRICE | EXTENDED PRICE

0002

VAERS Option

Medical officer/epidemiologist support services for the
VAERS program

Period of Performance: January 8, 2022 - July 7, 2022
Labor Hour CLIN, Severable Services

0003

CISA

Clinician/medical officer support for the CISA Project
Period of Performance: July 8, 2021 - July 7, 2022
Labor Hour CLIN, Severable Services

0004

Pregnancy

Clinician/medical officer support

Period of Performance: November 1, 2021 - July 7, 2022
Labor Hour CLIN, Severable Services

1001

VAERS

Medical Support of VAERS program.

Period of Performance 8 July 2022 - 7 Sep 2022

Labor Hours, Severable Services

Line(s) Of Accountine: 93901 Y 2512 2022 75-2124-
0943 C5B811110

10603

CISA

Medical Support of CISA Program

Period of Performance § July 2022 - 7 Sep 2022

Labor Hours, Severable Services

Line(s) Of Accountine: 03A0CT V 2512 2022 75-2124-
0943 C5B811110]

1004

V-SAFE Pregnancy

Medical Support of V-Safe program

Period of Performance 8 July 2022 - 7 Sep 2022

Labor Houts, Scverable Services

Line(s) Of Accountine 00TV 2512 2022 75-2124-
0943 C5B811110

1. In accordance with FAR 52.217-8, Option to Extend Services for the period of 7/8/2022 —
9/7/2022. All terms, conditions, rates, and work requirements remain unchanged.

2. CLIN 1001, VAERS Support is established and fully funded in the amount of or
labor hour services.

3. CLIN 1003, CISA Support is established and fully funded in the amount o} or
labor hour services.






