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SECTION B - SUPPLIES OR SERVICES AND PRICES/COSTS

ITEM
0001

0002

SUPPLIES 7 SERVICES

VAERS S5ARS-CoV-2

The contractor shall provide CDC and
FDA technical and programmatic support
to collect and analyze information on
vaccine adverse events (VAEs), and
facilitate reporting to YAERS specifically
pertaining to SARS-CoV-2. Reference the
SOW uand all associated deliverables.

This is a T&M, severable tine item.
PoP: (8/27/2020 08/26/2022

Line(s) Of Accounting:

9390BSX 2512 2070 7R.TR.X0512-0
2004111101

9300FGS 2! 0943
C32511110

Travel/ODCs

All fravel must be in accordance with the
Federal Travel Regutations (FTR). The
Contractor shall obtain COR pre-approval
of estimated travel expenses prior to
trave] occugrence. Charges will be
suhmitted for actual costs incurred. The
contractor shall ensure that the requested
travel costs will not exceed the amount
authorized in this task order.

Other direct costs include travel and
training requirements. All other direct
costs must be pre-approved by the COR
prior to occurrence.

T&M, severable line item
PoP: (8/27/2020 — 08/26/2022

Line(s) Of Accounting:

O390BSX 2517 2020 75.75-X-(512-0
200411110

O390FGS 25+ - »oeee o~ 402420943
C32511110]
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0003

Contract Access Fee

The Contract Access Fee (CAF} 15 0.75%
to be applied to the total price for
contractor performance as billed to the
govermnent on each Task Order. The
CAF is paid by the Ordering Agency. but
remitted to GSA by the Contractor. Based
on the established CAF rate, the
Contracter shall include the CAF in each
proposal. The Contractor shall include the
CAF as a separate cost element per year
on all quotes o the government,
regardless of contract type. The CAF
shall never be treated as a negotiable
element between the Contractor and the
Ordering Agency. The CAF Rate,
effective at time of the Task Order award,
shall remain the same for that Task Order
for the full term of the Order.

PoP: 08/27/2020 - 08/26/2022

Line(s) Of Accounting:

0390BSX 2517 20N I8.75.X-0512-0
200411110

GI00FGS 25 2 i an0024.0943
C32511110

Task Order Total
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STATEMENT OF WORK FOR
VACCINE ADVERSE EVENT REPORTING SYSTEM (VAERS)
FOR SARS-COV-2 VACCINES

L BACKGROUND:

The Vaccine Adverse Event Reporting System {VAERS) is a mandated program sponsored jointly hy the Centers
for Disease Control and Prevention (CDC) and the US Food and Drug Administration {(FDA). The purpose of this
praject as authorized hy 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 vehicie [or disseminaling vaccine safety information to vaccines. family members, health
care providers. vaccine manufacturers. govemment agencies. and other partners.

Vaccines represent one of the most cost-effective means of reducing or eliminating morbidity and mortality from
selected inlectious diseases. However, no vaccine is complelely effective or safe. Recommendations for the use off
vaccines are based on careful weighing of benetits of vaccination and risks of both the disease being vaccinated
apainst and the immunization itself. Vaccines currently in routine use have been determined by various expert
groups and FDA to have benefits that outweigh their risks. As part of any vaccination program, ongoing monitoring
15 essential to ensure that new or rare ¥V AFEs are recognized and appropriate ineasures taken. Vaccines undergo
safety and eftficacy testing in the laboratory and in controlled clinical studies before licensure or authorization (in the
case of Emergency Use Authorization). Because these trials are limited in size, duration, and heterogeneity, rare,
delayed, or unusual events caused by a vaccine may not be detected. Once a vaccine is used in the general
population, post marketing surveillance is necessary to evaluate such VAEs.

To meet each agency’s needs for vaccine safety monitoring data, CDC and FDA have jointly sponsored Y AERS
since |990. The needs relate to CDC's public health responsibility for developing and issuing national vaccine
policy recommendations and FDA's responsibility for licensing and regulating vaccines.

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 https://vaers.hhs. gov/docs/VAERS Table of Reportable Events Following Vaccination.pdf US-
manufacturers of vaccines are mandated by 21 CFR Part 6({).80 (Attachment 3} to submit reports routinely on a
periodic basis, as well as in an expedited manner for more senous events. In addition, healthcare providers are
encouraged 10 report all other clinically significant VAEs following the admimstration ol any US vaccine i all age
groups. For all reports, the impetus for repotting is not a presumed causal relationship between the vaccination and
the event but may be based simply on the occurrence of the event temporally lollowing vaccination and the lack of
other obvious causes.

From 20114 through 2018, VAERS received an annual average of 33,000 reports, of which 45,500 were US reports. .
Of the US reports. 5.0% were classitied as serious (i.e.. associated with disability, hospitalization. profongation ot
existing hospitalization, life-threatening iliness, congenital anomaly/birth defect, or death {21 CFR 600.80]). Since
1990, VAERS has received over 740,000 reports, most of which describe mild and self-limited adverse events such
as injection site reactions and fever. (VAERS government data archive January 18, 2019.) VAERS heips to identity
important new safety concerns and therveby can help infoim1 vaccine policymakers and healthcare providers. In
addition, the data are valuable for regulatory actions and vaccine research studies. The US Government considers
post-licensure/authorization surveillance for any licensed and new vaccines through VAERS to be a nationally
critical function, and the US Government considers the requirements of the VAERS activity to constitute essential
services for which any lapse in coverage of services would be unacceptable.

The current COVID-19 pandemic and the anticipated COVID-19 vaccination program has created additional
requirements for VAERS. Unanticipated project needs have materialized. requising efforts beyond routine VAERS
functions. Task requirements in support of public health emergencies {e.g.. pandemic influenza. natural disasters
and terrorist activities) and unanticipated federal mandates which are unpredictable necessitate an increase in
Contractor staffing. These new requirements may result in increased workload for any of the tasks listed in the
SOW Tasks 1-5. The Contractor shall be prepared to address unforeseen events/circumstances and meet the needs
ol the Government as it relates Lo such evenls. Reasonable accommodations will be made (o the Contractor by the
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Government to address unforeseen events/circumstances and the Contractor will be allowed te negotiate the
implementation of changes.

II. OBIECTIVES:

The Vuccine Adverse Event Reporting System (VAERS) is the nation’s frontline system for detecting potential
vaccine safety concerns after vaccines are licensed or authorized for use in the United States. It is a nationwide
mechanism by which VAEs may be reported, analyzed, and made available to the public. It provides a vehicle for
disseminating vaccine safety information to vaccines, fanily members. health care providers, vaccine
manufacturers, government agencies, and other pariners. VAERS i3 a collaboration between CDC and FDA.

The purpose of this task order is lo provide CDC and FDA technical and programmatic support (o collect and
analyze information on vaccine adverse events {VAES) alier administration of SARS-CoV-2 vaccines and facilitate
reporting lo VAERS. The objectives of the VAERS Project are divided into three categories: programmatic (mainly
CDC), scientific (CDC and FDA). and regulatory (FDA).

Programmatic Project Objectives:
1. Create and maintain an ontine reporting website for ¥V AEs following receipt of SARS-CoYV-2 vaccines

2. Implement an electronic submission gateway for manufacturers to submit ¥ AE reports on SARS-CoV-
2 vaccines

3. Provide a reporting mechanism for YAEs thal maintains submitted SARS-CoV-2 vaccines reposts,
including images of reports and medical documentation;

4. Ensure data in the YAERS reports are accessible to the public as required by law {P.L. 99-660, Section
2125), in accordance with policies to protect individuals® privacy;

5. Support CDC and FDA scientific staft in using ¥V AERS data on ¥V AEs after SARS-CoV-2 vaccines to
rapidly respond to vaccine safety concerns or public health emergencies and in conducting
epidemiologic and other scientific studies

Scientific Project objectives:
. Rapidly detect new, unusual, or rare ¥V AEs after SARS-Co¥-2 vaccines;

2. Assess the safety of SARS-CoV-2 vaccines; or assess the safety in specific populations or situations
where a new recoininendation for SARS-Co¥Y-2 vaccines occur;

3. Rapidly identify vaccine lots for SARS-CoV-2 vaccines with increased nuwnbers or types of reported
adverse events (FDA lead); and

4. Monitor trends in known VAEs atter SARS-CoV-2 vaccines, particularly increases in reported YAEs
Regulatory Project Objectives;

1. Implement regulatory requircments related to YAERS, especially regarding reports from
manulacturers afler SARS-CoV-2 vaccines. [21 CFR 606.80].

IL. SCOPE OF WORK:
The contractor shall provide support and technical assistance to CDC and FDA by supporting work in the [ollowing
areas. The tasks below are not in order of priority. These tasks include:

1.  Administrative

2. Report Receipt/Processing

3. VYAERS Follow Up Activities and Enhanced Surveillance
4.  Quality Control for YAERS Data

5. Information Manageinent
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Current ¥ AERS plans, protocols, procedures, manuals, standard operating procedures (SOPs), software, some
hardware, etc. may be provided by the Government for adoption/modification (i.e., the contractor would not have to
develop all entirely new products, but would have the aption of rolling over/adoptling/modifying existing ones).
Additionally, scanning reports for the image database, certain manual data entry tasks, and other processes clearly
related to paper reports shall only apply to paper reports (i.e., electronic reports do not require scanning and manual
data entry. but may require redaction).

V. DESCRIPTION OF WORK:

The contractor shall implement a stalfing and operations plan focusing onty on vaccine adverse event (VAE) reports
after SARS-CoV-2 vaccines. The total number of reports received during periods of peak activity (which are not
expecled 1o reflect sustained activity) is expected (o be 1,000 reports per day, with up to 40% of the reports serious
in nature.

TASK 1. ADMINISTRATIVE

STANDARDIZED METHODS FOR PROVIDING OPERATIONAL SUPPORT FOR THE VAERS PROGRAM.

A. The Contractor shall maintain Capability Maturity Model (CMM) Level 3 certitication (or equivalent) or
higher throughout the performance period of the contract and shall provide the Government current
documentation of its CMM Level 3 (or equivalent) or higher certification.

B. The Contractor shall have staff available for program operations, systetns maintenance and consultation
during normal business hours (8:30 AM Eastern to 5:00 PM Pacitic) to accominodate all four tiine zones
within the continental United States. The rationale for this requiretnent is that it is essential for VAERS to
be fully operational and tor staff to be available to conduct systems tnaintenance and recovery during both
east and west coast business hours and ta also provide a reasonable level of service tor the Hawaii-Aleutian
time zone, since VAERS s 4 national spontaneous surveillance system.

C. The Contractor shall maintain a disaster recovery site for data management, data storage and all other
VAERS data and IT functions that duplicates and replicates the primary production site and provides
recovery of the production site within 24 hours (refer to Task 5: INFORMATION MANAGEMENT for
capability requirements). This site shall be at least 100 miles away from the primary production site. The
rationale for this requirement is that the disaster recovery site must be sufficiently distanced [rom the
immediate area of the primary production site. but realistically within a business day’s drive during an
BIMErgency.

D. The Contractor shall provide hasdware, software. office and communications equipment and other
resources to be used for data receipt, processing, editing, analysis. reporting. transmission. and storage.
The Contractor shall ensure systems compatibility with CDC and FDA software and hardware
requirements. The Contractor shall ensure that applicable technology is capable of upgrade or provide for
replacement with later technology if necessary. Hardware, software and equipment shall be maintained and
upgraded in accordance with industry standards for IT and telecommunications equipment including
routine maintenance.

E. The Contractor shall upgrade VAERS program and related applications at the Government's direction
through official modification signed by the Contracting Officer (CQ), based on requiremenis gathered from
Government and other program stakeholders, using structured, phased software developinent inethodology.

F. The Contractor shall provide the Government with current and detatled system documentation.
Documentation shall he maintained in two separate volumes: “Volume 1 — YAERS Business Processes™
and “Vnlume 2 — VAERS IT Requirements and Design™. Requirements shall be mamtained in a formal
requiremnents datahase. to be prioritized by a change control board consisting of CDC. FDA and Contractor
personnel. Work will be prioritized using this process. in both a routine and expedited manner as
appropriate. The Contractor must demonstrate adherence to formal CMM Level 3 methodology as the
standard for project performance. System documentation will be presented in standardized text format,



Page 8 of 47

generated in Microsoft Word document tormat (or other word processing format as specified by the
Government), with all diagrams and other graphics contained as embedded objects with no external files or
links, and presented in legible paper form or electronic form if requested by the Government. The
Contractor shall provide detailed documentation of the technical procedures for data transport to the CDC
and FDA, and documentation of technical details for source code and code relation, library dependencies.
and data transport mechanisms. The Contractor shall provide the Government with this documentation
within 30 days after contract award and annualty or as yrequested thercafter, and new sections or
documentation revisions will be provided to the Government upon implementation of changes in the
system or procedures.

G. The contractor shall communicate with CDC and FDA, any requested changes to the sysiem (including, bul
nut limited 1o database structure, and data processes) prior (o implementation. Modifications/changes will
not be performed until approval from CDC and FDA.

H. The Contractor shall write standard operaling procedures (SOPs) and modify them as needed. SOPs for all
aspects of VAERS propgram operations, including complete VAERS report processing, shall be updated and
provided to the Government annually or as requested. All SOPs shall be submitted to the Government tor
initial review and approval within 30 days after contract award and within 30 days of revision or
impiementation of changes, and minimally on an annual basis or as requested by the Government
thereafter. SOPs shall be provided in a volume or series of volumes organized by subject, and will be
presented in standardized text formai, generated in Microsoft Word document format (or other word
processing format as specitied by the Government), with all diagrams and other graphics contained as
embedded objects with no external files or links.

I.  The Contractor shall provide VAERS operations and system orientation for Government employees as
necessary (Minimuin once per vear.

L. The Contractor shall produce and distribute the VAERS reporting form { Attachment A} and other forms as
required for the operation of the VAERS program and reporiing to VAERS. The VAERS program shall be
identified as a Government program and the corporate nume of the Contractor shall not be used on any
torm or correspondence to any catity other than CDC, FDA, or VICP, or used in any communication to
represent the VAERS program untess approved by the Government.

K. The Contractor shall maintain lists of names. phone numbers, fax numbers, and
E-mail addresses ol contact persennel respoensible for reporling from state health agencies, vaccine
manufacturers, and immunization programs, limiling access and use lo VAERS purposes only. The
Contractor shall update this list en a quarterly basis and maintain this list for access by the Government in a
manner specilied by the Government.

L. The contractor shall shred ail incoming docuinents once they are permanently saved electronically.

M. The Contractor shall establish, implement and main{ain selected work groups as
required by the Government throughout the life cycle of the contract. as needed and directed by the
Government, and shali take and distribute minutes for working group meetings at the direction of the
Government.

TRANSITION OF CONTRACT SERVICES
The Govermnent considers VAERS an essential service; any lapse in coverage is considered unacceptable and can
result in possible terminatien of contract. The Governinent requires a smooth and erderly transition of services.

A. No later than 60 days after the contracs award the Contractor shall have established a system of operations
as described elsewhere in this SOW and perform a functional evaluation of the system. Furthermore, the
Contractor shall be able to receive VAERS reports after SARS-CoV-2 vaccines via any of the means
specified in this contract (including electronically submitted reports from manufactures (eVAERS) and
public {website). The Contractor shall also be able to perfonn all activities involving the handling and
processing of reports submitted to VAERS including repoert receipt, processing, data entry, coding, quality
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control, and report follow-up and verification. Contractor shall be able to provide data to the Government
in the manners specified within this SOW, including the provision of data extracts, reports and report
images., and meet this timeline development requirement as indicated for other activities and functions
described within this SOW.

B. No later than 60 days after contract award the VAERS system maintained by the Contractor shall he fully
operational and shall meet the satisfaction of the Government as to operational functionality.

C. No later than 60 days after contract award the Ceontractor shall meet all developmental and operational
requirernents in this SOW unless other specific timeline requirements for those requirements have been
specified in the SOW.

D. No later than 60 days after contract award, the Contractor shall provide a Transition-Out Plan (end of
performance period). The plan shali include a technical and management transition approach that is clear
and complete and inclede a timeline and list of resources required for the transition. The Transition-Out
Plan shall detail the planned transition methodology in togical sequence to ensure a smooth transition ot all
tasks and subtasks without interruption or decline in service quality. The pian shall also include a detailed
description of risks (cost, technical, and performance) to both the Contractor and the Government, as well
as risk mitigation strategies. Contractors shall also include all transition costs within their proposals. Please
note that the continuity of services clause 52.237-3 is applicable and should be considered in developing
the transition plan.

All documents and materials developed by the Contractor for the fulfillment of this contract, including all SOPs,
manuals, security plans, management plans and plans of operations, and hardware shall be considered the property

ot the Governinent and 1nay be disposed of by the Governinent in any manner at the Government’s discretion.

CHANGES TO INFORMATION MANAGEMENT PROCEDURES AND TASKS

A, All tasks and activities specified in this SOW that pertain Information Management are subject to change,
at the Government’s discretinn, to accommodate and support fulty electronic reporting to VAERS.

B. Reasonable accommodations witl be made to the Contractor by the Government to allow for
implementation of any such revised and updated Information Management procedures and the Contraclor
will be allowed (0 negotiate implementation of changes within the scope via official modification.

UNFORESEEN EVENTS/CIRCUMSTANCES

Unanticipated project needs may malerialize, requiring efforts beyond those described in this SOW. The
Government may modify the contract to add task requirements (or enhance/expand current requirements) in suppost
of public health emergencies (e.g. pandemic {lu, natural disastess and terrorist activities) and unknown Federal
mandates which are unpredictable and can initiate a workload surge, necessitating an increase in Contractor stafting.
These new requirements may result in increased workload tor any of the tasks listed in the SOW Tasks 1-5.

A. Approval Process tor Unforeseen Events and Circumstances
CDC will provide the new work requirements and deliverables for each of the optional support services to
the Contracting Officer (CO} as a revision to the SOW. The CO will send the contractor the revised SOW
containing the new requirements. The contractor will review the requirernents and provide a technical and
cost proposal with the appropriate Jabor categories, number of hours, and labor rates to the CO. A contract
modification (SF30} must be awarded by the CO o add any new optional support requirement. The
contractor must not work outside of the SOW without authorization from the CO,

B. The Contractor shall be prepared to address unforeseen events/circumstances and meet the needs of the
Government as it relates to any untoreseen events/circumstances. Reasonable accommodations will be
made to the Contractor by the Government to address unforeseen events/circumstances und the Contractor
will be allowed to uegotiate the implementation of changes.
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C. The implementation of activities to address unforeseen events/circumstances specified by the Government
is dependent on the availability of core and suppleinental funding to support such activities.

D. Examples of unforeseen events/circumstances that have impacted VAERS operations include (1) changes
in the IT certification and accreditation process, (2) changes in regulatory requirements for reporting VAEs
and transnitting data to CDC and FDA, (3) introduction of new vaccines resulting in necessary coding and
datahase architecture changes, (4) changes in reporting requirements, report processing procedures, and
data availability timelines to meet current puhlic health needs, () urgently needed 1T capability during
public heatth emergencies or in preparation for anticipated public health emergencies, and (6) hardware and
software upgrades to accommodate unforeseen events/circumstances. This is not an exhaustive list and
other unforeseen events/circumstances may occur thronghout the course of the contract perlormance
period.

PROGRAM MANAGEMENT PIAN FOR CONTRACT ACTIVITIES

A. The Contractor shall develop and maintain a Program Management Plan (PMP). The Coniractor shall
prepare and maintain a phased Program Management Plan describing the tasks. milestones, risk
management strategy, organizational resources. perforinance measures and management control {o be
employed to meet the cost, performance requirements and schedule of each phase of the VAERS project.
The plan shali define the Coniractor’s govemance process and include:

L. The managewnent structnre of the Prograin Management Team, organizational charts, key personnel
and main points of contact, and identification of project teams and their roles and responsibilities.

2. Identification of all partners, sub-contracts, sub-contractor management, criteria for selection of sub-
contractors, and description of services to be performed by sub-contractors. The Contractor shall not
sub-contract ont more thau 25% of the work described in this SOW (i.e., 75% of the work
requirements described in this SOW must be completed by the prime Contractor). Sub-contracting out
clinical services tasks, report processing and data entry, coding. report follow-up activities, core 1T
activities, quality assurance, and core business and administrative tasks is strongly discouraged and
will be viewed unfavorably and result in possible termination of contract.

3. Detailed mitigation response procedures in the event ol unsatisfactory performance of program/project
leam members or sub-eontraclors.

4. Specification of strategies to include delailed timelines with critical milestones to ensure that both
long-lerm. strategic goals as well as specific. targeted objeclives are met efficiently and effectively.

5. The Contractor shall submit the PMP to the Government within 30 days after contract award and shall
provide updates to the PMP annually or as requested by the Government. The PMP shal! be in
accordance with OMB Circular A-11, and the Federal IT Capital Programming Guide, Supplement to
Part 7 of Circular No. A-11. Appsoval of the PMP by the Government shall be required.

B. Key Project Personnel: The Contractor shall employ and retain competent, qualified personnel to pertorm
services of this contract in an effective, prompt, accurate, conrteous and efficient manner. The Contractor
shall provide a plan for staffing key positions for this project, providing detail about the criteria and
selection process used to fulfill the requirements of this contract, and shall notifty CDC in the event of
changes in staffing of key positions. Staffing of these key positions shall be snbject to Government
approval, The Contractor shall provide all necessary supervisory, project management, managerial, clinical,
technical and administrative snpport to meet the planning, implementation. operational and management
requirements of this contract.

*ANOTE FOR ALL TASKS
Qualitications for personnel performing clinical activity (clinical staftf) shall be subject to approval by the
CGovernment: the minimal education and experience qualifications for this activity shall be a nurse or other
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clinical heafthcare provider, with a minimuwm of 2 years of clinical or public health related experience. The
manager of the follow-up activity shall be, at a minimum. an RN, PA, MD. DO or equivalent (e.g., MD
trom a forcign country who is not licensed to practice in the United States}, The manager is required to
have at least 2 years of clinical experience. The manager shall work closely with the Government to ensure
that follow-up is conducted according to Government expectations.

REPORTING REQUIRMENTS:

A, PROGRAM MANAGEMENT MONTHLY STATUS REPORT - The contractor shall provide the
Government with a monthly Program Management Monthly Status Report electronically o include the
projeet’s cost, progress. and issucs in a format as directed by the Gevernment. A copy ol each monthly
repert shall be sent 10 the COR. the CO, and the FDA Technical Representative. The contractor shall
document in the report the efforts performed in the completion of each project task. The report shall be due
on 1he 15th day of each menth [ollowing the month reported upon.

The Contractor shall propose format and data element recommendations tor this report. The final format of
the report shall be determined upon contract award.

B. ANNUAL REPORT - On an annual basis, the Contractor shall provide a written report to the Government
documenting signiticant work activities and accomplishiments for the preceding 12-monith period. This
report shall provide a historical record of major work activities accomplished, those ongoing and those not
accomplished for the reporting period. As an appendix to the annual report, the Contractor shall deliver to
the Government the current database dictionaries, standard operating procedures, and user manuals, The
annual report shall be delivered to the Government no later than 30 days following the specified reporting
period. One report shall be sent to the COR, the CO, and the FDA Technical Representative,

C. DRAFT FINAL REPORT - The Contractor shall provide a draft final contract report no later than
45 days prior to Lhe expiration date of year 2 of this contract for review by the Government. The report
shall include a written narrative highlighting major accomplishments under the contract. The report shall
address each year of performance under the contract and document significant contractor findings,
conclusions, recommendations, etc., to provide an objective review of contract activities. The Contractor
shall provide copies of cach dralt final report electronically. and optional paper copies al the Government’s
request. One report shall be sent to the COR, the CO, and the FDA Technical Representalive.

D. FINAL REPORT - Fellowing review of the draft [inal report by the Government and receipt by the
Contractor of the Government’s written comments, the contractor shall provide a {inal report on or before
the expiration date of the contract. The Contractor shall provide copies of each final report electronically.
and optional paper copies at the Government’s request. The report shall be sent to the COR, the CO, and
the FDA Technical Representative.

FORMAT OF DELIVERABLES

Specific form format and additional content requirements of the delivery schedule items shall be coordinated
between the Contractor and the Government, with a continued focus on providing usetul and accurate reporting.
The COR will provide the Contractor with disposal instructions for all technical docuinents (including. but not
limited to all database dictionaries, databases, software, computer code, docuinentation, questionnaires, etectronic
tiles. etc.) in possession of the contractor at contract completion.

TASK 2. REPORT RECEIPT/PROCESSING

REPORTING TO THE VACCINE ADVERSE EVENT REPORTING SYSTEM (VAERS) AFTER SARS-CoV-2
YACCINES
The Contractor shall perform the following tasks/activities:

A, Maintain communication protocols 1o provide assistance to the public for Vaccine Adverse Event
Reporting System (VAERS}) after SARS-CoV-2 vaccine-retated guestions. Communication protocols shail
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involve appropriate telecominunication and electronic mechanisms for answering questions related to
VAERS SARS-CoV-2 vaccine reporting and the VAERS system {e.g., how to obtain reporting forins,
options for reporting. information referrals), and allowing for filing of VAERS reports over the phone in
Engiish or Spanish. The Contractor shali maintain communication protocols including. but not limited to: a
toll-free telephone numher and toll-free telefacsimile numher to be listed as VALERS; a weh site identified
as VAERS, and an e-mail address (e-mail address may he specificd by Government). The Contractor shall
have staftf availahle for consultation during normat husiness hours (8:30 AM to 5:00 PM) that
accommodate all four time zones within the continental United States (refer to Task 1:
ADMINISTRATIVE for options tor active time zone coverage during normal business hours in the
continental United States}. The Contractor shall implement, maintain, and upgrade as necessary,
telecommunication and electronic reporling systems 1o be available 24 hours-per-day (the toll-[ree
telephone number is answered by machine after busiuess hours). After-hours automaled support shall be
available 24 hours-per-day through the web and fax. See Emergency Preparedness seclion for after-hours
support details. Contractor staff shall respond to messages received at the VAERS 1elephone number and
messages sent lo the VAERS e-mail address within one business day ol receipl.

Staff the telephone system to provide telephone support for reporting during hours that accommodate
normal business hours in the four time zones in the continental United States. The Contractor shall maintain
a telephone voice message system, available at all titmes, which shall:

1. Provide a mechanism for callers to contact VAERS toll-free by telephone;

2. Provide coverage by automated menu choices for those times when Contractor staft does not
immediately respond to calls to the telephone system;

3. Provide instructions to callers on ways to obtain the VAERS form and instructions on how to submit a
Y AERS report;

4. Provide directions to find the VAERS website and to submit a VAERS report using the internet-based
reporting form;

5. Take messages at those times the telephone system is not actively staffed;

6. Provide informatinn an the Nafinnal Varcine Tninrv Compensation Program (VICP) (website
inlormatior

7. Provide additional infomation to callers as directed by the Government.

Maintain a United States Postal Service post oftice box identitied as Yaccine Adverse Event Reporting
System {YAERS) for SARS-CoV-2 vaccines and ensure, at a minimum, retrieval and logging of all mail
trom the post office box during each business day.

Maintain VAERS for SARS-CoV-2 vaccine electronic internet-based reposting system, utilizing
appropriate system securiiy precautions. This includes reports submitted by VAERS users such as state
health coordinators, immunization programs, other Federal Government agencies and programs. and other
parties. The procedures shall include methods for receipt of reports via the Internet and shall allow for
reporters to submit an initial YAERS report tor SARS-CoV-2 vaccines or a non-pritnary reporl using an
Internet-based application, including an electronic version of the YAERS torin for SARS-CoV¥-2 vaccines.

Maintain procedures to migrate data from VAERS SARS-CoV-2 vaccine manufacturer reports received
electronically inte the database, utilizing appropriate system security precautions. Manufacturer reports
that must be received electronically include -1narketing expedited individual case safety reports {ICSRs).
periodic ICSRs, as well as malfunction reports and 5-day reports required by the Comnbination product
Post-market Safety Reporting Rule. Electronic manufacturer reporting using ICH E2B (R3) is referred to
as eVALRS.
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F. All methods for electronic transmisston of reports developed and maintained for this project shall be based
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G. Develop. document and implement procedures for the entry and processing of SARS-CoV-2 vaccine report
data to ensure that the VAERS public data that is made available o the pubtic is redacted of all protected
health information (PHI) and ather infarmation that ic nratacted gnder the Health Insurance Portability and
Accountability Act (HIPAA) or otherwise not publicly releasable for
reasuns of commercial confic o B unent), regardless of the report source
(paper/fax/other, web, e-report). Government users of VAERS SARS-CoV-2 vaccine data shall have
access 10 personal identifiers [Tom the specilic lields for names, addresses, telephone numbers, etc. through
the internet-based report viewing system created and maintained by the Confractor. Such data containing
PHI shall be included at the direction of the Government in the Government Extract tor the CDC, FDA or
both.

H. Maintain a methodology 10 permanently archive elecironically submiited VAERS SARS-CoV-2 vaccine
reports as originally submitted, prior to any editing or redaction. The method shall allow for identitication
and retrieval of the reports from the archive database by specific report identifiers and by organization
source of origin for reports submitted by manufacturers, state health coordinators, immunization prograins,
other Federal Government agencies and programs, and other parties.

I.  Maintain methods to support a variety of Electronic Data Interchange (EDI) message types specified by the
Government. The Contractor shall have the capability to both receive and transmit VAERS SARS-CoV-2
vaceine reports electronically in EDI formats specified by the Government and in additional electronic
report submission formats consistent with electronic submission requirements bascd upon the HLV/ISO

the
1c at:
d by
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I Under the direction and approval of the Government. the Contractor shall support additional EDI interface
products for VAERS users. These include products from other vendors that use the VAERS web-repoiting
form, commercial oft-the-shelf products, and other products as they are developed. An EDI interface
product has been developed, utilizing the VAERS internet-based electronic submission form as a means for
EDI electronic submission of VAEs by YV AERS users from their immunizations databases. The Conftractor
shall successfully complete this task for existing, supported EDI interface products within 30 days after
contract award. The contractor shall successfully complete this task for new EDI interface products of this
nature within 30 days following direction from Governenent to perform this task,

STANDARDIZED METHODS FOR ENTERING AND PROCESSING VAERS SARS-CoV-2 VACCINE REPORTS

A. Report Data Entry and Processing Timeline Requiremenis;

The Contractor shall perform all necessary data entry for infonnation submitted on VAERS forms for
SARS-CoV-2 vaccine reports and related documents, and editing of the database, with all entry and edits
tracked by date and entry staff and editors’ individual identification. The Contractor shall be able to
perform these activities within 30 days after contract award. See Appendix A (also in the section under
Task 3) for information on scanning, data entry and coding timelines.



Page 14 of 47

The timeline requirements for processing repotts for VAEs of special interest to the Government (e.g., seizure} may
differ from the above requirements and will be determinad or otherwise agreed upon in SOPs approved by the
Government, Timelines will be adjusted in response to changing public health needs, such as during a pubiic health
emcrgency of if a vaccine recommendation changes (e.g., a vaccine that was not previously recommmended for
children becomes recommended}.

B.

Documentation, SOPs, and user procedure manuals:

The Contractor shall perform the following tasks/activities related to adverse events reported after SARS-
CoV-2 vaccines:

1. Maintain and update comprehensive documentation of database structure; design and analysis.
including dictionanies, edits, reporl processing. and computer programs (including menu driven
programs): user procedure manuals; and other 1asks and functions and any modiflications set forth in
this SOW. Documentation shall adhere (o the standards sct forth elsewhere within this statement of
work, to include Capability Maturity Model {CMM} standards.

¥

Provide user-procedure manual(s) and SOP manuals for technical aspects of VAERS SARS-CoV-2
vaccine database operations to the Government within 30 days after contract award. Implementation
of all procedures is contingent on Government review and approval.

3.  Maintain, update and provide to the Government as requested complete docuinentation ot the SARS-
CoV-2 vaccines database and all regularly produced extracts. The documentation shatl be readily
available to the Government for use or reference and include data dictionaries for the datasets
{including variable nawmes, forsnats, deseriptions, eomprehensive liet af laaal ~adach warcions of the
Medical Dictionary for Regulatory Activities (MedDRA) terins, or ather
coding language chosen by the Governinent, and look-up tables sui vacuiue, wanwacuner, and
MedDRA terms.

4. Maintain full, detailed documentation for all business and technical aspects of the VAERS SARS-
CoV-2 vaccine program. Documentation shall he updated annually or as requested by the
Governiment, and maintained in two separate volumes: “Volume 1 — VAERS Business Processes™ and
“Volume 2 VAERS IT Requirements and Design™ as detailed in the Administrative section ot this
SOW.

5. Mamtain a [ormal “requirements” database, to be prioritized by a “change request board” consisting of
CDC, FDA and Conlractor personnel. Work shall be prioritized by this process, in both & routine and
expediled manner as uppropriale to the requirement.

ACKNOWLEDGMENT, VERIFICATION, CODING AND DATA COLLECTION FOR ADVERSE EVENTS

REPORTED AFTER SARS-CoV-2 VACCINES

The Contractor shall pestorin the following tasks/activities:

Al

Review all docuinents received daily through all channels to prioritize processing, and assign a unique
index number to each report reeeived and initiate processing based on SOPS for the report category and
inethod of transtnission. The unique index number (VAERS ID nuinber} shail appear in the personal data
files and in files created for olher information.

For electronieally submitted reports and reports submitted using the internet-based reporting application, a
unique index Eleetronic Report Number (ERN) shall be generated at lhe time Lhe report is received. and
shall be communieated back to the originator of the report using a formal acknowledgement or EDI
submission confirmation message integrating the E-Report Number into the message. The ERN shall be
included in the primary system database and in the Government extract, and in relational data tables
providing linkage between the ERN and VAERS ID nuniber assigned to each report and may be used to
query the VAERS report in the master database and Government extract. For electronically submitted EDI
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reports, sufficient information shall be retained from the EDI VAE message to uniquely identify the report
and enable tracking and identification of the repert within the primary system database,

Enter into the database all data submitted on report forms and related dociments within the time limits
specified in this SOW.

Code YAE data after SARS-CoV-2 vaccines on the VAERS report form (paper or electronic form/data),
from related documents/records, and fromn additional information sourcee raletad ta tha rannrt £i o records
obtained during follow-up) using the most updated version of MedDRA or other
coding source specilied by the Governiment. Codes shall be entered inte: wic uatavase. netauman ables
aud data dictionaries shall be provided to the Government lor all coding used threughout the system. The
Government reserves (he right to update and replace coding standards as required for the data clements, and
reserves the right lo introduce requirements for standardized coding for data elements not included in this
SOW.

1. The Coniractor shall enter into the database SARS-CoV-2 vaccine VAE descriptive clinical
information and other symptoms, signs, lab data and/or disease entities, including text fields contained
in Ravee @ 1011 17 18 and 10 an the VAERS reporting form (Available at

and code this information using MedDRA (or other coding
LALE WAKL WIBSI0L LY LG Sy L LI ), Ll Speciﬁc boxes may change if the VAERS form is modified.

2. At the direction of the Government, the Contractor shall agsess and potentially implement alternative
methods for coding reports (computer assisted, automated, algorithm generated, etc.), and conduct
post-implementation quality assurance. The implementation of alternative coding methods is
dependent on the availability of core and supplemental funding to support such activities.

If requested by the Government, in the event that FDA approves new or modified labeling for a SARS-
CoV-2 vaceine, the Contractor shall identify ¥ AEs from the Adverse Reaction, Precautions, and
Contraindications sections of the labeling and translate then: into MedDRA (or other coding language
chasen by the Government) terminalogy (known as labeled event data). When there is a change in
labeling, the Contractor shall submit proposed modifications to the Government and modify the list of
terms at the direction of the Government. All code lists or tabeling changes submitted by the SARS-CoV-2
vaccine manufaclurers must be approved by the Government before implementation.

At the direction of the Government, the Contractor shall develop, updalte, maintain, and provide data
dictionaries for all data tables provided te the Government including the tables associaled with vaccines,
adverse event coding (MedDRA, or other coding language chosen by the Government), manufaclurers. and
labeled events associated w/vaccines. The labeled event datasct shall indieale labeled events associated
with SARS-CoV-2 vaccines as identified in vaccine package inserts and product labels. The contractor
shall enter labeled events within 10 working days tollowing the introduction of a new vaccine or at the
direction of the Government. The Contractor shall review and update the labeled events table annually or
as necessary.

Comply with the safeguarding procedures for report forms as required by the NCVIA — 42 U.8.C. 300aa-
25, and the safeguarding guidelines of the Privacy Act. The Contractor shall ensure that information which
could identify an individual (such as name, street address, telephene number and email address of the
person who received the vaccine and that person’s legal representative) shall not be made available to any
person other than the person whe received the vaccine or the legal representative of such person and duly
authorized statf of CDC, FDA and other participating federal entities. The restriction on access to
identifying information applies to all information received by the VAERS activity, regardiess of physical
format (paper, electronic, other). The process shall be subject to review and approval by the Government.

Maintain storage of original and depersonalized data separately. Records shall be maintained in accordance
with Privacy Act regulations and procedures and defined in the Automated Information Systems Security
Program Handbook. Separate physical and electronic storage of original and redacted report data shall be
maintained.
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DATA AND DOCUMENT ACCESS, TRANSMISSION, STORAGE AND RETRIEVAL

(See Appendix A for detailed information on scanning, data entry and coding timelines).
The Contractor shall perform the following tasks/functions:

Al

Maintain procedures to complete processing of death, 5-day, 15-day, sericus. or other prierity reports as
specified in Appendix A, or upon request of the Government.

Make available to the Government an electrenic copy of all received documents within the specified
timeframes detailed in Appendix A. The Contractor system {(currently a virtual private network [VPN]
conlaining scanned images} enables Government stafl electronic access to reports/documents while
preserving the integrity of the original document.

Scanned reports and other documents that the Contractor makes available to the Government on the VPN
do not require redaction unless specified by the Government.

Provide a data extract {Government Extract) of the VAERS SARS-Co¥V-2 vaccine data to the Government
for storage and use at Government sites (hoth CDC and FDA) each business day. in accordance with this
SOW.

Redact all PHI from reports to the VAERS database after SARS-CoV-2 vaccines that appear anywhere on
the VAERS report form exeept boxes specifically asking for PHI. For example, if Box 18 on the VAERS
2.0 form states [ gave Mr. Jones his flu shot and then he had a reaction,” the words "Mr. Jones™ should be
redacted from the VAERS database.

CHANGES TO REPORT RECIEPT AND PROCESSING

A.

All tasks and activitics specified in this SOW that pertain VAERS report receipt and processing are suhject
to change, at the Government’s discretion.

Reasonahle accommodations will be made to the Contractor by the Government to allow for
implementation of any such revised and updated report receipt and processing procedures and the
Contractor will be allowed to negotiale implementation of changes.

TASK 3: VAERS FOLLOW-UP ACTIVITIES AND ENHANCED SURVEILLANCE
The Contractor shal! conduct [ollow-up on VAERS SARS-CoV-2 vaccine reports as specificd by the Government in
this SOW. Follow-up consists of the 3 parts outlined below:

Communication Activities and Automated Record Collection
Record Coliection and Data Clarification
Chlinical Activities

COMMUNICATION ACTIVITIES AND AUTOMATED RECORD COLLECTION FOR VAERS SARS-CoV-2

VACCINE REPORTS
The Confractor shall:
A, Upon receipt of a death report [rom a family member. provide a condolence letter to express sympathy and
explain VAERS procedures.
B. Provide immediate etectronic acknowledgement to all persons who submitted ¥V AERS reports via the
Internet using the online reporting tool.
C. Provide acknowledgement in the form of a thank-you notification to all persons who submitted ¥ AERS

reports via paper format. Exceptions to this requirement are family meinbers who report deaths, all
manutacturers, and all state health coordinator reporters.
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D. Develop and implement standardized letters, forms, logs, phone scripts and other documents, subject to
approval by the Government, and implement documents developed by the Government at the direction of
the Government, in order to verity the accuracy of submitted data.

E. Maintain procednres to request additional information from reporters or providers if information from
aceantial itame (7 A 17 12 and 213 on the jnjtal VAERS report are missing. inconsistent or invalid. (See
. Essential item nnmbers are subject to change if the VAERS form

F. Maintain procednres to request disposition updates from reporters at 60 days and 1 year after report receipt
for all serious reports with recovery status listed as not recovered. Include a request for any additional
information. No 60-day update is required if routine follow-up has been conducted on the report.

RECORD COLLECTION AND DATA CLARIFICATION FOR SARS-CoV-2 VACCINE REPORTS

A. Forall SARS-CoV-2 vaccine reports designated as serious by regulatory definition (death, litfe-threatening
illness, hospitalization, prolongation of existing hospital stay, permanent disability, or congenital
anomaly/birth defect), the Contractor shall attempt to collect follow-up records and additional
documentation of the event {includes clarification of the event if necessary). In addition, for other adverse
events of importance as determined by the Government, the Contractor shall atteinpt to collect follow-up
records and additional documentation of the event. Follow-up activities include:

L. Identification and resolution of conflicting or incorrect information in the ¥ AERS database and
annotation in the VAERS graphic image file.

2. Retrieval of pertinent medical records including hospital discharge summary, labs, history and physical
reports, inedical, death certificates and/or autopsy reports. In addition, if the vaccination information is
missing or nnclear {e.g., a report states “flu vaccine” but the brand or manufacturer name is missing)
the vaccination record shall be obtained.

3. Scanning of all collected documents/records into the VAERS image base.
4. Other follow-up activities as directed by the Government.

Upon award of the contract, the Government will provide detailed, standard procedures for follow-up, which are
subject to change based on the needs of the Government. See Appendix A for required timeframes for follow-up.
VAERS comrespondence can be via email or hardcopy letters.

Report Confirmation for SARS-CoV-2 Vaccine Reports

Confirmation correspondence is sent on receipt of a VAERS SARS-CoV-2 vaccine report submitted by a consumer
or healthcare professional. Hardcopy letters or email correspondence are sent, depending on the person’s
communications preferences (specified in the VAERS report). Vaccine manufacturers do not receive these
communications.

REPORT TYPE FOLLOW-UP CORRESPONDENCE TYPE
STANDARD - NO MISSING Send letter or email Confirmation*
INFORMATION
STANDARD -INFORMATION Send letter or email Confirmation with request for missing
MISSING mformation*
SERIOUS WITH “NO” FOR Send letter or email 60 day follow-up and one year follow-
RECOVERY STATUS up*
DEATH REPORTS FROM Send letter only Condolence letter; consumers only*
FAMILY MEMBERS
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*The Government will provide the format and wording of the letters for the contractor’s use

Medical Record Reguesis for SARS-CoV-2 Vaccine Reports

Requests for medical records are sent in follow-up* to a VAERS SARS-CoV-2 vaccine report.

REPORT TYPE FOLLOW-UP CORRESPONDENCE TYPE

SERIOUS-NON FLU VACCINE Send request for medical records Request [or medical records**
letter™®

SERIOUS FLU VACCINE Send request for medical records Request [or medical records for MTu
tor flu vaccine reports leter® vaccine reports**

NON SERIOUS REPORTS OF Send request for medical records Request for medical records**

SPECIAL INTEREST letter*®

DEATH Send request tfor death certificate Request for death certificate**
letter

FOREIGN None

MANUFACTURER REPORTS None except death or if requested
by the Governinent {of special
interest),

CLINICAL TRIALS None

*The Government will provide a guidance document to specify what recards the contracior reeds to abtain.
**The Gavernment will provide the format and wording of the letters for the contractor s use

CLINICAL ACTIVITIES FOR SARS-CoV-2 VACCINE REPQORTS

A.

Clinical staff shall review follow-up recozds and add a narrative summary to the Government data for each
report to reflect follow-up records collected. If records are not available, clinical staff may nced to contact
providers or palients 1o obtain [ollow-up information. For example. i a patient reports & scrious adverse
event but does not seck medical care. the patient or parent would need Lo be called 10 obtain the details and
oulcome of the event.

Clinical staff shall add appropriate MedDRA codes to the record to reflect data from the tollow-up. An
indicator vaniable will be provided to distinguish between initial and follow-up MedDRA codes, as well as,
item number on the VAERS torn.

Clinical staff shall edit or supplement as needed the relevant VAERS database record based on documents
collected in follow-up (e.g., if the vaccine records ditfer from what is on the VAERS report, the vaccine
information shall be corrected in the VAERS data}.

Clinical staff shall coinplete Governmens-developed forins for specifie reports which are intended to obtain
supplemental information as directed by the Government.

Clinteal staft are expected to pursue any leads that become apparent during the follow-up process and oblain
information beyond what is detailed on any standard questionnaire that may contribule (o an understanding
of the underlying cause(s) of the adverse event in question. The inforination obtained from these leads shail
be documented in narrative format by the follow-up staff. For example, it during follow-up the clinician
learns that the patient had to be readmiited to the hospital, those records should be obiained and summmarized
in addition to the initial hospital admission records.

Intormation obtained during follow-up shall be clearly separated from information in the VAERS report
when entering follow-up data into the VAERS database. The Government will provide instructions on how
this will be accomplished. Follow-up information will NOT be included in the VAERS public data,
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G. When unexpected, significant, or unusnal findings are identified dnring the performance of follow-up
activities, findings shall be shared with FDDA and CDC YAERS staft as defermined by the professional
judgment of the clinical staff,

H. Clinical staff shall stay cusrent on vaccine recc o T ’ ’ Ty
Committee on Immwnization Practices website

1. Provide an indicator variable in the database that will specify if the medical records were collected and the
type of records obtained.

TASK 4: QUALITY CONTROL FOR VAERS SARS-CoV-2 VACCINE DATA

The Contractor shall develop and implement a Quality Assurance Program (QAP). The QAP is applicable to all
functional areas of this SOW and will allow the Government to verify that contract performance objectives are met.
the best possible contract performance is being provided, and there is continuous improvement in the quality ol
contract services. The QAP is an important tool for using and monitoring performance indicators and ensuring the
achievement of desired performance measure outcomes. The QAP shall establish quantitative evaluation strategies
to ensure that contract performance measurements meet or exceed the highest levels of service.

The Contractor shall work with the Contracting Otticer (CO) and Contracting Officer's Representative (COR) to
devetop standardized tools for assessing contract/project activities and provide consistent evaluation scoring. The
Contractor shall conduct seif-assessment and evaluation quarterly through the QAP and other strategies and
methodologies to ensure quality performance of contract activities.

The QAP shall establish quantitative evaluation strategies to ensure compliance to the contract performance
measurements and meet or exceed the highest levels of service. The plan should specify who within the
Contractor’s organization has oversight for quality initiatives. The Contractor shall provide this plan to the
Government within 30 days after contract award. The plan should be updated as necessary (at a minimum annually)
or as instrucied by the Government to ensure that it remains current.

Quality control procedures shall be developed and implemented, suhject to review and approval by the COR, for
submitted data, entered data, scanned hnages, follow-up data and coded data. The areas to be addressed shall
include completeness and accuracy of data. recovery status, follow-up, timelines of repost processing for serious
reports. unexpected occurrences (e.g.. pandemic influenza. new recommendations), and compleleness and accuracy
of vaccine fol information on all VAERS SARS-CoV-2 vaccine reports.

QUALITY CONTROL AND ASSURANCE FOR ENTERED AND PROCESSED DATA FOR SARS-CoV-2 VACCINE
REPORTS

A. The Contractor shall establish, inplement, update and maintain standardized methods for confirming the
quality of processed data through standardized quality control and quality assurance procedures designed to
reduce or elimninate duplicate entries, data inconsistencies or deficiencies.

B. Subject to Government approval, the Contractor shall develop, demonstrate, document, and implement
procedures to maintain data quality at a level adequate to support data analysis. The procedures shall
include:

L. Automated editing procedures for data entered by the contractor using the Contractor's internal data
entry system, including double-entry verification of entered data for select fields in reports as specified
by this SOW,

]

Autmnnated spelling checks for all text fields on the forms that undergo data entry by the contractor
using the Contractor’s internal data entry system. Automated spelling check functions shall inctude
standard and custom dictionary speli check, including abbreviations and medical terminology. This
process shall detect and alert the operator to possihle spelling erross at the time of data entry, so that
the operator can immediately implement appropriate corrections.



Page 20 of 47

3. Incorporation of appropriate field restrictions, legal value checks, and background logic checks in the
data entry software to ensure that the entered information is logical and appropriate before it is
accepted. These procedures shall include, but will not be limited to, the following edit-checks listed
below ;

a. Keystroke edit checks to ensure only correct values for the field are accepted. All other values
cause the system to post an error/warning message.

b.  Within-tield checks to ensure that data are valid for that field {e.g., entering numbers in 2 Name
field s invalid and shall be flagged in error/waming). In addition, vnusuai values in fields. for
example: 1) adverse event onsel date before vaccination: 2) interval between vaccination dale and
onset date greater than 10 years, shatl be flagged.

o

Cross-Tield checks to ensure (hat information does not conflict with previously entered data {e.g.. a
death date is invalid if it is entered with a value prior to the date of birth or vaccination date/onset
date prior to date of birth).

All edit checks procedures shall have the ability to be moditied as needed. The data entry system shall
display warnings or error messages when unusual or incorrect intormation is entered for new records
or tor existing records which are retrieved and updated.

4. Automated spelling checks and edit-checks, as desertbed above, used on the web data entry system and
impleinented in a manner that does not impede or significantly increase forin coinpletion time by users.

5. Development, impiementation, utilization, docurnentation and reporting of internally caleulated
variables to define the quality of the data records entered. These variables shall be made available to
the Government and shall be utilized in quality assurance programs and assessments by the Contractor
and by the Goveminent.

6. Establishment oof an edit program that outputs missing and non-plausible data for visual verification
with the correspanding VAERS form image record.

7. Establishment and implementation of a mechanism for correcling data errors detected in the previous
sleps.

8.  Review ot all dala on a quarterly basis (o examine frequencics of categorical fields and the distribution
qualities ol continuous variables for any non-plausible data. and verification ol any non-plausible data
indicated 1n this step.

a. Establishment and implementation of a mechanism for data corrections indicated in the above
Teview processes.

The Contractor shall perform double data entry on all US serious SARS-CoV-2 vaccine reports and other
reports as specified by the Government. The veritieation process shall include data entry into two
independent data files by different personnel unless otherwise approved by the Government. Report entries
shall be matched by identification number and discrepancies shall be resotved. Target permissible data
entry effort rates shall be subject to review and approval by the Government. If the Government identifies
significant data entry quality coneems, then the requirement for double-data shall be increased to include
all reports received until further notice from the Governnient,

All data entry procedures shall include real-time automated checks for illogical date relationships, invalid
vaccine types, unavailable vaccines, invalid vaccine manufacturer combinations, invalid manufacturer or
let number, and other invalid data element combinations. Documentation of programming of these edit

checks shall be submitted to the Government upon request. The data entry process shall be configured so
initial data catry of records cannot be completed until all [lagged data have been aceepted as corrected or
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moved to a queue for subsequent follow-up within one week. These later stages could include, at the
discretion of the Government:

1. Addition of a module for acknowledgement letters sent to individual reporters to request claritication
of missing or erroneous data; and

-

Referral of records to follow-up statf as described in the Follow-Up Section in this SOW for correction
or completion of missing or erroneous data through follow-up activities.

E. The Contractor shall maintain and update a list of currently available SARS-Cov-2 vaccines during the
contract perivd.

F. The Contractor shall maintain within the Relational Database Management System {RDBMS), a log of all
manial edits ol processed data. including deleted files, with date, editor, and nature of edil identified. All
data contained in [iies deleted from the database shall be moved to a separate data set that shall remain
available for review and retrieval.

G. Any errors identified by the Contractor QA checks or Government shall be corrected in the database.
QUALITY CONTROL AND ASSURANCE FOR SUBMITTED DATA QUALITY FOR SARS-CoV-2 VACCINE
REPORTS

A. The Contractor shall develop, demonstrate, document, and implement mechanisins to detect and request

missing or discrepant data froin the reporter. The requests shall be made in the form of report
acknowledgment letters or other methods at the direction of or with the approval of the Governinent and
shall present incotnplete data fields and discrepant data for review and completion or correction by the
reporter.

The Contractor shall develop, demonstrate, document and implement mechanisms to detect, confirm. and
link duplicate or redundant ¥YAERS SARS-CoV-2 vaccine reports concerning the same adverse event.
These mechanisms will be implemented as follows:

1. Initial data entry duplication search based on several key identifiers {e.g. name. date ol birth, sex,
vaccination date}

2. Two times per week (or as specified by (he Government) data entry duplication search on key
identificrs, and adverse event. An adverse event is defined as a single “person vaccination event™ or the
combination of a patient, reported vaccine(s), and adverse event(s), submitted by one or more
reporters.

The following business rules and definitions shall apply to this activity:

a. The tirst SARS-CoV-2 vaccine report received by VAERS for a given adverse event shall be
defined as the Primary Repart. Other reports received after the Primary Report has been received
and processed by the system shall be defined as Secondary Reports,

b.  Any SARS-CoV-2 vaccine reports received by VAERS after the Priinary Report has been
received, which are exact duplicates {photocopies or identical printouts or identical web based
reports) of the Primary Report, shall be defined as Exact Duplicate Reports. These Exact
Duplicate Reports shall be destroyed upon recognition.

c. Any SARS-CoV-2 vaccine reports received by VAERS after the Primary Report has been
received, which relate to the same “person vaccination event”, hut which are not exact duplicates
of the Primary Report, shall be defined as Redundant Reports. Redundant reports may originate
from different reporters reporting the same “person vaccination event”, or may nriginate from the
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same reporter as the Primary Report, or may provide different information about the adverse
event, including information updates.

d. All SARS-CoV-2 vaccine reports that relate to the smme “persnn vaccinatien event™ shatl be
grouped together based on the VAERS ID for the Primary Report.

e. The manner of identifying the Primary SARS-CoV-2 vaccine Report and ali subsequent
(Secondary) reports shall he as follows, unless otherwise indicated by the Government. The
Primary Report shall have the VAERS ID assigned at the time the report is entered into the
system, followed by the identificr *-17. The first subsequent VAERS report concerning the same
“person vaccination event™ shall be assigned a “Linked Repnrt™ VAERS ID, which shall be the
VAERS ID lor the Primary Report, followed by the 1dentifier “-2”, at the time the report 18
identilied as a redundant report. The second subsequent VAERS report conceming the same
“person vaccination event” shall be assigned o VAERS 1D, which shaii be the VAERS ID lor the
Primary Report. [ollowed by the identifier -3, at the time the report is identified as a redundant
report. Subsequent redundant reposts shall continue to be numbered according to this pattern. The
identifier digit following the hyphen shall be known as the “order number™,

f.  Assigning status regarding the serious nature (Item 21) on the ¥ AERS form: death, life
threatening illness, emergency room/departient or urgent care visit, , hospitalization, prolongation
of existing hospitalization, disability or permanent damage, congenital anomaly or birth defect,
doctor or other health care professional office visit, none of the above) of the “person vaccination
event” reported, as defined in 21 CFR 600.80, shall be based on the highest degree of severity for
any of the reports received for a specific “person vaccination event™. The report with the highest
degree of severity shall take precedence in the determination of serious/non-serious status if
discrepancies exist between the original report and subsequent reports. If there is uncertainty
regarding a report’s status as being serious or non-serious, reports should generally be adjudicated
in favor of serious status.

As required. the Contractor shall develop, demonstrate. document, and implement a methodology by which
data submitted by multiple reporters, in multiple documents froim the same reporter, or obtained through
follow-up or verification activities regarding the same event, are combined to create a composite table or
tubles which include the reconciliation of conflicting information through follow-up with the reporter,
health care provider or parent/vaccine recipient. The Contractor shall amend the primary report with
information {rom subsequent multiple reports on the same adverse cvent {“person vaccination cventl™),
based on the accuracy of the information {e.g. medical records, follow-up information) or Government
approval.

When a VAERS SARS-CoV -2 vaccine report is identified as being a Redundant Report or Duplicate
Repost and has been reassigned a VAERS report identification number based on the ¥ AERS 1D tor the
Primary Report with appropriate identifier tag (e.g., VAERS ID = 123456-2), the Contractor shall retain the
VAERS ID number which has been replaced (referred fo here as “Old VAERS ID™) for the specitic report
in an accessible file for mapping to the current VAERS 1D,

The Old VAERS [D shall be retained in a data table linked to the primary VAERS database to aliow for the
search and identification of any specific VAERS report by either the first VAERS 1D asstgned (the Pritnary
Report ID until a report is identitied as Duplicate or Redundant} or subsequently reassigned Linked Report
ID.

The Contractor shall develop, demonstrate, document, and implement a coding variable (Patient Continuity
Code) which shall be used to tink a patient identified in a report to other reports in which that particular
patient has been identified. Such reports may inctude Redundant and Duplicate Reports but may also
include different “person vaccinatinn events™ regarding the same person. but a different vaccination and/or
event. The Patient Continuity Code shall be included in the primary system database and in the
CGovernment Extract.
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The Contractor shall develop, demonstrate, document, and implement measures for batch-matching to
identify redundsrt or cornndars vanarte Tha Manteacine ghg)] evaluate a variety of methods including
“fuzzy logic’ for identifying possible duplicate or redundant
FEPOTES, INClhuing scpaann nunca wi s saune vaoacOns, and implement them at the Government’s
discretion. An example of the use of fuzzy logic would be linking two different VAERS reports of a very
rare accurrence in two patients who have the same birthdate and same date of vaccination baut no naine
reported, into one VAERS report if the Contractor believes the two reports pertain to the same patient.

The Contractor shall develop and maintain mmethods for confinming the quality of submitted data through
standardized quality control and quality assurance procedures designed to reduce or eliininate the presence
ol more than one record concerning the same adverse event, data inconsistencies or deficiencies.

With dala provided by the Government, the Contractor shall develop and implement procedures to provide
seleciion lists for valid vaccine loi identificrs (lot numbers) and data eniry masks based on known lot
numbers to provide information at the point of data entry as to the validity of the vaccine lot number
entered. The Contractor shall develop and implement procedures to detect and specifically demarcate
records containing reported vaccine lot identifiers, which are not valid lof numbers, based on comnparison
with lot identifier data provided by vaccine manutacturers through the FDA and provided to the contractor,
These procedures shall be utilized for the Contractor internal data entry system.

Upon provision of SARS-CoV -2 vaccine mnanufacturers™ lot numbers to the Contractor by the FDA, lot
numbers in the database shall be flagged if not valid when compared to the manufacturer’s master data,

Any errors identified by the Contractor QA checks or Government should be corrected in the data.

QUALITY CONTROL AND ASSURANCE FOR SCANNED DATA OUALITY FOR SARS-CoV-2 VACCINE

REPORTS

A.

B.

The Contractor shall develop and maintain methods for assuring the gunality of document images for the
image database and correct indexing in the image database through standardized quality control and quality
assurance procedures designed to confinm that documents are as legible as possible. complete, and capable
of retrieval and copying from tmage hase prior to final transfer of original physical document to the
Govermment for archiving.

Any errors identified by the Contraclor QA checks or Governinent should be corrected in the data.

QUALITY CONTROL AND ASSURANCE FOR CODED DATA QUALITY FOR SARS-CoV-2 VACCINE REPORTS

Al

The Contractor shall develop and maintain methods tor assuring quality and consistency and the most
current version of coding in Medical Dictionary for Regulatory Activities (MedDRA) (or other coding
language chosen by the Government) and the accuracy and completeness of MedDRA coding submitted by
manufacturers in their reports. The Contractor shall notify the Government of changes made to the
MedDRA codes relevant to the VAERS data coding activities and provide a tull report and summary of
each updated version of MedDRA.

The Contractor shall develop and implement a training program for all data entry and coding staff which
shall require approval by the Governinent, The Contractor shall enforce a certification process that requires
all coders to be trained and become certified coders for current code-based data. This shall include
MedDRA, or another coding system chosen by the Governinent. The data system shail include a coder-
signature field to indicate the specific coder staff person who perforined the report coding.

The Contractor shall develop or procure and use automated tools. such as auto-coding software, algorithms
and aides, when available and approved by the Govermment, to assist in the coding process.

The Contractor shall provide online manuals for coders to use at any time so that coders can access
simulaled scenarios and glean applicable codes.
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E. The Contractor shall document any non-standard coding values in use by the VAERS program and
submitted in reports.

F. The Contractor shall implement QA procedures and reviews to ensure that data provided as part of
Government data extracts meet pre-specified requircinents as directed by the Government. Procedures for
data entry error identification, correction and supplemental data entry should be established hy the
contractor in advance of any error detection hy the Government.

(5. The Contractor shall develop and implement a QAP which shall include performance quality measures for
each ol the elements in this section of the SOW, and which shall require approval by the COR prior to
implementation. The Contractor shall perform evaluation of these perforniance qualily measures and reporl
the results 1o the Government annually or on an alternate schedule as specified by the Government and
propose procedure modifications as necessary 1o ensure data qualily. The resultant modilicalions to QA
procedures shall be periodically implemented contingent upon approval by the COR or CO.

H. Any errors identified by the Contractor QA checks or Government shall be corrected in the data.

QUALITY CONTROL UPDATES FOR SARS-CoV-2 VACCINE REPORTS

A. The Governmeni reserves the right to direct the Contractor to revise and update QA procedures in the QAP
to support changes in reporting procedures, such as changes to the VAERS form, online reporting tool, or
standard methods of reporting (i.e., transitioning to fully etectronic reporting).

B. Reasouable accominodations will be made to the Contractor by the Government to allow for
itnplementation of any such revised and updated QA procedures and the Contractor will be allowed to

negotiate implementation of changes.

TASK 5;: INFORMATION MANAGEMENT FOR SARS-CoV-2 VACCINE REPORTS

A.  VAERS is an integrated system that encompasses information technology, data management. data
analysis, software development lifecycle and IT secarity. The Contractor shall perform the following
tasks/activities:

1. Maintain Capability Matuority Model (CMM} Level 3 certification or higher throughout the
performance penod of the contract and provide the Govermnent current docurnentation ol its CMM
Level 3 or higher certification.

I

Maintain current system operations
3. Provide software development, enhancement and progress reviews as requesied by the Government.

4.  Provide software documentation inclusive but not limited to systems requirements, specifications,
architecture details, design details, analytical algorithms, data models, and technical suppott processes.
All documentation shall be submitted to the Government in each annual report and during and
following the implementation of system changes.

A

Provide data extractions and depersonalized data sets requested by the Government on a routine and
ad-hoc basis

6. Provide ad hoc searches of VAERS SARS-CoV-2 vaccine data as requested by the Government

7. Implement appropriate Governnent policies and regulatory requirements regarding information
managenent, information technotogy, software development, and security.
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» Conduct web based query
s Enable viewing of scanned inages
¢  Enable viewing of entered data including Follow up and MedDRA code
»  Enable viewing of nurse follow up module
Other VAERS functionality requirements include:
1. Creation of a YAERS SARS-CoV-2 vaccine public website and online reporting tool which
inctudes a mechanism for allowing patients, parents, providers and other partners and stakeholders

to electromically subimnit VAERS reports

2. Creation ol an intranet appiication that allows authorized staff (o access SARS-CoV-2 vaccine
reporls to gquery. add and modify data. and view linked images

3. Double datu entry of specific report types as delermined by the Government

4. Scanning of hard copy documents including, but not limited to, VAERS SARS-CoV-2 vaccine
report and medical documentation.

5. Receipt of electronic SARS-CoV-2 vaccine reports from manufacturers e VAERS)

6. Electronic transmission of reports and data extractions to CDC and FDA as specified by the
Government

7. Business Intelligence

8. Data warehousing

9. Data editing

10. Duplicate identification

11. Database management system and tools

12. Software lor extracting and transmission of Government specified data sets.

DATA MANAGEMENT

Al

All Information Technology (IT) systems mus{ comply with tederal regulations and policies regarding IT
which includes but are not litnited to Enterprise Performance Lite Cycle (EPLC), Capital Planning and
Investment Control (CPIC), Information Security, Section 508 of the Rehabilitation Act, Enterprise
Architecture (EA), etc.

These methods, procedures and processes will accept reports subinitted by business partners including
manufacturers, state health coordinators, and other immunization programs, other Federal Gevernment
agencies and programs, and other parties.

Electronic manufacturer reports inciude post-marketing adverse drug reaction { ADR} data for individual
cases, post-marketing expedited ADR reports and periodic ADR reports. Electronic manufacturer reports
shall confonn to the forinat and processes identified and implemented by the US Feod and Drug
Administration (FDA). This reporting process is referred to as eVAERS.

Under the direction of the CO and COR, the Contractor shall estabiish and maintain methods, procedures
and processes to support 4 vartety of Electronic Data Interchange {EDI) message types to be specified hy
the Government. The contractor will work with SARS-CoV-2 vaccine manufacturers (approved by
Government), o ensure electrenic submission of posimarket individual case safety reports (ICSRs) to
VAERS using E2B(R3) and submitting via xml format. Electronic reporting of vaccine postmarketling
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safety reports shall follow the International Council on Harmonisation®s (ICH) E2B(R3) 1CSR specification
: https://'www. federalregister.gov/documents/2014/06/10/2014- 1 3480/postimarketing-safety-reports-for-
human-drug-and-biological-products-electronic-submission

STANDARDIZED METHODS I'OR PROVIDING ROUTINE AND REQUESTED REPORTS OF VAERS SARS-CoV-
2 VACCINE DATA TO THE GOVERNMENT

A, The Contractor shall perform ad hoc scarches of the VAERS SARS-COV-2 vaccines databases to address
specific surveillance questions and support vaccine safety studies, as requested by the Government.

B.  Atthe direction ot the Government the Contractor shali develop, maintain and update programs to
routinely produce specific depersonalized data sets containing originally reported information for the public
websites, World Health Organization {WHO), stale health coordinators and others as approved by the
Govemment.

C. The Contractor shall provide a weekly reports of adverse events after SARS-CoV-2 vaccines reported for
specific jurisdictions via The Epidemic Information Exchange {Epi-X} to those specific State Health
Coordinators as indicated by the Government, upon request by the Government.

These reporting requirements are subject to change at the request of the government.

GOVERNMENT DATA EXTRACTS FOR SARS-CoV-2 VACCINE REPORTS

A. The quality of the data extract is important to VAERS, therefore, the Contractor shall provide accurate data
extract (“Government Extract™) to the Government for storage and use at Government sites (both CDC and
FDA). The data extract and all available data elements collected from the submission of VAERS reports
and collected through follow-up activities are suhject to the approval of the Government and should he
provided according to the specified timeframes detailed in Appendix A. The complete Y AERS SARS-Cov-
2 vaccine database, containing both (a) all data elements from the YAERS form which include those data-
elements historically used hy the Government, and (b) any new and valuahle data-elements added by the
Contractor by the direction of the Government shall be provided daily. All data elements collected on the
VAERS [orm (and subscquent approved revisions of the VAERS form). and subsequent data elements
collected via internzl entry system or web system, are subject for inclusion in the data exiract to
Governmenlt. If the data element is a specific field on the form. the data shall be stored in a related specific
field in the Government data, with no concatenation of data lields or elements. The following are examples
of two processes for important extracts of data from the VAERS system that the Contractlor shall follow:

1. VAERS SARS-CoV-2 VACCINE DAILY EXTRACT - Each business day, the Contractor shall send
an exiract to the CDC and FDA through a low cost data transmission application. Once CDC receives
the exiract, a confirmatory e-mail is submitted to the Contractor verifying that the extract has been
received. The Contractor shall contact the COR if the confirmatory e-mail is not received. The COR
will contact the Contractor if there is a problem uploading and processing the data. The Contractor
shall adhere to the following:

e Include initial report data and data obtained in follow up

*  Provide data in a format approved by the Government (C8V format)

¢ Maintain manufacturer reports received electronically including postmarketing advesse drug
reaction {ADR) data for individual cases, post marketing expedited ADR reports and periedic
ADR reports.

ra

VAERS SARS-CoV-2 YVACCINE PUBLIC EXTRACTS - The Contractor shall be required to
maintain public redacted datahacec af VAFRS data as specified by the Government. The cusrent
VAERS public website provides downloadable datasets that are subsets of the
VAERS daily extract tha sz svun o ue wee ad FDA. WONDER, a CDC created online tool located
at wonder.cdc.gov, is another example of the public databases. This tool allows the public to query a
subset of the VAERS data. Standard operating procedures are used to ensure patient privacy. The
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public website and WONDER shall be updated on a weekly basis. There is a one week Jag on data so
that quality control measures can be conducted by the Contractor. The datasets on the public website
are split into separate C8V files by years dating from 1990 to the current year. Non-domestic (i.e.,
foreign) reports are placed in a separate CSV file.

3. VAERS SARS-CoV-2 VACCINE OTHER GOVERNMENTAL AGENCIES EXTRACTS- The
Contractor shall provide VAERS dala in conima separated value (C5V) files on a secure server
platform to specified points of contact among other governmental agencies. Departmient of Defense
{DoD), Indian Heaith Services (THS), and World Heaith Organization (WHO}, on a weekly basis.

a.  DoD and non-DoD reports will be identitied using specific search criteria as outlined in VAERS
CDC DoD Memorandum of Agreement {MOA). Initial and follow-up unredacted information
will be provided on DoD reports, while initial redacted information will be provided on non-DoD
reports.

b. IHS and non-IHS reports will be identified using specific search criteria as outlined in VAERS
CDC THS Memorandum of Understanding (MOU). Initial and follow-up unredacied information
will be provided on IHS reports, while initial redacted information will be provided on non-IHS
reports.

¢.  WHO will be provided initial redacted infarmatinn eimilar to data publicly available at the CDC
WONDER websits

4. VAERS SARS-CoV-2 VACCINE JURISDICITON EXTRACTS- The Contactor shall provide
VAERS SARS-CoV-2 vaccine data and summary tables to specified jurisdictions using CDC’s
Epidemic Information Exchange {Fpi-X), a secure, web-based network that serves as a powerful
information exchange between CDC and public health professionals involved in identilying,
investigating, and responding (o public health threats. Data will be posted and relreshed on a weekly
basis with a one week lag in order (o incorporate quality control measures conducted by the
Contractor. The VAERS SARS-CoV-2 vaccine data will include initial report data with personal
wdentifiess. no follow-up will be included. Summary tables will also be provided to the jurisdictions,
including summary statistics. including but not limited to, serious status and conditions of inlerest.

VAERS FUTURE SOFTWARE DEVELOPMENT AND ENHANCEMENTS

Al

At the request of the Government, the Contractor shall develop and enhance sottware for the VAERS
system following the HHS. CDC and NCEZID polictes and procedures for Enterprise Performance Life
aendn FEDT O Canitn] THomoline non A Termntment Control (CPIC) and IT security.

CONTRACTOR COMPLIANCE WITH APPLICABLE LAWS, REGULATIONS, POLICIES AND STANDARDS

A,

D.

The Contractor shall ensure that the Inforination Technology Architecture (ITA} for the VAERS systemn is
intplemented and maintained by the Contractor in compliance with applicable regulations including OMB
Circular A-130. the Federal Information Resources Management Regulation (FIRMR}), the DHHS
Automated Information Systems Security Program (AISSP) Handbook, and applicable portions ot the CDC
ITA plan. Technical Reference Maodel and Standards.

The Contractor shall ensure that all systems are in compliance with Section 208, the privacy provisions of
the E-Governiment Act of 2002, and fellow the OMB Guidance of September 26, 2003 regarding
implementation of the privacy provisions of the E-Government Act,

The Contractor shall be responsible for being aware of and shall comply with all applicable federal
information technology and inforination manageinent laws, regulations, policies, and standards. These
include hut are not limited to:
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minimally on an annual basis or as requested by the Governiment thereafter. Please see Task Order |
(Administrative) for more detail.
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CLAUSES

In addition to the GSA schedule contract clauses, the following clauses are incorporated:

52,204-25 Prohibition on Contracting for Certain Telecommunications and Video Surveillance Services or
Equipment (AUG 2019)

(1) Definitions. As used in this clause—
Covered foreign country means The People’s Repubiic of China.
Covered telecommunications equipment or services means-

(1) Telecommunications equipment produced by Huawei Technologies Company or ZTE Corporation (or any
subsidiary or affiliate of such entities}:

(2} For the purpose of public safety, security of Government facilities, physical security surveillance of critical
infrastructure, and other national security purposes, video surveillance and telecommunications equipment produced
by Hytera Communications Corporation, Hangzhou Hikvision Digital Technology Company. or Dahua Technology
Company (or any subsidiary or aftfiliate of such entities};

(3} Telecommunications or video surveillance services provided by such eniities or using such equipment; or

(4} Teleconununications or video surveillance equipment or services produced or provided by an entity that the
Secretary of Defense. in consultation with the Director of National [ntelligence or the Director of the Federal Bureau
of Investigation, reasonably believes to be an entity owned or controlled by, or otherwise connected to, the
government of a covered foreign country.

Critical technology means-

(13 Defense articles or defense services included on the United States Munitions List set forth in the International
Traffic in Arms Regulations under subchapter M of chapter [ of title 22, Code of Federal Regulations;

(2} Ttems included on the Commerce Control List set forth in Supplement No. 1 to part 774 of the Expoit
Administration Regulations under subchapter C of chapter VII of tide 15, Code of Federal Regulations, and
contralled

i (i) Pursuant to multifateral regimes. including for reasons relating to national security, chemical and
biological weapons proliferation. nuclear nonproliferation. or missile technology; or

i (ii} For reasons relating to regional stability or surreptitious tistening;
(3} Specially designed and prepared nuclear equipment, parts and components, materials, software, and technology
covered by part 810 of title 10, Code of Federal Regulations (relating to assistance to foreign atomic energy

activities);

(Y Nuclear tacilities, equipment, and material covered by part |10 of title 10, Code of Federal Regulations (relating
to export and import of nuclear equipment and material};

(5) Select agents and toxins covered by part 331 of title 7, Code of Federal Regulations, part 121 of title 9 of such
Code, or part 73 of title 42 of such Code: or

(6} Emerging and foundational technologies controlled pursuant o sectton 1758 of the Export Control Reform Act

of 2018 (50 U.S.C. 4817).

Substantial or essential compoenent means any component necessary for the proper function or performance of a
piece of equipment, system, or service.
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(b} Prohibition. Section 889{a)(1){A) of the John S. McCain National Detense Authorization Act for Fiscal Year
2019 (Pub. L. 115-232) prohibits the head of an executive agency on or after Auvgust 13, 2019, from procuring or
obtaining, or extending or renewing a contract to procure or obtain, any equipment, system, or service that uses
covered telecommunications equipment or services as a substantial or essential component of any system, or as
critical technology as part of any system. The Contractor is probibited from providing to the Government any
equipment, system, or service that nses covered telecommunications equipment or services as a substantial or
essential component of any system, or as critical technology as part of any system, unless an exception at paragraph
(c) of this clause applies or the covered telecommunication equipment or services are covered by a waiver descrihed
in Federal Acquisition Regulation 4,2104.

() Exceptions. This clause does not prohibil contractors from providing

{1) A service that connects 1o the facilities of a third-party, such as backhaul, roaming. or interconnection
arrangements: or

{2) Telecommunications equipment that cannot route or redirect user data tratfic or permit visibility into any
user data or packets that such equipment transmits or otherwise handlas.

(d} Reporting requirement.

{1) In the event the Contractor identifies covered telecommunications equipment or services used as a
substantial or essential component of any systein, or as critical technology as part of any system, during
contract performance, or the Contractor is notitied of such by a subcontractor at any tier or by any other
source, the Contractor shall report the information in paragraph {d}(2) of this clause to the Contracting
Officer, unless elsewhere in this contract are established proceduwres for reporting the information; in the
case of the Department of Defense, the Contractor shall report to the website at https://dibnet.dod.mil. For
indefinite delivery contracts, the Contractor shall report to the Contracting Officer for the indefinite
delivery contract and the Contracting Officer{s} for any affected order or, in the case of the Department of
Nefence identifu hoth the indefinite delivery contract and any affected orders in the report provided at

{2) The Contractor shall report the following information pursuant te paragraph (d)(1} of this clause:

(i) Within one business day [rom the date of such identification or notification: the contract nuinber; the
order number(s}, if applicable: supplier name: supplier unique entity identifier (if known); supplier
Commercial and Government Entity (CAGE) code (if known); brand; model number (original
equipmenl manulacturer nunber, manufacturer past number, or wholesaler number); item description:
and any readily available information aboul mitigation actions undertaken or recommended.

(ii} Within 10 business days of submitting the information in paragraph (d)(2}{1) ot this clause: any turther
available information about mitigation actions undertaken or recommended. In addition, the Contractor
shall describe the efforts it undertook to prevent use or submission of covered telecomnmunications
equipment of services, and any additional efforts that will be incorporated to prevent future use or
submission of covered telecommunications equipinent or services.

(e) Subcontracts, The Contractor shall insert the substance of this ctause, including this paragraph (e}, in all
subcontracts and other contractual instruments, inciuding subcontracts for the acquisition of commercial iteins.

(End of ctause)

52.217-8 Option to Extend Services (Nov 1999)

The Government may require continuged performance of any services within the lintits and at the rates specified in
the contract. These rates may he adjusted only as a result of revisions to prevailing labor rates provided by the
Secretary of Labor. The option provision may be exercised more than once, but the total extension ol performance
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hereunder shall not exceed 6 months. The Contracting Oftficer may exercise the option by written notice to the
Contractor within 30 days.

{End of Clause}
52.217-9 Option to Extend the Term of the Contract (Mar 2000}

(a) The Government may extend the term of this contract by written notice to the Contractor within 30 days;
provided, that the Government gives the Contractor a preliminary written notice of its intent to extend at least 30
days before the contract expires. The preliminary notice does not commit the Government to an extension.

(b) Il the Government exercises this option, the extended contract shall be considered Lo include this option clause.

(c) The total duration of this contract. including the exercise of any options under this clause, shall not exceed 60
months.

{End ot Clause}

CDC 42.0002 Evaluation of Contractor Performance Utilizing CPARS (April 2013)

In accordance with FAR 42.15, the Centers for Disease Control and Prevention (CDC) will review and evalvate
contract performance. FAR 42.1502 and 42,1503 requires agencies to prepare evalvations of contractor
performance and submit them to the Past Performance Information Retrieval System (PPIRS). The CDC utilizes the
Department of Defense (DOD) web-based Contractor Performance Assessinent Reporting System (CPARS) to
prepare and report these contractor performance evaluations. Al information contained in these assessments may he
used by the Government, within the limitations of FAR 42,15, for future source selections in accordance with FAR
15.304 where past performance is an evaluation factor,

The CPARS systern requires a contractor representative to be assigned so that the contractor has appropriate input
into the performance evaluation process. The CPARS contractor representative will be given access to CPARS and
will be given the opportunity to cencur or not-concur with performance evaluations before the evalnations are
complete. The CPARS contractor representative will also have the opportunity to add comnents t performance
evaluations.

The assessment is not subject Lo the Disputes clause of the contract, nor is it subject (o appeal beyond the review and
comment procedures described in the guides on the CPARS websile. Refer to: www .cpars.gov for details and
additional information related to CPARS, CPARS user access, how contract performance assessmenls are
conducted. and how Contractors participate. Access and training for all persons responsible for the preparation and
review of performance assessments is also available at the CPARS website.

The contractor must provide the CDC contracting office with the name, e-mail address, and phone number of their
designated CPARS representative who will be responsible for logging into CPARS and reviewing and comnmenting
on performance evaluations. The contractor must maintain a current representative {o serve as the contractor
representative in CPARS. It is the contractor’s responsibility fo notify the CDC contracting office, in writing (letter
or email ), when their CPARS representative information needs to be changed or updated. Failure to maintain
current CPARS contractor representative information will result in the loss of an opportunity to review and
cotninent on perforinance evaluations.

{End of Clause}

Non-Disclosure Agreement for Contractor and Contractor Employees (May 2009)
The contractor shall prepare and submit a Non-Disclosure Agreement (NDA) to the Contracting Officer prior to
access of govermment information or the commencenent of work at CDC.

{a) The NDA made part of this clanse, exhibit T and [T, is required in service contracts where positions and/or
functions proposed to be filled by contractor’s employees will have access to non-public and procurement-
sensitive information. The NDA also requires contraetor’s employeces properly identily themselves as
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employees of a contractor when communicating or interacting with CDC employees. employees of other
governental entities (when communication or interaction relates to the contractor’s work with the CDC),
and members of the public. The Federal Acquisition Regulation (FAR} 37.114 (c). states “All contractor
personnel attending incetings, answering Government telephones. and working in other situations where
their contractor status is not obvious to third parties are required to identify themselves as such to avoid
creating an impression in the minds of members of the public or Congress that they are Government
officials, unless. in the judgment of the agency, no harm can come from failing to identify themselves.
They must alse ensure that all documents or reports produced by contractors are suitably marked as
contractor products or that contractor participation is appropriately disclosed.”

{b) The Contractor shall inform employees of the identification requirements by which they must abide and
monitor employee compliance with the twentification requirements.

{c} During the contract performance period, the Contractlor is responsible to ensure that all additional or
replacement contractors’ employees sign an NDA and i1 is submitted to the Contracting Officer prior Lo
commencemeant of their work with the CDC.

{d) Contractor employees in designated positions or functions that have not signed the appropriate NDA shall
not have access to any non-public, procurement sensitive intormation or participate in government meeting
where sensitive information may be discussed.

{2} The Contractor shall prepare and maintain a current list of employees working under NDA's and submit to
the Contracting Officer upon request during the confract period of performance. The list should at a
minimun include: contract nuinber, employee’s naine, position, date of hire and NDA requirement.

{End of Clause)

352.203-70 Anti-Lobbying, (December 18, 2015)
Pursuant to the HHS annual appropnations acts, except for normal and recognized cxecutive-legislative
relationships, the Contractor shall not use any HHS contract funds for:

(a) Publicity or propaganda purposes;

(b} The preparation. distribution, or use of any kit, pamphlet. booklel. publication, electronic communicatiou, radio.
television, or video presentation designed (o support or defeat the enactment of legislation before the Congress or
any State or local legislature or legislative body, except in presentation to the Congress or any state or local
legislature itself; or designed to support or defeat any proposed or pending regulation, administrative action, or order
issued by the executive branch of any state or local government, except in presentation to the executive branch of
any state or local government itself; or

(¢) Payment of salary or expenses of the Contractor, or any agent acting for the Contractor, related to any activity
designed to influence the enactment of legislation, appropriations, regutation, administrative action, or Executive
order proposed or pending before the Congress or any state government, state legislature or local legislature or
legislative body, other than for normal and recognized executive-legislative retationships or participation by an
agency or officer of a state, local, or tribal governinent in policymaking and admninistrative processes within the
executive branch of that governinent.

(U} The prohibitions in subsections {a). (b}, and (¢} above shall include any activity to advocate or pronkte any
proposed, pending, or future federal, state, or local tax increase, or any proposed, pending, or future requirement for,
or restriction on, any legal consumer product, including its sale or marketing, including, but not limited to, the
advocacy or promotion of gun control.

(End aof clause)
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352.222-70 Contractor Cooperation in Equal Employment Opportunity Investigations. (December 18, 2015)

(a) In addition to complying with the clause at FAR 52.222-26, Equal Opportunity, the Contractor shall, in good
faith, cooperate with the Department of Health and Human Services (Agency) in investigations of Equal
Employinent Opportunity (EEQ) complaints processed pursuant to 29 CFR part 1614. For purposes of this clause,
the fellowing definitions apply:

(1Y Complaint means a formal or informal complaiut that bas been lodged with Ageucy management, Agency EEO
officiais, the Equal Employment Opportunity Commission {EEOC). or a court of compelent jurisdiction.

(2) Contracior employee means alt current Contracior employees who work or worked under this contract. The term
also includes current empioyees of subcontractors who work or worked under this contract. In the case of Contraclor
and subcontractor employees, who worked under this contract, but who are no longer empioyed by the Contractor or
subcontractor, or who have been assigned to another entity within the Contractor’s or subcontractor’s organization,
the Contractor shall provide the Agency with that emiployee’s last known mailing address, e-mail address, and
telephone nuinbes, if that employee has been identified as a witness in an EEO complaint or investigation.

{3} Good faith cooperation cited in paragraph {a) includes, but is not limited to, making Contractor employees
available for;

(1) Forinal and inforinal interviews hy EEO counselors or other Agency officials processing EEO complaints;

(ii} Forinal or informal interviews by EEQ investigators charged with investigating complaints of unlawiful
discrimination tiled by Federal employees;

(iif) Reviewing and signing appropriate affidavits or declarations summarizing staterments provided by such
Contractor enployees during the course of EEQ investigations;

(iv) Producing documents requested by EEQ counselors, EEQ investigators, Agency employees. or the EEOC in
connection with a pending EEO complaint; and

(v} Preparing for and providing testimony in depositions or in hearings before the MSPB, EEOC and U.S. District
Court.

(b} The Contractor shall include the provisions of this clause in all subcontract solicitations and subcontracts
awarded at any tier under this contracl.

(c) Failure on the part of the Contractor or its subcontractors to comply with the terms of this clause may be grounds
for the Contracting Officer to terminate this contract for default.

(End of clause)

352.233-71 Litigation and Claims. (December 18, 2015}

(a) The Contractor shall provide written notification immediately to the Contracting Officer of any action, including
any proceeding before an administrative agency, filed against the Contractor arising out of the performance of this
contract, including, but not limited to the performance ol any subcontract hereunder: and any claim against the
Contractor the cost and expense of which is allowable under the clause entitled ~Allowable Cost and Payment.”

(b} Except as otherwise directed by the Contracting Officer, the Contractor shall furnish iminediately to the
Contracting Otticer copies of all perttnent documents received by the Contractor with respect to such action or
claiin. To the extent not in conflict with any applicable policy of insurance, the Contractor may, with the Contracting
Officer's approval, settle any such action or claim. If required by the Contracting Officer, the Contractor shatl effect
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an assignment and subrogation in favor of the Government of ali the Contractor’s rights and claims {except thosc
against the Government) arising out of any such action or claim against the Contractor; and anthorize representatives
of the Government to settle or defend any such action or claim and to represent the Contractor in, or to take charge
of, any action.

{(c) If the Government undestakes a settlement or defense of an action or claim, the Contractor shall furnish ali
reasonable assisltance in effecting a setilement or asserting a defense. Where an actlion against the Contractlor is not
covered by a policy ol insurance, the Contractor shall, with the approval of the Contracung Officer, proceed with the
defense of the action in good faith. The Government shall not be habie for the expense of defending any action or
for any costs resuiting from the loss thereof to the extent that the Contractor would have been compensated by
insurance which was required by other terms or conditions of this contract, by law or regulation, or by written
direction of the Contracting Officer, but which the Contractor failed to secure through its own fault or negligence. In
any event, unless otherwise expressly provided in this contract, the Government shall not reimburse or indemnity
the Contractor for any liability less. cost, or expense, which the Contractor may incur or be subject to by reason of
any loss, injury or damage, to the person or to real or personal property of any third parties as may accrue during, or
arise from, the performance of this eontract.

(End of clause)
352.237-75 Key Personnel. (Dec 2015)

The key personnel specitied in this contract are considerad to be essential to work performance. At least 30 days
prior to the contractor voluntarily diverting any of the specified individuals to other programs or contracts the
Contractor shall notify the Contracting Officer and shall submit a justification for the diversion or replacement and a
request to replace the individual. The request must identity the proposed replacement and provide an explanation of
how the replaceinent's skills, experience, and credentials meet or exceed the requirements of the contract (including,
when applicable, Human Subjects Testing requirements). If the employee of the contractor is terininated for cause or
separates from the contractor voluntarily with less than thirty days notice, the Contractor shall provide the maximum
notice practicable under the circumstances. The Contractor shall not divert, replace. or announce any such change to
key personnel without the written consent of the Contracting Officer, The contract will be modified to add or delete
key personnel as necessary to reflect the agreement of the parties.

{End of clause)
CDC AGO01 - Inveice Snbmission (Jnl 2017)
(a) The Contractor shall subniit the original contract invoice/voucher 16 the address shown below:
The Centers for Disease Control and Prevention Office of Financial Resources (OFR}
P.O. Box 15580
Atlanta, GA 30333
Or - The Contractor may submil the original invoice via lacsimile or email:
Fax: 404-638-5324
Email: FMOAPINV@CDC.GOVY

NOTE: Submit to only vne (1} of the above focations.

{(b) The contractor shall submit 2 copies of the invoice to the cognizant contracting otfice previously identitted in
this contract. These invoice copies shali be addressed to the attention of the Contracting Ofticer.

(¢) Tbe Contractor is . is not required to submit a copy of each invoice directly to the Contracting Officer’s
Representative (COR) concurrently with submission to the Contracting Officer,

(d} In accordance with 5 CFR part 1315 (Prompt Payment), CDC's Office of Financial Resources is the designated
billing office for the purpose of determining the payment due date under FAR 32.904.
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(e) The Contractor shall include (as a minimuin) the following inforination on each invoice;

{ 1) Contractor’s Name & Address

{2) Contractor’s Tax Identification Number (TIN}

{3) Purchase Order/Contract Number and Task Order Nnmber, as appropriate
{4) Invoice Number

{3) Invoice Date

{6) Contract Line Ttem Number {CLIN} and Description of {tem

{7) Qnantity

{8) Unit Price & Extended Amount for each lime tlem

{9) Shipping and Payment Terms

{10) Total Amount of [nvoice

{11) Name, title and telephone number of person to be notified in the event of a defective invoice
{12) Paymenl Address, if dilferent from the information in I{1).

{13) DUNS + 4 Number

{14) Electronic funds transfer {EFT} banking inforination

{End ot Clause}

Payment by Electronic Funds Transfer (Dec 2008)

(a) The Government shall use electronic funds transfer to the maximuin extent possible when making paymenis
under this contract. FAR 52.232-33, Payment by Electronic Funds Transter — Central Contractor Registration, in
Section [, requires the contractor to designate in writing a financial institution for recetpt of electronic funds fransfer
payments

(b} In addition to Central Contractor Registration, the contractor shall make the designation by submitting the form
titled “ACH Vendor/Miscellancous Payment Enrellment Form™ to the address indicated below. Note: The form is
either attached to this contract (see Section . List of Attachments) or may be ohtained by contacting the Contracting
Officer or the CDC Financial Management Office at (404) 498-4050).

() In cases where the contractor has previously provided such designation, i.e., pursuant 10 a prior contractforder,
and been enrolled in the program. the form is nol required unless the designated financial instiletion has changed.

{d} The completed form shall be mailed aller award, bul no later than 14 calendar days before an mvoice is
submitled, to the lollowing address:

The Centers tor Disease Control and Prevention
Financial Management Otfice {FMO)

P.O. Box 15380

Atlanta, GA 30333

Or — Fax copy to: 404-638-5324

{End of Clause}
508 Standard Requircments
All electronic and inforination technology (EIT) procured through this order must ineet the applicable accessibility
stundards at 36 CFR 1194.22, unless an agency exception to this requirement cxists. 36 CFR 1194 implements

Section 508 of the Rehabititation Act of 1973, as amended, and is viewahle at http://www.access-
board. gov/sec3(8/508 standards. btm - Section 1194.22.



47QTCKI18D0003 75D30120F0962 (
Page 42 of 47

The contractor shall indicate for each line item in the schedule whether each product or service is compliant or non-
compliant with the accessibility standards at 36 CFR 1194.22. Further, the quote must indicate where full details of
compliance can be found (i.e., vendor's website or other exact location).

{End of Clause}
352.211-3 Paperwork Reduction Act,

(a) This contract involves a requirement to collect or record information calling either for answers to identical
questions from 10 or more persons other than Federal employees, or information from Federal employees which s
outside the scope of their employment. for use by the Federal government or disclosurc 1o third parties; therefore,
the Paperwork Reduction Act of 1995 (44 U.S.C. 3501 et seq.) shall apply to this contract. No plan, questionnaire.
interview guide or other similar device for collecting information (whether repetitive or single time) may be used
without the Office ol Management and Budget (OMB) [irst providing clearance. Contractors and the Contracting
Officer's Representative shall be guided by the provisions ol 5 CFR part 1320, Controlling Paperwork Burdens on
the Public, and seek the advice of the HHS operating division or Office of the Secretary Reports Clearance Officer
to determine the procedures for acquiring OMB clearance.

(b} The Contractor shall not expend any funds or begin any data collection until the Contracting Officer provides the
Contractor with writien notification authorizing the expenditure of funds and the collection of data. The Contractor
shall allow at least 120 days for OMB clearance. The Contracting Officer will consider excessive delays caused by
the Government which arise out of causes beyond the control and without the fault or negligence of the Contractor
in accordance with the Excusable Delays or Default clause of this contract.

(End of clause)
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EXHIBIT 1
Centers for Disease Control and Prevention (CDC)
Contractor Non-Disclosure Agreement

1. Non-public Information

[Name of contractor] understands that in order to fulfill the responsibilities pursuant to [Contract name and
number] between the Centers for Disease Control and Prevention and [Name of CDC cootractor] dated {date],
employees of [contracior] will have access to non-public information, including confidential and privileged
information contained in government-owned information technotogy systems. For purposes of this agreement,
confidential information means govermment information that is not or will not be generally available to the public.
Privileged information means information which cannot be disclosed without the prior writlen consent of the CDC.

In ogder (o properly safeguard non-public information, [contractor] agrees to ensure that prior (o being granted
access to government information or the commencement of work for the CDC, whichever is applicable, all
employees will sign a Non-Disclosure Agreement {NDA) provided by the CDC prior to beginning work for the
CDC. Contractor agrees to subinit to the contracting ofticial the original signed copies of NDAs signed by the
contractor’s employees in accordance with the instructions provided by the contracting official. Failure to provide
signed NDAS in accordance with this agreement and instructions provided by the contracting ofticial could delay or
prevent the employee from commencing or continuing work at the CDC until such agreement is signed and refurned
to the contracting oftficial.

Contractor further agrees that it will not cause or encourage any employee to disclose, publish, divuige, release, or
make known in any manner or to any extent, to any individual other than an authorized Government employee any
non-public information that the employee may obtain in connection with the performance of the employee’s
responsibilities to the CDC.

I1. Procurement-Sensitive Information

Contractor further agrees that it will not cause or encourage any employee to disclose, publish, divulge, release, or
make known in any manner or to any extent. to any individual, other than an authorized Government employee, any
procurement-sensitive information gained while in connection with fulfilling the employee’s responsibilities at the
CDC. For purposes of this agreement, procurement-sensitive information includes. but is not limited to, all
information in Statements of Work (SOW), Requests for Coniracl {RFC). and Requests for Proposal {RFP}:
Responses o RFPs. including questions from potential Offerors; non-public information regarding procurements; all
documents, conversations, Jiscussions, data, correspondence. electronic mail (e-mail). presentations, or any other
written or verbal communications relating to, concerning. or affecting proposed or pending solicitations or awards:
procurement data; contract informalion plans; stratepies; source selection information and documentation: olferors’
identities; technical and cost data: the identity of government personal involved in the solicitation; the schedule of
key technical and procurement events in the award determination process; and any other information that may
provide an unfair competitive advantage to a contractor or potential contractor if improperly disclosed to them, or
any of their employees.

Contractor understands and agrees that employee access to any procusenient-sensitive information may create a
conflict of interest which will preclude contractor from becoming a competitor for any acquisition{s} resuiting from
this information. Theretfore, it an einployee participates in any discussions relating to procurement-sensitive
information, assists in developing any procurement-sensitive information, or otherwise obtains any procurement-
sensitive inforination during the course of performing duties at the CDC, contractor understands and agrees that
contractor may be excluded from competing for any acquisition(s) resulting from this information.

I, Identification of Non-Government Employees
Contractor understands that its employees are not agents of the Government. Therefore, unless otherwise directed in

wriiing by the CDC, contractor agrees to assist and monitor employee compliance with the following identification
procedures:



A,

47QTCKI18D0003 75D30120F0962 (
Page 44 of 47

At the beginning of interactions with CDC employees, employees of other governmental entities,
members of the public, or the media (when such communication or interaction retates to the
contractor’s work with the CDC), confractors® employees will identify themselves as an employee
of 4 contractor,

Cnntractors’ emplnyecs will include the following disclosures in all writlen communications.
inciuding outgoing clectronic mail (e-nail) messages. in connection with contractual duties to the
CDC:

Employee's naine

Name af contractor

Center or affice affiliation

Centers for Disease Control and Prevention

At the beginning of telephone conversations or conference calls, contractors’ employees will
identify themselves as an employee of a contractor.

Contractors should not wear any CDC logo on clothing, except for a CDC issued seeurity badge
while carrying out work for CDC or on CDC premises. The only other exception is when a CDC
management official has granted permission to use the CDC logo.

Contractors” employees will program CDC voice mail message to identify themselves as an
emnployee of a contractor.

I understand that federal laws including, 18 U.S.C. 641 and 18 U.S.C. 2071, provide criminal penalties for, among
other things. unlawfully removing, destroying or converting to personat use, or use of another, any public records.
Contractor acknowledges that contractor has read and fully understands this agreement.

Name of contractor:

Signature of Authorized Representative of Contractor:

Date:

Copies retained by: contracting official and contractor
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EXHIBIT I
Centers for Disease Controt and Prevention (CDC)
Contractors’ Employee Non-Disclosure Agreement

L. Non-Puhli¢ Information

T understand that in order to fulfill my responsihilities as an employee of [Name of CDC contractor], [ will have
access to non-public information. inctuding confidential and privileged information contained in government-owned
information technology systems. For purposes of this agreement, conflilential information means governinent
information that is not or will not be generally available to the public. Privileged information means information
which cannot be disclosed without the prior wrilten consent of e CDC.

[ [Name of Employee], agree to use non-public information only in performance of my responsibilities to the CDC.
I agree further that I will not disclose, publish, divulge, release, or make known in any manner or to any exient, to
any individual other than an authorized Government employee, any non-public information that I may obtain in
connection with the performance of my responsibilities to the CDC.

I1. Procurement-Sensitive Information

I further agree that unless I have prior written pennission from the CDC, I will ot disclose, publish, divulge,
release, or make known in any manner ofr o any extent, to any individual other than an authorized Government
employee, any procurement-sensitive information gained in connection with the performance of my responsibilities
to the CDC. I specifically agree not to disclose any non-public, procurement-sensitive information to employees of
My company or any other organization uniess so authorized in writing by the CDC. For purposes of this agreeinent,
procurement-sensitive information inctudes, hut is not limited to, all inforination in Statements of Work {SOW),
Requests for Contract (RFC), and Requests for Proposal (RFP): Responses to RFPs, inciuding questions from
potential Offerors; non-public information regarding procurements; all docuinents, conversations, discussions, data,
correspondence, electronic mail (e-mail), presentations, or any other written or verbal connmunications relating to,
concerning, or affecting proposed or pending solicitations or awards; procurement data; contract information plans;
strategies; source selection information and documentation; offerors’ identities; technical and cost data; the identity
of government personal involved in the acquisition; the schedule of key technical and procuremient events in the
award determination process; and any other information that may provide an unfair competitive advantage to a
contractor or potential contractor if improperly disclosed to them, or any of their employees.

I understand and agree that my access to any procurement-sensitive information may create a contlicl of interest
which will preciude me, my current employer, or a [uture employer from becoming a competitor [or any resulting
government acquisition derived from this information. Thereloze, if T participate in any discussions relating to
procurement-sensitive information, assist in developing any procurement-sensitive information, or otherwise obtain
any procurement-sensitive information during the course of performing my duties at the CDC, [ understand and
agree that I, my current employer, and any future employer(s) may be excluded from competing tor any resulting
acquisitions.

IIL. Special Non-Disclosure Clavse for Contractors with Access to CDC Grants Management and
Procuremeni-Related Information Technology Systems

In addition to complying with the non-disclesure requiremnents and safeguards stated above, 1 understand that my
authorization to use CDC's grants imanagement and procurement systemis is strictly fimited to the access and
tunctions necessary for the performance of my responsibilities to the CDC and which have been approved in
advance by the CDC. | understand that I am not authorized to enter procuremient requests for any requirements
pertaining to contracts or subcontracts held by me or my employer.

IV. Identification as a Non-Government Employee

I understand that as an empioyee of a4 government confractoer, | represent an independent organization and T am not
an agenl of the Government. Therefore, I agree that unless [ have prior written authorization [rom the CDC. 1 will. a1
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the beginning of interactions with CDC employees, employees of other governimental entities. members of the
public, or the media (when such communication or interaction relates to the contractor's work with the CDC),
identify myselt as an employee of a contractor. 1 further agree to use lhe following identification procedures in
connection with my work at the CDC:

A. T will include the following disclosures in all written communications. inciuding outgoing electronic mail (e-
mail) messages:

Employee's name

Name af contractor

Center or office Affiliation

Centers for Disease Contrel and Prevention

B. I will identily mysell as an employee of a contractor at the beginning of telephone conversations or conference
calls:

C. I will not wear any CDC logo on clothing, except for a CDC issued security badge while carrying out work for
CDC or on CDC premises; the only other exception is when a CDC management official has granted permission to
use the CDC logo.

D. I will program my CDC voice mail message to identify myself as a contractors’ employee.

I understand that federal laws including, 18 U.8.C. 641 and 18 U.8.C. 2071, provide criminal penalties for, among
other things, unlawfully removing, destroying or converting to personal use, or use of another, any public records. [

acknowledge that | bave read and fully understand this agreement.

Name of contractor:

Name of Employee:

Signature of Employee:

Date:

Copies retained by: contracling ofticial, contractor, and Employee
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CLAUSES
52.227-14 Rights in Data-General (May 2014)
{a) Definitions. As used in this clause-

Computer database or “‘database means” a collection of recorded information in a form capable of, and for the
purpose of, being stored in, processed, and operated on by a computer. The term does not include computer
sofiware.

Computer software-
(1} Means

(i) Computer programs that comprise a series of instructions, rules, routines, or statements, regardless of
the media in which recorded, that allow or cause a computer to perform a specific operation or series aof
operations: and

(i1} Recorded information comprising scurce code listings, design derails, algorithims, processes. flow
charts, formulas, and related material that would enable the computer program to be produced, created, or
compiled.

(2) Does not include computer databases or computer software documentation.

Computer software documentation means owner’s manuals, user's manuals, installation instructions,
operating instructions, and other similar items, repardless of storage medium, that explain the capabilities of
the computer software or provide instructions for using the software.

Data means recorded information, regardless of form or the media on which it may be recorded. The term
includes technical data and computer sofiware. The term docs not include information incidental to contract
administration, such as financial, administrative, cost or pricing, or management information.

Form, fit, and function data means data relating to items, components, or processes that are sufficient to
enable physical and functional interchangeability. and data identifying source, size. configuration, mating,
and attachment characteristics, functional characteristics, and performance requirements. For computer
software it means data identifying source, functional characteristics, and performance requirements but
specifically excludes the source code, aigorithms, processes, formulas, and fiow charts of the software.

Limited rights means the rights of the Government in limited rights data as set forth in the Limited Rights
Notice of paragraph {g)}3) if included in this clause.

Limited rights data means data, other than computer software, that embody trade secrets or are commercial
or financial and confidential or priviieged, to the extent that such data pertain to #iems, components, or
pracesses developed at private expense, including minor modifications.

Restricted computer software means computer software developed at privaie expense and that 15 a trade
secret, is conmercial or financial and confidential or privileged. or is copyrighted computer software,
including minor modifications of the computer software.

Restricted rights, as used in this clause, means the rights of the Government in restricted computer software,
as set forth in a Restricted Rights Notice ol paragraph {g) if included in this clause, or as otherwise may be
provided in a collateral agreememnt incorporated in and made part of this contract, including minor
modifications of such computer software.

Teehnical data means recorded information (regardless of the form or method of the recording) of a
scientific or technical nature {including computer databases and computer software documentation). This
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term does not include computer software or financial, administrative, cost or pricing, or management data or
other information incidental to contract administration. The term includes recorded information of a
scientific or technical nature that is included in computer databases (See 41 U.S.C. 116).

Unlimited rights means the rights of the Government to use, disclose, reproduce, prepare derivative works,
distribute copies to the public, and perform publicly and display publicly, in any manner and for any
purpose, and to have or permit others to do so.

b} Allocation of rights.
g
(1) Except as provided in paragraph (¢} of this clause, the Government shall have unlimited rights in-
(i) Data first produced in the performance of this contract;
{ii} Form, 01, and function data delivered under this contract;
{(i1i) Data delivered under this contract {except for restricted computer software) that constitute manuals or
instructional and raining material for installation, operation, or routine maintenance and repair of iterns,

components, or processes delivered or fumished for use under this contract; and

(iv) All other data delivered under this contract unless pravided otherwise for limited rights data or
restricted computer software in accordance with paragraph {g} of this clause.

(2} The Contractor shall have the right to-

(i} Assert copyright in data first produced in the performance of this contract to the extent provided in
paragraph (c)(1) of this clause;

{ii} Use, release to others, reproduce, distribute, or publish any data first produced or specifically used by
the Contractor in the performance of this contract, unfess provided otherwise in paragraph {(d) of this
clause;

(iii} Substantiate the use ol add, or correct limited rights, restricted rights, or copyright notices and to take
other appropriate action, in accordance with paragraphs {e) and (f) of this clause; and

(iv) Protect from unauthorized disclosure and use those data that are limited rights data or restricted
computer software to the extent provided in paragraph (g} of this clause.

{c} Copyright-
(1) Data first produced in the performance of this contract.

(i) Unless provided otherwise in paragraph (d) of this elause, the Contractor may, without prior approval of
the Contracting Qfficer, assert copyright in scientific and technical articles based on or containing data first
produced in the performance of this contract and published in academic, technical or professional jouruals,
symposia proceedings, or simitar works. The prior, express written permission of the Contracting Officer is
required to assert copyright in all other data first produced in the performance of this contract.

(i) When authorized to assert copyright to the data. the Contractor shall affix the appiicable copyright
notices of 17 11.5.C. 401 or 402, and an acknowledgment of Government sponsorship {including contract
number).

(iii) For data other than computer software, the Contractor grants to the Government, and others acting on
its behalf, a paid-up, nonexclusive, irrevocable, worldwide license in such copyrighted data to reproduce.
prepare derivative works, distribute copies 10 the public, and perform publicly and display publicly by or on
behalf of the Government. For computer software, the Contractor grants to the Government, and others
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acting on its behalf, a paid-up, nonexclusive, irrevocable, worldwide license in such copyrighted computer
software to reproduce, prepare derivative works, and perform publicly and display publicly (but not to
distribute copies to the public) by or on behalf of the Government,

(2) Data not first produced in the performance of this contract. The Contractor shall not, without the prior
writtcn permission of the Contracting Officer, incorporate in data delivercd under this contract any data not first
produced in ihe performance of this contract unless the Coniractor-

{t) Identifies the data; and

(i1} Grants to the Government, or acquires on its behalf, a license of the same scope as set forth in
paragraph {c)(1) of this clause or, if such data are restricled computer software, the Government shall
acquire a copyright license as set forth in paragraph (g)(4) of this clausc (if included in this contract) or as
otherwise provided in a collateral agreement incorporated in or made part of this contract.

(3) Removal of copyright notices. The Government will not remove any authorized copyright netices placed on
data pursuant to this paragraph (¢}, and will include such notices on alt reproductions of the data.

(d} Release. publication, and use of data. The Contractor shall have the right to use, release te others, reproduce,
distribute. or publish any data first produced or specifically used by the Contractor in the performance of this
contract, except-

{1} As prohibited by Federal law or regulation (e.g., export control or national security laws or regulations);
{2} As expressly sel forth in this contract; or

{3} If the Contractor receives or is given access to data necessary for the performance of this contract that
contain restrictive markings, the Contractor shall treat the data in accordance with such markings untess
specifically authorized otherwise in writing by the Contracting Officer.

{e) Unauthorized marking of data.

{1} Notwithstanding any other provisions of this contract concerning inspection or acceplance, if any data
delivered under this contract are marked with the notices specified in paragraph (g}(3) or {g) (4) if inciuded in
this clause. and use of the notices is not authorized by this clause, or if the data bears any other restrictive or
limiting markings not authorized by this contract, the Contracting Officer may at any fime either return the data
to the Contractor, or cancel or ignore the markings. lHowever, pursuant to 41 U.8.C. 4703, the following
procedures shall apply prior to canceling or ignoring the markings.

(i) The Contracting Officer will make written inquiry to the Contractor affording the Contractor 60 days
from receipt of the inquiry to provide written justification to substantiate the propriety of the markings;

(ii} If the Contractor faifs to respond or fails to provide written justification to substantiate the propriety of
the markings within the 60-day period (or a longer time approved in writing by the Contracting Officer for
good cause shown), the Government shall have the right to cancel or ignore the markings at any time afier

said period and the data will no longer be made subject to any disciosure prohibitions.

(itiy [f1he Contractor provides written justification to substantiatc the proprety of the markings within the
period set in paragraph (e)(1)(i} of this clause, the Contracting Officer will cunsider such written
justification and determine whether or not the markings are to he cancelled or ignored. If the Contracting
Officer determines that the markings are authorized, the Contractor will be so notified in writing. If the
Contracting Officer determines, with concurrence of the head of the contracting activity, that the markings
are not authorized, the Contracting Officer will furnish the Contractor a written determination, which
determination will become the final agency decision regarding the appropriateness of the markings unless
the Contractor files suit in a court of competent jurisdiction within 90 days of reccipt of the Contracting
Officer’s decision. The Government will continue to abide by the markings under this paragraph (e)(1)(iii}
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unti} final resoiution of the matter either by the Contracting Officer’s determination becoming [linal {in
which instance the Government will thereafter have the right to cancel or ignore the markings at any time
and the data will no longer be made subject to any disclosure prohibitions), or by final disposition of the
matter by court decision if suit is filed,
(2} The time limits in the procedures set forth in paragraph (e)(1) of this clausc may be modified in accordance
with agency regulations implementing the Freedom of Informtation Act ( 5 U.S.C. 552) if necessary to respond
to a request thereunder.

{3) Except to the extent the Government’s action occurs as the result of [inal disposition of the matter by a
courl of competent jurisdiction, the Contractor is not precluded by paragraph (e} of the clause from bringing a
claim. in accordance with the Disputes clause of this contract, that may arise as the result of the Governmem
removing or ignoring authorized markings on data delivered under this contract.

{f) Omitted or incorrect markings.

{1} Data delivered to the Govemment without any restrictive markings shall be deemed to have been furnished
with unlimited rights. The Government is not liable for the disclosure, use, or reproduction of such data.

(2) [Fthe unmarked data has not been disclosed without restriction outside the Government, the Contractor may
request, within 6 months {or a longer time approved by the Contracting Offtcer in writing for good cause
shown) after delivery of the data. permission to have authorized notices placed on the data at the Contractor's
expense. The Contracting Officer may agree to do so if the Contractor-

(i) Identifies the data to which the omitted notice is to be applied:

(ii) Demenstrates that the omission of the notice was inadvertent;

(iti) Establishes that the proposed notice is authorized; and

(iv) Acknowiedges that the Governmcot has no liabiiity for the disclosure, usc, or reproduction of any
data inade prior 1o the addition of the nolice or resulting from the omission of the notice.

(3) If data has been marked with an incorrect notice, the Contracting Officer may-

(i) Permit correction of the notice at the Contractor’s expense if the Contractor identifies the data and
demonstrates that the correci notice is authorized; or

(ti) Correct any incorrect notices.
{g)} Protection of limited rights data and resiricted computer software,
(1) The Contractor may withhold from delivery gualifying limited rights data or restricted compoter software

that are not data identified in paragraphs (b} 1)(i), {ii}, and (iii) of this ¢lause. As a condition to this
withholding, the Contractor shall-

{i) [dentify the data being withheld; and
(i) Furnish form, fit, and function data instead.

{2) Limited rights data that are formatted as a coinputer dalabase for delivery to the Government shall be
trealed as limited rights data and not restricted computer software.

(3) [Reserved]
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{h} Subcontracting. The Contractor shall obtain from its subcontractors all data and rights therein necessary to fulfill
the Contractor’s obligations to the Government under this contract. If a subcontractor refuses to accept terms
affording the Government those rights, the Contractor shall prempily notify the Contracting Officer of the refusal
and shall not proceed with the subcontract award without authorization in writing from the Contracting Officer.

(i} Relationship to patents or other rights. Nothing contained in this clause shall imply a license to the Government

under any patent or be eonstrued as affecting the scope of any license or other right otherwise granted to the
Govermment.

(End of clause)
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SECTION B - SUPPLIES OR SERVICES AND PRICES/COSTS

Option Period Items:

Period of Performance: 08/27/2020 — 08/26/2022

ITEM

SUPPLIES / SERVICES

0001

VAERS SARS-CoV-2

The contractor shall provide CDC and
FDA technical and programmatic suppon
to collect and analyze information on
vaccine adverse events { VAEs), and
facilitate reponiing to VAERSspecifically
penaining to SARS-CoV-2. Reference the
SOW and all associated deliverables,

This is a T&M, severable line itern,

PoP: 08/27/2020 — 08/26/2022

0002

Travel/ODCs

All travel must be in accordance with the
Federal Travel Regulations (FTR). The
Contractor shall obtain COR pre-approval
of estimated travel expenses prior to
travel ocewrrence. Charges will be
submitted for actual costs incurred. The
contractor shall ensure that the requested
travel costs will not exceed the amount
authorized in this task order.

Other direct costs include travel and
training requirements. All other direct
costs must be pre-approved by the COR
prior to occurrence.

T&M, severable line item

PoP: 08/27/2020 — 08/26/2022

0003

Contract Access Fee

The Contract Access Fee (CAF) is 0.75%
to be applicd to the total price for
contractor performance as billed to the
government on each Task Ovder, The
CAF is paid by the Ordering Agency. but
remitted to GSA by the Contractor. Based
on the established CAF rate, the
Contractor shall include the CAF in each
proposal. The Contraetor shall include the
CAF as a separale cost element per year
on all quotes to the govemment.
regardless of coniract type. The CAF
shall never be treated as a negotiable
element between the Contractor and the
Ordering Agency. The CAF Rate,
effective at time of the Task Order award,
shall remain the same for that Task Order
for the full term of the Order.

PoP: 08/27/2020 — 08/26/2022

[ vy F T

[N PoICE
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SECTION C — PERFORMANCE WORK STATEMENT (PWS)

Changes fo the PWS are noted in YELLOW highlighted section on page 13 of this
inodification.

STATEMENT OF WORK FOR
VACCINLE ADVERSE EVENT REPORTING SYSTEM (VAERS)
FOR SARS-COV-2 VACCINES

I. BACKGROUND:

The Vaceine Adverse Event Reporting System {VAERS) is a mandated program sponsared jomtly by the Centers
for Disease Control and Prevention (CDC) and the US Food and Drug Adminisiration (FD'A). The purpose of this
project as authorized by the National Childhood Vaceine Injury Act {NCVIA), P.L. 99-660, is to provide a singlc
nationwide mechanism to repnrt, analyze and monitor vaccine adverse events (VAEs) that ocour after receipt of
vaceines. It aiso provides a vehiele for dissecminating vaccine safety information to vaccines, family members, health
care providers. vaceine manufacturers, government agencics, and other partners.

Vaccines represent one of the most cost-effective means of reducing or eliminating morbidity and mortality from
selected infectious diseases. However, no vaccine is completely effective or safe. Recommendations for the use of
vaccines are based on careful weighing of benefits of vaccination and risks of both the disease being vaccinated
against and the immunization itself. Vaccines currently in routine use have been determined by various expert
groups and FDA to have benefits that outweigh their risks. As part of any vaccination program, ongoing monitoring
is essential to ensure that new or rare VAEs are recognized and appropriate measures taken. Vaccines undergo
safety and efficacy testing in the laboratory and in confrolled clinical studies before licensure or authorization {in the
case of Emergency Use Authorization). Because these trials are limited in size, duration, and heterogeneity, rare,
delayed. or unusual events caused by a vaccine may not be detected. Once a vaccine is used in the general
population, post marketing surveillance is necessary to evaluate such VAEs.

To meet each agency’s needs for vaccine safety moniloring data, CDC and FDA have jointly sponsorcd VAERS
since 1990. The needs relate to CDC's public health responsibitity for developing and issuing national vaccine
policy recommendations and FDA's responsibility for licensing and regulating vaccines.

VAERS contains reports of VAEs based on two criteria, mandated and voluntary reporis. The events mandated for
healthcare provider and vaceine manufacturer reporting are listed in the Reportable Adverse Events Table (RET)
available at hitps://vaers.hhs.gov/docs/WVAERS Table of Reportable Events_Following Vaccination.pdf US-
manutacturers ot vaccines are mandated by 21 CFR Part 60080 {Attachiment 3} to subinit reports routinely on a
periodic basis, as well as in an expedited manner for more serious events. In addition, healthcare providers are
encouraged to report all other clinically significant VAEs following the administration of any US vaccine in all age
groups. For all reports, the impetus for reporting 1s not a preswned causal rejationship between the vaccination and
the event bui may be based simply ou the occurrence of the event teinporally following vaccination and the lack of
other obvious causes.

From 2014 through 2018, VAERS received an annual average of 53,000 reports, of which 45,500 were US reporis. .
Of the US reports, 5.0% were classifted as serious (i.e., associated with disability, hospitalization. prolongation of
existing hospitalization, life-threatening illness, congenital anomaly/birth defect, or death [21 CFR 600.80]}. Since
1990, VAERS has received over 740,000 reports. most of which describe mild and self-timited adverse evems such
as injeetion site reactions and [ever. (VAERS government data archive fanuary 18, 2019.) VAERS helps to identify
important new salety coneems and thereby can help inform vaceine policymakers and healtheare providers. In
addition, the data are valuable (or regulatory actions and vaceine rescarch studies. The US Government considers
post-licensure/authorization surveiltance for any licensed and new vaccines through VAERS (o be a nationally
critical function, and the US Government considers the requirements of the VAERS activity to constitute essential
services for which any lapse in coverage of services would be unacceptable.

The current COVID-19 pandemic and the anticipated COVID-19 vacceination program has created additional
requirements for VAERS. Unanticipated project needs have materialized. requiring efforts bevend routine VAERS
functions. Task requirements in support of public health emergencies (e.g., pandemic inftuenza, natural disasters
and terrorist activities} and unanticipated federat mandates which are unpredictable necessitate an increase in
Contractor staffing. These new requirements may result in increased workload for any of the tasks listed in the
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SOW Tasks 1-5. The Contractor shall be prepared to address unforeseen events/circuinstances and mect the needs
of the Government as it relates to such events. Reasonable acconmnodations will be made to the Contractor by the
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Government to address unloreseen events/circumstances and the Contractor will be allowed 1o nepotiate the
implementation of changes.

II. OBJECTIVES:

The Vaccine Adverse Event Reporting System {VAERS) is the nation’s frontiine system for detecting potential
vaceine safety concerns after vaccines are licensed or authorized for use in the United States. It is a nationwide
mechanism by which VAEs may be reported, analyzed, and made available to the public. It provides a vehicle [or
disseminating vaccine safety information to vaccines, family members, health care providers, vaccine
manufacturers, government agencies, and other partners. VAERS is a collaboration between CDC and FDA.

The purpose of this task order is to provide CDC and FDA technical and programimatic support to collect and
analyze information on vaccine adverse events {VAEs) after administration of SARS-CoV-2 vaccines and facilitate
reporting to VAERS. The objectives of the VAERS Project are divided into three categories: programmatic (manly
CDC), scientific (CDC and FDA), and regulatory (FDA).

Programmatic Project Objectives:
1. Create and maintain an online reporling website for VAESs following receipt of SARS-CoV-2 vaccines

[

Implement an electronie submission gateway for manufacturers to submit VAE reports on SARS-CoV-
2 vaccines

3. Provide a reporting mechanism for ¥ AEs that maintains submitted SARS-CoV-2 vaccines reports,
including images of reports and medical documentation;

4, Ensure data in the VAERS reports are accessible to the public as required by law (P.L, 99-660, Section
2123}, in accordance with policies to protect individuals® privacy;

5. Support CDC and FDA scientific stalf in using VAERS data on VAEs alter SARS-CoV-2 vaccines o
rapidly respond to vaceine safety concerns or public health emergeneies and in conducting
cpidemiologic and other scientilic studics

Scientific Project objectives:
1. Rapidly detect new, unusual, or rare YAEs after SARS-CoV-2 vaccines;

2. Assess the safety of SARS-CoV-2 vaccines; or assess the safety in specific populations or situations
where a new recommendation for SARS-CoV-2 vaccines oceur;

3. Rapidly identify vaccine lots for SARS-CoV-2 vaccines with increased numbers or types of reported
adverse events (FDA lead}. and

4. Monitor trends in known VAEs after SARS-CoV-2 vaccines, particularly increases in reported ¥V AEs
Reguiatory Project Objectives:

1. TIinplement regulatory requirements related to VAERS, especially regarding repoeris from
manufacturers after SARS-CoV-2 vaccines. [21 CFR 600.80].

M, SCOPE OF WORK:
The contractor shall provide support and technical assistance (0 CDC and FDA by supporting work in the [vllowing
areas. The tasks below are not in order of priority. These tasks include:

Administrative

Report Receipt/Processing

VAERS Follow Up Activities and Enhanced Surveillance
Quality Control for VAERS Data

Information Management
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Current VAERS plans, protocols, procedures, manuals, standard operating procedures {SOPs), software, some
hardware, ctc. may be provided by the Government for adoption/modification (1.e., the contractor would not have to
deveiop all entirely new products, but would have (e option of rolting over/adopting/modifying existing ones).
Additionally. scanning reports for the image database, eertain manual dala entry tasks, and other processes clearly
related to paper reporis shalt only apply to paper repoits (i.e., electronic reports do not require scanning and manuai
data entry, but may require redaction).

IV. DESCRIPTEON OF WORK:

The contractor shall implement a staffing and operations plan focusing oniy on vaccine adverse eveni (VAE) reports
after SARS-CoV-2 vaccines. The total number of reports received during periods of peak activity {which are not
expected to reflect sustained activity) is expected to be 1000 reports per day, with up to 40% of the reports serious
in nature.

TASK 1. ADMINISTRATIVE

STANDARDIZED METHODS FOR PROVIDING OPERATIONAL SUPPORT FOR THE VAERS PROGRAM.

A. The Contractor shall maintain Capability Maturity Model (CMM) Level 3 eentification {or equivalent) or
higher throughout the performanee period of the contract and shall provide the Government current
documentation of its CMM Level 3 (or cquivalent) or higher certification.

B. The Contractor shall have statf available lor program operations, sysiems mainienance and consultation
during normal business hours (8:30 AM Eastern o 5:00 PM Pacific) to accommodate all four time zoncs
within the continenial United States. The rationale for this requirement is that it is essentiat for VAERS to
be fully operational and for statt to be available to conduct systerns maintenance and reeovery during both
east and west coast business hours and to also provide a reasonable level of service for the Hawaii- Aleutian
time zone, since VAERS is a national spontancous surveitlance systerm.

C. The Contractor shall inaintain a disaster recovery site for data management, dala storage and all other
VAERS data and IT functions that duplicates and replicates the primary production site and provides
recovery of the production site within 24 hours (refer to Task 5: INFORMATION MANAGEMENT for
capability requirements). This site shall be at teast 10U miles away from the primary production site. The
rationale for this requirement is that the disaster recovery site must be sufficiently disianced from the
unmediate area of the primary production site, but realistically within a business day’s drive during an
emergency.

D. The Contractor shall provide hardware, software, office and communications equipment and other
resources 1o be used for data receipt, processing, editing, analysis, reporting, transmission, and storage.
The Contraetor shall ensure systems compatibility with CDC and FDA software and hardware
requirements. The Contractor shall ensure that applicable technnlogy is capable of upgrade or provide for
replaceiment with later technology if necessary, Hardware, software and equipment shall be maintained and
upgraded in accordance with industry standards for IT and teleconmunications equipment including
routine matntcnance.

E. The Contractor shall upgrade VAERS program and rclated applications at the Government’s directinn
through official modification signed by the Contracting Officer (CO), based on requirements gathered from
Ciovernment and other program stakeholders, using structured. phascd software development methodology.

F. The Contractor shall provide the Government with current and detailed system documentation.
Documeniation shatl be maintained in two separate volumes; *Volume 1 — VAERS Business Processes”
and “Volume 2 — VAERS IT Requirements and Design”. Reguirements shall be maintained in a formal
requirements database, to be prioritized by a change control board consisting of CDC, FDA and Contractor
personnel. Work will be prioritized using this process, in both a routine and expedited manner as
appropriate. The Contractor must dernonstrate adherence to formal CMM Level 3 methodology as the
standard for project performance. System documentation will be presented in standardized text format,
gencrated in Microsoft Word document format {or other word processing format as specified by the
CGovernment), with all diagrains and other graphics contained as embedded objects with no external files or
links, and presented in legible paper form or electronic form if requested by the Government. The
Contractor shall provide detailed documentation of the technical procedures for data transport to the CDC
and FDA, and documentation of technieal details for source eode and eode relation, library dependencics,



.

Page 7 of 47
and data transport mechanisms. The Contractor shall provide the Government with this document:;ti(m
within 30 days after contract award and annually or as requested thereafier, and new sections or
documentation revisions will be provided to the Government upon implementation of changes in the
system or proccdures.

The contractor shall communicate with CDC and FDA, any rcquested changes to the systemn (including. but
not limited 1o database structure, and dala processes) prior (o implementation. Modifications/changes will
not be performed until approval from CDC and FDA.

The Contractor shall write standard operaling procedures (SOPs) and modily them as needed. SOPs for all
aspeets of VAERS program operations, including complete VAERS report processing. shall be updated and
provided to the Government annually or as requested. All SOPs shall be submitted 1o the Government for
initial review and approval within 30 days afier contract award and within 30 days of revision or
implementation of changes. and minimally on an annual basis or as requested by the Governmient
thereafier. SODs shall be provided in a volume or series of volumes organized by subject, and will be
presented in standardized text format, generated in Microsoft Word document format (or other word
processing format as specified by the Govemment), with all diagrams and other graphics contained as
embedded objects with no external files or links.

The Contractor shall provide VAERS operations and system orientation for Government employees as
necessary (minimum once per year).

The Contractor shall produce and distribute the VAERS reporting form (Attachment A) and other forms as
required for the operation of the VAERS program and reporting to VAERS. The VAERS program shall he
identificd as a Government program and the corporate name of the Contractor shali not be used on any
form or correspondence to any entity other than CDC, FDA, or VICP, or used in any cominunication to
represent the VAERS program unless approved hy the Governinent.

The Conltractor shall maintain fists of names, phone numbers. {ax numbers. and

E-mail addresses of contact personnel responsible for reporting {romn state health agencies, vaceine
manufacturers, and immunization programs. limiting aceess and use to VAERS purposes only. The
Contractor shall update this list on 2 quarterly basis and maintain s list for access by the Government in a
manner specified by the Government.

The contractor shall shred all incoming documents once they are permanently saved electronically.

The Contractor shall establish, implement and maintain selected work groups as

required by the Government throughout the life cycle of the contract, as needed and directed by the
Government, and shall take and distribute minutes for working group meetings at the direction of the
Government.

TRANSITION OF CONTRACT SERVICES

The Goverminent considers VAERS an essential service; any lapse in coverage is considered unacceptabic and can
result in possihle termination of contract. The Goverminent requires a smooth and orderly transition of services.

A.

No later than 60 days after the contract award the Contractor shall have established a system of operations
as described elsewhere in this SOW and perform a functional evaluation of the systein. Furthermore, the
Contractor shall be able to receive VAERS reports afier SARS-CoV-2 vaceines via any of the means
speeified in this contract {including electronieally submitted reports from manufactures (¢ VAERS) and
public {website). The Contractor shall also be able to perform all aetivitics involving the handling and
processing ol reports submitted to VAERS including report receipt, processing, data entry. eoding, quality
eontrol, and report [ollow-up and verification. Contractor shall be able to provide data to the Government
in the manners specified within this SOW. ineluding the provision of data extracts, reports and report
images, and meet this timeline development requirement as indicated for other activities and functions
described within this SOW.

No later than 60 days after contract award the VAERS system maintained by the Contractor shall be fully
operational and shall meet the satisfaction of the Government as to operational functionality.

No later than 60 days after contract award the Contractor shall meet all developmental and operational
requireinents in this SOW unless other specific timeline requirements for those requircments have been
specified in the SOW,
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D. No later than 60 days after contract award, the Contractor shall provide a Transition-Out Plan {end of
performance period). The plan shall include 2 technical and management transition approach that is clear
and complete and include a timeline and list of resources required for the transition. The Transition-Out
Plan shall detail the planned transition methodology in logical sequence to ensure a smooth transition of all
tasks and subtasks without interruption or decline in service quality. The plan shall also include 2 detailed
description of risks (cost, technical, and perforinance) to both the Contractor and the Govemment, as well
as risk mitigation strategies. Contractors shall also include all transition costs within their proposals. Please
note that the continaity of services clause 52.237-3 is applicable and should be considered in developing
the transition plan.

All documents and materials developed by the Contractor for the fulfillment of this contract, including all SOPs,
manuals, security plans, management plans and plans of operations, and hardware shall be considered the property

of the Government and nay be disposed of by the Government in any manner at the Government’s discretion.

CHANGES TO INFORMATION MANAGEMENT PROCEDURES AND TASKS

A. All tasks and activities specified in this SOW that pertain Information Management are subject to change.
at the Government's discretion, to accommodate and support fully electronic reporting (o VAERS.

B. Reasonable accommodations will be made to the Contractor by the Government to allow for
impiementation of any such revised and updated Information Management procedures and the Contractor
wilt be allowed to negotiate implementation of changes within the scope via official modification.

UNFORESEEN EVENTS/CIRCUMSTANCES

Unanticipated project needs may materialize, requiring efforts beyond those described in this SOW. The
Govemment may modify the contract to add task requirements (or enhance/expand current requirements) in support
of public health emergencies (e.g. pandemic flu, natural disasters and terrorist activities) and unknown Federal
mandates which are unpredictable and can initiate a workload surge, necessitating an increase in Contractor staffing.
These new requirements may result in increased workload for any of the tasks listed in the SOW Tasks I-5.

A. Approval Process for Unforeseen Events and Circuinstances
CDC will provide the new work requiremcnts and deliverables for cach of the optional support services to
the Contracting OQfficer {CO) as a revision to the SOW. The CO will send the contractor the revised SOW
containing the new requircments. The contractor will review the requirements and provide a technical and
cost proposal with the appropriate labor categories, number of hours, and labor rates to the CO. A contract
modification (SF30) must be awarded by the CO to add any new optional support requircment. The
contraclor must not work outside of the SOW without authorization [rom the CO.

B. The Contractor shall be prepared (o address unloreseen events/circumstances and meet the necds of the
Government as it relaies 1o any unforeseen evenis/circumstances. Reasonable accommodations will be
made 1o the Contractor by the Government o address unloreseen events/circumstances and the Contraetor
will be allowed to negotiate the implementation of changes.
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The implemeniation of aetivities to address unforeseen cvents/circumstances speeified by the Government
15 dependent on the availabitity of core and supplemental {unding to support such activities.

Examples of unforescen events/circumstances that have impactcd VAERS operations include {1) chanpes
n the IT certification and accreditation process, {2) changes in regulatory requirements {or reporting VAEs
and transmitting data to CDC and FDA, (3) introduction of new vaccines resuiting in necessary coding and
databasc architecture changes. (4) changes i reporting requirements, report processing procedurces, and
data availability timelines to meet current public health needs, (5) urgently needed IT capability during
public health emergencies or in preparation for anticipated public healih emergencies, and (6) hardware and
software upgrades to accommodate unforeseen events/circumstances. This is not an exhaustive list and
other unforeseen events/circumstances may occur throughout the course of the contract performance
period.

PROGRAM MANAGEMENT PLAN FOR CONTRACT ACTIVITIES

A.

The Contractor shall develop and naintain a Program Management Plan (PMP). The Contractor shall
prepare and maintain a phased Program Management Plan describing the tasks, milcstones, risk
management strategy, organizational resources, perfonmance measures and management control to be
employed to meet the cost, performance requirements and schedule of cach phase of the VAERS projeet.
The plan shall define the Contractor’s govemance process and include:

1. The management structure of the Program Management Team. organizationat charts, key personnel
and main points of contact. and identification of project teams and their roles and responsibilities.

b

Identification of all partners, sub-contracts, sub-contractor 1nanagement, criteria for selection of sub-
contractors, and description of services to be performed by sub-contractors. The Contractor shall not
sub-contract out more than 25% of the work described in this SOW {i.e., 75% of the work
requirements described in this SOW must be completed by the prime Contractor), Sub-contracting out
chinical services tasks, report processing and data entry, coding, report follow-up activities, core IT
activities, quality assurance, and core business and administrative tasks is strongly discouraged and
will be viewed unfavorably and result in possible termination of contract.

3. Detailed mitigation response procedures in the event of unsatisfactory performance of program/project
tean imembers or sub-coniraclors.

4. Specification of strategies to include detailed tiinelines with critical milestones to ensure that both
long-term, strategic goals as well as specific, targeted objectives are met etficienily and effectively.

5. The Contractor shall submit the PMP to the Goverminent within 30 days after contract award and shall
provide updates to the PMP annually or as requested by the Government. The PMP shall be in
accordance with OMB Circular A-11, and the Federal [T Capital Programming Guide, Supplement to
Part 7 of Circular No. A-11. Approval of the PMP by the Government shall be required.

Key Project Personnel: The Contractor shall employ and retain competent, qualified personnel to perform
services of this contract in an eflective, prompt, accuraie, courteous and efficient manner. The Contractor
shall provide a plan for stalling key positions for his project, providing detail about the criteria and
selection process used (o fuliill the requirements of this contract, and shall notify CDC in the event of
changes in stalling of key positions. Staffing of these key positions shall be subject to Govemment
approval. The Contractor shall provide all necessary supervisory, project imanagement, managerial, clinical.
technical and adiministrative support to meet the planning, implementation. opcrational and management
requirements ol this contract.

*ENOTE FOR ALL TASKS
Qualifications for personnel performing clinical activity (clinical staff) shall be subject to approval by the
Government: the minimal education and experience qualifications for this activity shall be a nurse or other
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clinical healthcare provider, with a minimum of 2 years of clinical or public health rclated cxperience. The
manager of the fotllow-up activity shall be, ai a minimum, an RN, PA. MD, DO or equivalent (e.g., MD
from a foreign ¢country who is not licensed tn practice in the United States), The manager is required to
have at least 2 years of clinical experience. The manager shall work closely with the Govemment to ensure
that follow-up is conducted according to Government expectations,

REPORTING REQUIRMENTS:

A,

PROGRAM MANAGEMENT MONTHLY STATUS REPORT - The contractor shall provide the
Government with a monthly Program Management Monthly Status Report elecironically to include the
project’s cost, progress, and issues in a format as directed by the Government. A copy of each monthly
report shall be sent to the COR, the CO, and the FDA Technical Representative. The contractor shall
document in the report the efforts performed in the completion of each project task. The report shalt be due
on the 15th day of each month following the month reported upon.

The Contractor shall propose format and data clement recommendations for this report. The [inal formal of
the report shall be determined upon contract award.

ANNUAL REPORT - On an annual basis, the Contractor shall provide a written report o the Government
documenting signilicant work activities and accomplishments for the preceding [2-month period. This
report shall provide a historical record of major work activilies accomplished, those ongoing and those not
accomplished for the reporting period. As an appendix to the annual report, the Contractor shatl deliver to
the Government the current database dictionaries, standard operating procedures, and user manuals. The
annual report shall be delivered to the Government no later than 30 days following the specitied reporting
period. One report shall be sent to the COR, the CO, and the FDA Technical Representative.

DRAFT FINAL REPORT - The Contractor shall provide a draft final contract report no later than
45 days prior to the expiration date of year 2 of this contract for review by the Governinent. The report
shall include a written narrative highlighting major accomnplishments under the contract. The report shali
address each year of performance under the contract and document significant cnntractor findings,
conclusions, reconimendations, etc., to provide an objective review of contract activities. The Contractor
shall provide copies of cach draft final report electronically, and optional paper copies at the Government’s
request. One report shall be sent to the COR, the CO. and the FDA Technical Representative.

D. FINAL REPORT - Following review of the draft final report by the Government and receipt by the

Contractor ol the Government’s written commenis, the contractor shail provide a final report on or before
the expiration date of the contract. The Contractor shall provide copies of each final repon eleetronically.
and optional paper copies at the Government’s request. The report shall be sent to the COR, the CO, and
the FDA Technical Representative.

FORMAT OF DELIVERABLES

Specific form formai and additional content requirements of the delivery schedule iteins shall be coordinated
between the Contractor and the Government, with a continued focus on providing usefitl and accurate reporiing.
The COR will provide the Contractor with disposal instructions for all technical documents (including, but not
limited to all database dictionaries, databases, software, computer code, documentation, questionnaires, electronic
files, etc.) in possessinn of the contractor at contract completion,

TASK 2. REPORT RECEIPT/PROCESSING

REPORTING TO THE VACCINE ADVERSE EVENT REPORTING SYSTEM (VAERS) AFTER S4RS-Col-2

VACCINES
The Contractor shali perform the following tasks/activities:

A

Maintain commmmunication protocols to provide assistance to the public for Vaceine Adverse Event
Reporting System (VAERS) alter SARS-CoV-2 vaccine-related questions. Communication protocols shall
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mvolve appropriate teleeommunication and electronic mechanisms for answering questions related to
VAERS SARS-CoV-2 vaccine reporting and the VAERS system {¢.g., how to obtain reporting fornis,
options for reponting. information referrals), and allowing for filing of VAERS reports over the phone in
English or Spanish. The Contractor shall maintain communication protocols meluding, but not fimited to: a
1oll-irce telephone number and (oll-free {clefacsimile number to be listed as VAERS: a web site identilicd
as VAERS, and an e-mail address {c-mail address may be specified by Government). The Contractor shall
have siail available for consoliation during normat business hours (8:30 AM to 5:00 PM) (hat
accommodate all four time zones within the continental United States {refer to Task 1:
ADMINISTRATIVE for options for active time zone coverage during normal business hours in the
continental United States}. The Contractor shall implement, maintain, and upgrade as necessary,
telecommunication and electronic reporting systems to be avatlable 24 hours-per-day (the toll-free
telephone number is answerad by machine afier business hours). After-hours automated support shall be
available 29 hours-per-day through the web and fax. See Emergency Preparedness section for after-hours
support details. Contractor staff shall respond to messages received at the VAERS telephone number and
messages sent to the VAERS e-mail address within one business day of receipt.

Staff the telephone systein to provide telephone support for reporting during hours that accommodate
nornial business hours in the four time zones in the continental United States, The Contractor shall maintain
a telcphonc voice mcssage systein, available at all timces, which shall;

1. Provide a mechanism for callers to contact VALRS toll-free by telephonc;

2. Provide eoverage by automated menu ehoices for those times when Contractor staff does not
immediately respond to calls to the telephone system;

3. Provide instructions to callers on ways to obtain the VAERS form and instructions on how to submit a
VAERS report;

4. Provide directions to find the VAERS website and to submit a VAERS report using the internet-based
reporting form;

5. Take messages at those times the telephone system is not actively staffed;

6. Provide infrrmatinn nn the Natianal Vaccine Ininrv Compensation Program (VICP) (website
informattor

7. Provide additional information to callers as directed hy the Government,

Maintain a United States Posial Scrviee post office box identified as Vaceine Adverse Event Reporting
System (VAERS) for SARS-CoV-2 vaccines and cnsure, at a minimum, retrieval and Iogging of all mail
fromn the post office box during each busincss day.

Maintain VAERS for SARS-CoV-2 vaccine electronic internet-based reporting system, utilizing
approptiale system security preeautions. This ineludes reports submitted by VAERS users such as state
health eoordinators, immunization programs, other Federal Government ageneies and programs, and other
parties. The procedures shall include methods for receipt of reports via the Internet and shall allow for
reporters to submit an initial VAERS report for SARS-CoV-2 vaccines or a non-primary report using an
Internet-based application, including an electronic version of the VAERS form for SARS-CoV-2 vaccines.

Maintain procedures to migrate daia from VAERS SARS-CoV-2 vaccine manufacturer reports received
electronically into the database, utilizing appropriate systern security precautions. Manufacturer reports
that must be received electronically include -marketing expedited individual case safety reports (ICSRs).
periodic ICSRs, as well as malfunction reports and 3-day reports required by the Combination product
Post-market Satety Reporting Rule. Electronic manutfacturer reporting using [CH E2B (R3} is referred to
as eVAERS.
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F. All methods {or electronic transmission of reports developed and maintained for this project shall be based
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G. Develop, document and implement procedures for the entry and processing of SARS-CoV-2 vaccine report
data to ensure that the VAERS public data thai is made available to the public is redacted of all protected
health information (PHI) and nvher infarmatinn that ic aratected ynder the Health Insurance Portability and
Accountability Act (HIPAA) or otherwise not publicly releasable for
reasons of commercial confiGuunancy yus wirvvieu vy wne wurwaiment), regardless of the report source
{paper/fax/other, web, e-report}). Government users of YAERS SARS-CoV-2 vaccine data shall have
access to personal identifiers from the specific fields for names, addresses, telephone numbers, etc. through
the internet-based report viewing system created and maintained by the Contractor. Such data containing
PHI shall be included at the direction of the Governiment in the Government Extract for the CDC, FDA or
both.

[I. Maintain a methodology to permanently archive electronically submitted VAERS SARS-CoV-2 vaceine
reports as originally submitted, prior Lo any editing or redaction. The method shall allow for identification
and retricval of the reports fromn the archive database by speeific report identiliers and by orgunization
source of origin for reports submilled by manulacturers, state health coordinators, immunization programs,
other Federal Government agencies and programs, and other partics.

[ Maintain methods to support a variety of Eleetronic Data Interchange {(EDI) message types specified by the
Government. The Contractor shall have the capabitity to both receive and transmit VAERS SARS-CoV-2
vaccine reports electronically in EDI formats specified by the Government and in additional electronic
report submission formats consistent with electronic submission requirements based upon the HL7/ISO
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ind other formats specified by

J.  Under the direction and approval of the Government, the Contractor shall support additional EDI interface
products for VAERS users. These include products from other vendors that use the ¥ AERS web-reporting
form, commercial off-the-shelf products, and other products as they are developed. An EDJ interface
product has been developed, utitizing the VAERS internet-based clectronic submission fonn as a means for
EDE electronic subinission of VAEs by VAERS users from their immunizations databases. The Contractor
shall successfully complete this task for existing, supported EDI interface products within 30 days after
contract award. The contractor shall successfully comnplete this task for new EDT interface products of this
nature within 30 days following direction from Government to perfonn this task.

STANDARDIZED METHODS FOR ENTERING AND PROCESSING VAERS SARS-CoV-2 VACCINE REPORTS

A. Report Data Entry and Processing Timeline Requirements:

The Contractor shal} perform all necessary data entry for information submitted on ¥ AERS tormus for
SARS-CoV-2 vaccine reports and related documents, and editing of the database, with all entry and edits
tracked by date and entry staff and editors’ individoal identification. The Contractor shall be able to
perform these activities within 30 days after contract award. See Appendix A (also in the section under
Task 3) for information on scanning, data entry and coding timelines.
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The timeline requirements for processing reponts for VAESs of special interest to the Government (e.g., scizure} may
differ from the above requirements and will be detennined or otherwise agreed upon in SOPs approved by the
Govermment. Timelines will be adjusted in response to changing publie health aceds. such as during a public healih
emergeney or if' a vaceine recormumendation ehanges (e.g., a vaceine that was not previously recomrnended for
chitdren becomes recormmended).

B. Documentation, SOPs, and user procedure manuals:

The Contractor shall perform the following tasks/activities related to adverse events reported after SARS-
CoV-2 vaccines:

1. Maintain and updaie comprehensive documentation of database structure; design and analysis.
including dictionaries, edits. report processing, and computer programs {including menu driven
programs); user procedure manuals; and other tasks and functions and any modifications set forth in
this SOW. Documentation shall adhere to the standards set forth elsewhere within this statement of
work, 0 include Capability Maturity Model {CMM) standards.

S

Provide user-procedure manual(s) and SOP manuals for technical aspecis of VAERS SARS-CoV-2
vaccine database operations to the Government within 30 days afier contract award. [Implementation
of all procedures is contingent on Government review and approval,

3. Maintain, update and provide 1o the Government as requested complete documentation of the SARS-
CoV-2 vaccines database and all regulatly produced extracts. The documeniation shall be readily
available to the Government [or use or reference and include data dictionaries for the dalasets
{including variable names, formats, descriptions, comprehensive het afleval cadec) vercions of the

Medical Dictionary for Regulatory Activities (MedDRA) terms. or other
coding language chosen by the Government, and look-up tables 11 vaccuwe, wanuiacwier, and
MedDRA terns.

4. Maintain [ull, detailed documentation lor all business and technical aspecis of the VAERS SARS-
CoV-2 vaccine program. Docuimentation shall be updated annually or as requested by the
Government, and maintained in two separate volumes: “Volume 1 — VAERS Business Processes™ and
“*Volume 2 — VAERS IT Requirements and Design™ as detailed in the Administrative section of this
SOW.

5. Maintain a formal “requirements” database, to be prioritized by a “change request board” consisting of
CDC, FDA and Contracior personnei. Work shall be prioritized by this process, in both a routine and
expedited manner as appropriate to the requirement.

ACKNOWLEDGMENT, VERIFICATION, CODING AND DATA COLLECTION FOR ADVERSE EVENTS
REPORTED AFTER SARS-ColV-2 VACCINES
The Contractor shali perform the lollowing tasks/activities:

A, Review all documents received daily through all channels 1o prioritize processing, and assign a unique
index number to each report received and initiate processing based on SOPS for the report eategory and
method of transrnission. The unique index number (VAERS ID nurnber) shall appear in the personal data
files and in files created for other information.

For electronically subinitted reports and reports submitted using the internet-based reporting application, a
unique index Eleetronic Report Number {ERN) shall be generated at the time the report is reeeived, and
shall be communicated back to the originator of the report using a formal acknowledgement or EDI
submission confirmation inessage integrating the E-Report Number into the message. The ERN shall be
inciuded in the primary system database and in the Government extract, and in relational data tables
providing linkage between the ERN and VAERS [D number assigned to each report and may be used to
query the VAERS report in the inaster database and Government extract. For electronically submitted EDI
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Privacy Act regulations and procedures and defined in the Automnated Information Systems Security Program
Handboeok. Separate physical and electronic storage of original and redacted report data shall be maintained,

DATA AND DOCUMENT ACCESS, TRANSMISSION, STORAGE AND RETRIEVAL
(See Appendix A for detailed information on scanning, data entry and coding timelines).
The Contractor shall perform the following tasks/{functions:

A. Maintain procedures to complete processing of death, 5-day, 15-day. serious, or other priority reports as
specified in Appendix A, or upon request of the Government.

B. Make available to the Government an electronic copy of all received documents within the specified
timeframes detailed in Appendix A. The Contractor sysiem {currently a virtual private network [VPN]
containing scanned images) enables Government staff electronic access to reports/documents while
preserving the integrity of the original document.

C. Scanned reports and other documents that the Contractor makes available to the Gevernment on the VPN
do not require redaction unless specified by the Government.

D. Provide a data extract (Government Extract) of the ¥ AERS SARS-CoV-2 vaccine data to the Government

for storage and use at Government sites (both CDC and FIDA) each business day, in accordance with this
SOw.

E. Redact all PHI from reports to the VAERS database after SARS-CoV-2 vaccines that appear anywhere on
the VAERS report forn except boxes specifically asking for PHI. For cxample, if Box 18 on the VAERS
2.0 form states ~I gave Mr. Jones his {lu shot and then he had a reaction,” the words “Mr. Jones™ should be
redacted from the VAERS databasc.

CHANGES TO REPORT RECIEPT AND PROCESSING

A.  All tasks and activities specified in this SOW that pertain VAERS report receipt and processing are subject
to change, at the Government’s discretion.

B. Reasonable accommodations will be made to the Contractor by the Government to allow for
implementation of any such revised and updated report receipt and processing procedures and the
Contractor will be allowed to negotiate implementation of changes.

TASK 3: VAERS FOLLOW-UP ACTIVITIES AND ENHANCED SURVEILLANCE
The Contractor shali conduct follow-up on VAERS SARS-CoV-2 vaccine reports as specified by the Government in
this SOW. Follow-up consists of the 3 parts outlined below:

e Communication Activities and Automated Record Collection

» Record Collection and Dara Clarification

o (Clinical Activities

COMMUNICATION ACTIVITIES AND AUTOMATED RECORD COLLECTION FOR VAERS SARS-Co k-2
VACCINE REPORTS
The Contractor shall:

A, Upon receipt of a death report from a family member, provide a condetence letter to express sympathy and
explain VAERS procedures,

B. Provide immediate electronic acknow!ledgement to all persons who submitlied VAERS reports via the
Internet using the online reporting tool.

C. Provide acknowledgement in the form of a thank-you notification to all persons who submitted VAERS
reports via paper format. Exceptions to this requirement are family members who report deaths, all
manufacturers, and all state health coordinator reporters.
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D. Develop and implement standardized letters, lorms, logs, phone seripts and other documents, subject to
approval by the Government, and implement documents developed by the Government at the direction of
the Government, in order to venfy the accuracy of submilied dasa.

E. Maintain procedures to request additional information from reporters or providers if infonmation from
accantinl ftame 9 4 17 1€ and 318 ae tha jitial VAERS report are missing, inconsistent or invalid. {Sec
Essential item numbers are subject to change if the VAERS form

1D dithelhobl L WAL FY L S AP Y LI LI,

F. Maintain procedures to request disposition updates from reporters at 60 days and 1 year after report receipt
for all serious reports with recovery status listed as not recovered. Include a request for any additional
infonmation. No 60-day update is required if routine follow-up has been conducted on the report.

RECORD COLLECTION AND DATA CLARIFICATION FOR SARS-CoV-2 VACCINE REPORTS

A. Forall SARS-CoV-2 vaccine reports designated as serious by regulatory definition (death, life-threatening
illness, hospitalization, prolongation of existing hospital stay, permanent disability, or congenisal
anomaly/birth defect), the Contractor shall aitempt to collect follow-up records and additional
documentation of the event {includes clarification of the event if necessary). In additinn, for other adverse
events of importance as determined by the Government, the Contractor shall attempt to collect follow-up
records and additional documentation of the event. Follow-up activities include:

1. Identifieation and resolution of conflieting or incorrect information in the VAERS database and
annotation in the VAERS graphic imagc file.

b

Retrieval of pertinent medical records including hospital discharge suminary, labs, history and physical
reports, medical. death cerificates and/or autopsy reports. In addition, if the vaccination information is
nissing or unclear {e.g.. a report states “flu vaccine™ but the brand or manufacturer name is missing)
the vaccination record shall be obtained.

3. Scanning of all collected documents/records into the VAERS image base.
4. Other follow-up activities as directed by the GGovernment.

Upon award of the contract, the Government will provide detailed, standard procedures for follow-up, which are
subject to change based on the needs of the Government. See Appendix A for required timeframes for follow-up.
VAERS correspondence can be via email or hardcopy letters,

Report Confirmation for SARS-CaV-2 Vaccine Reporis

Confirmation correspondence is sent on receipt of a VAERS SARS-CoV-2 vaccine report subinitted by 2 consumer
or healthcare professional. Hardcopy letters or cmail correspondence arc sent, depending on the person’s
conununications preferences (specified in the VAERS report). Vaccine manufacturers do not receive these
conuniunications.

REPORT TYPE FOLLOW-UP CORRESPONDENCE TYPE
STANDARD - NO MISSING Send letter or email Confirmation*
INFORMATION
STANDARD -INFORMATION Send letter or emait Confirmation with request for missing
MISSING information*
SERIOUS WITH “NO™ FOR Send letter or email 60 day follow-up and one year follow-
RECOVERY STATUS up*
DEATH REPORTS FROM Send letter only Condolence letier; consuners only™*
FAMILY MEMBERS
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*The Government will provide the format and wording of the letters for the contractor’s use

Medical Record Requests for SARS-Co V-2 Vaccine Reports

Requests lor medical records are sent in [ollow-up* 1o 2 VAERS SARS-CoV-2 vaccine report.

REPORT TYPE FOLLOW-UP CORRESPONDENCE TYPE

SERIQUS-NON FLU VACCINE Send request for medical records Request for medical records®*
tetier™®

SERIQUS FLU VACCINE Send request for medical records Request for medical records for flu
for flu vaccine reports letter® vaccine reports**

NON SERIOUS REPORTS OF Send request for medical records Request for medical records**

SPECIAL INTEREST letter*

DEATH Send request for death ceniftcate | Request for death certificate**
letter

FOREIGN Nene

MANUFACTURER REPORTS None except death or if requested
by the Government {of speccial
interest).

CELINICAL TRIALS None

*The Government will provide a guidance document ro specify what records the contractor needs to obtain.
**The Govermment will provide the format and wording of the lefters for the contractor’s use

CLINICAL ACTIVITIES FOR SARS-CoV-2 VACCINE REPORTS

A,

Clinical staff shall review follow-up records and add a narrative suinmary to the Government data for each
report to reflect follow-up records collected. If records are not available, clinical siaff may need to contact
providers or patients to obtain follow-up inforination. For example, if a patient reports a serious adverse
event but does not seek medical care. the patient or parent would need to be called to obtain the details and
outcome of the event.

Clinical staff shall add appropriate MedDRA codes to the record to reflect data from the follow-up. An
mdicator variable will be provided to distinguish between mitial and follow-up MedDRA codes, as well as,
item number on the VAERS form.

Clinical stafl shall edit or supplement as necded the relevant VAERS database record bascd on documents
collected in [oliow-up (e.g., if the vaccine records differ from what is on the VAERS report, the vaceine
information shall be corrected in the VAERS data).

Clinical staff shall complete Government-developed forns for specific reports which are intended to ebtain
supplemental information as directed by the Govermunent.

Clinical staff are expected to pursue any leads that beeomne apparent during the follow-up process and oblain
mformation beyond what s detailed on any standard questionnaire that may contribute to an understanding
of the underlying cause{s} of the adverse event in question. The information ubtained from these leads shall
be documented in narrative format by the follow-up staff. For example, if during follow-up the clinician
learns that the patient had to be readmitied (o the hospital, those records should be obtained and summarized
in addition to the initial hospitat admission records.

Information obtained during follow-up shall be clearly separaled from information in the VAERS report
when entering follow-up data into the VAERS database. The Government will provide instructions on how
this will be accomplished. Follow-up information wilt NOT be included in the VAERS public data.
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G. When unexpected. significant. or unusual [indings are identified during the performance of fotlow-up
activities, findings shall be sharcd with FDA and CDC VAERS staff as determined by the professional
judgment of the clinical staff.

H. (‘]inlcal Staff Shal] Stay current on Vacc]ne rec(\mmnndoﬁnnc and VATRe A necafinl racanrers ic the ﬁr‘u;onr}r
Committce on Immunization Practices websilc

1. Provide an indicator variable in the database that will specify if the medical records were collected and the
type of records obtained.

TASK 4: QUALITY CONTROL FOR VAERS SARS-CoV-2 VACCINE DATA

The Contractor shali develop and implement a Quality Assurance Program (QAP). The QAP is applicable to all
functional areas of this SOW and will allow the Government to verify that contract performance objectives are mei,
the best possible contract performance is being provided, and therg is continuous improvement in the quality of
contract services. The QAT is an tmportant tool for using and monitoring pertormance indicators and ensuring the
achievement of desired performance measure outcomes. The QAT shall establish quantitative evaluation strategies
m ensure that ¢cnntract performance measurements meet or exceed the highest levels nf service.

The Contractor shall work with the Contracting Officer (CO) and Contracting Officer's Representative (COR) to
develop standardized tools for assessing contract/project activities and provide consistent cvaluation scoring. The
Contractnr shall conduct self-assessinent and evaluation quarterly through the QAP and other strategies and
methodologies to ensure qualitly performance of contract aclivities.

The QAP shall establish quantitative evaluation strategies to ensure compliance to the contract performance
micasurements and micet or exceed the highest levels of service. The plan should specify who within the
Contractor’s organization has oversight tfor quality initiatives. The Coniractor shall provide this plan to the
Government within 30 days after contract award. The plan should be updated as necessary {at a minimum annually)
or as instructed by the Government to ensure that it remains current.

Quality control procedures shall be developed and implemented, subject to review and approval by the COR. for
submiited data, entered data. scanned images, follow-up data and coded data. The areas to be addressed shail
include completeness and accuracy of data, recovery status, follow-up, timelines of report processing for serious
reports, unexpected occurrences (e.g., pandemic infiuenza, new recommendations), and completeness and accuracy
of vaccine ot information on all VAERS SARS-CoV-2 vaccine reports.

QUALITY CONTROL AND ASSURANCE FOR ENTERED AND PROCESSED DATA FOR SARS-CoV-2 VACCINE
REPORTS

A. The Contractor shall establish, implement, update and maintain standardized methods lor confinming the
quality of processed data through standardized quality enntrol and quality assurance procedures designed to
reduce or eliminate duplicate cntries, data inconsistencies or deficiencics.

B. Subject to Government approval, the Contractor shalt develop, demonstrate, document, and impiement
procedures to maintain data quality at a level adequate to support data analysis. The procedures shall
inciude:

1. Automated editing procedures for data entered by the coniractor using the Contractor's internal data
entry system, including double-entry verification of entered data for select fields in reports as specified
by this SOW,

2. Automated spelling checks for all text fields on the forins that undergn data entry by the contractor
using the Contractor’s internal data entry system. Automated spelling check functions shall include
standard and custom dictionary spel! check, including abbreviations and 1edical terminolngy, This
process shall detect and alert the operator to possible spelling errors at the time of data entry, so that
the operator can imnediately implement apprupriate corrections,
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3. Incorporation of appropriate field restrictions, tegal value checks, and background logic checks in the
data entry software to ensure that the cntered information is logical and appropriate belore it is
accepted. These procedures shall include, but will not be limited to, the following edit-checks listed
below :

a. Keystroke edit checks to ensure only correct values for the field are accepted. All other values
cause the system to post an error/warning message.

b. Within-field checks to ensure that data are valid for that field {e.g., entering numbers in a Name
field is invalid and shall be flagged in error/warning). In addition, unusual values in fields. for
example: 1) adverse event onset date before vaccination; 2) interval between vaccination date and
onset date greater than 10 years, shall be flagped.

¢. Cross-field checks to ensure that information does not conflict with previously entered data (e.g., a
death date is invalid if it is enfered with a value prior to the date of birth or vaccination date/onset
date prior to date of birth).

All edit checks procedures shall have the ability to be modified as needed. The data entry system shali
display warnings or error messages when unusual or incorrect information is entered for new records
or for existing records which are retrieved and updated.

4. Automatcd spelling checks and edit-checks, as described above. used on the web data eatry system and
implemented in a manner that does not impede or significantly increase form completion time by users.

5. Development, implementation, utitization, documentation and reporting of internally calculated
variables to define (he quality of the data records entered. These variables shall be made avanable to
the Government and shall be utilized in quality assurance programs and assessments by the Conitractor
and by the Governrnent.

6. Establishment of an edit program that outputs missing and non-plausible data for visual verification
with the corresponding VAERS fornm image record.

7. Establishment and implementation of a mechanism for correcting data errors detected in the previous
steps.

8. Review of all data on a quarterly hasis to examine frequencies of categorical fields and the distribution
qualities of continuous variables for any non-plausible data, and verification of any non-plausible data
indicated in this step.

a. Establishment and implementation of & 1nechanism for data corrections indicated in the above
review processes,

The Contractor shall perform double data entry nn all US serious SARS-CoV-2 vaccine reports and other
reports as specified by the Government. The verification process shall include data entry into two
independent data files by different personnel unless otherwise approved by the Government. Report eotrics
shall be matched by identification number and discrepancics shall be resolved. Target permissible data
entry effort rates shall be subject to review and approval by the Government. If the Government identifics
significant dewa entry quality concerns, then the requirement for double-data shall be increased to include
all reports reeeived until further notice from the Government.

All data entry procedures shall include real-time automated checks for illogical date relationships, invalid
vaccine fypes. unavailable vaccines, invaiid vaccine manufacturer combinations, invalid manufacturer or
lot numbey, and other invalid data element combinations. Documentation of programming of these edit

checks shall be submitted to the Govemment upon request. The data entry process shall be configured so
initial data entry of records cannot be completed until all flagged data have been accepted as corrected or
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moved to a queue for subsequent {ollow-up within one week. These later stages could include, at the
discretion of the Governmen:

1. Addition of 2 module for acknowledgement letters sent to individual reporters 1o request clarification
of missing or erroneous data; and

2. Referral of records 1o [ollow-up stalf as described in the Follow-Up Scction in this SOW [or correction
or compietion of missing or erroneous data through follow-up activities.

The Contractor shall maintain and update a list of currently avaitable SARS-Cov-2 vaccines during the
contract period.

The Contractor shal! maintain within the Relational Database Management System (RDBMS}), a log of all
manual ediis of processed data, including deleted files, with date, editor, and nature of edit identified. All
data contained in files deleted from the database shall be inoved to a separate data set that shall remain
available for review and refrieval.

G.  Any errors identified by the Contractor QA checks or Government shall be corrected in the database.

QUALITY CONTROL AND ASSURANCE FOR SUBMITTED DATA QUALITY FOR SARS-CoV-2 VACCINE

REPORTS

Al

The Contractor shall devclop, demonstrate, document, and implement mechanisms to detect and request
missing or discrepant data [rom the reporier. The requests shall be made in the form of report
acknowledgmient letters or other methods at the direction of or with the approval of the Government and
shali present incomiplcte data felds and discrepant data for review and completion or cosrection by the
reporter.

The Contractor shall develop, demonstrate, docuinent and iinplement mechanisms to detect, confinn, and
link duplicate or redundant VAERS SARS-CoV-2 vaccine reports concerning the same adverse event.
These mechanisms will be implemented as foltows:

1. Initial data entry duplication search based on several key identifiers {e.g. name, date of birth, sex.
vaccination date)

]

Twao times per weck {or as speeified hy the Govermiment) data entry duplication search on key
identifiers, and adverse event. An adverse event is defined as a singie “person vaccination event™ or the
eombination ol a patient, reported vaccing(s), and adverse event(s), submitted by one or more
reporters.

The lollowing husiness rules and definitions shall apply to this activity:

a. The first SARS-CoV-2 vaccine report received by VAERS for a given adverse event shall be
delined as the Primary Repon. Other reports received after the Primary Report has been received
and proeessed by the system shall be delined as Secondary Reports.

b.  Any SARS-CoV-2 vaccine reports received by VAERS after the Primary Report has been
received, which are exact duplicates {photocopies or identical printouts or identical web based
reporis) of the Primary Report, shall be defined as Exact Duplicate Reporis. These Exact
Duplicate Reports shall be destroyed upon recognition.

c.  Any 5ARS-CoV-2 vaccine reports received by VAERS after the Primary Report has been
received, which relate to the saine “person vaceination event”, hut which are not exact duplicates
ol the Primary Report, shall be defined as Redundant Reports. Redundant reports may originate
from different reporters reporting the same “person vaccinatioo event”, or may originate from the
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same reporter as the Primary Report, or may provide difterent information about the adverse
event, including information updates.

d. All SARS-CoV-2 vaccine reports that relate to the same “person vaccination event™ shail be
grouped together based on the VAERS ID for the Primary Report.

¢. The manner of identifying the Primary SARS-CoV-2 vaceine Report and al subsequent
(Secondary) reports shall be as follows, unless otherwise indicated by the Government. The
Primary Report shall have the VAERS ID assigned at the time the report is entered into the
system, followed by the identifier "-17. The first subsequent VAERS report concerning the same
“person vaccination event” shall be assigned a “Linked Report” VAERS ID, which shall be the
VAERS ID for the Primary Report, followed by the identifier *-27, at the time the report is
idemified as a redundant report. The second subsequent VAERS report concerning the same
“person vaccination event” shall be assigned a VAERS 1D, which shall be the VAERS 1D for the
Primary Report, followed by the identifier *-3", at the time the repor is identified as a redundant
repori. Subsequent redundant reports shall continue to be numbered according to this paitern. The
identifier digit following the hyphen shall be known as the “order number™.

[ Assigning status regarding the serious nature (Item 21) on the VAERS form: deatlh, life
threatening illness, emergency room/departinent or urgent care visii, , hospitalization, prolongation
of existing hospitalization, disability or permanent damage, congenital anomaly or birth defect,
doctor or other health carc prolessional olfice visit, none of the abave) of the “person vaceination
event” reported, as defined in 21 CFR 600.80, shall be based on the highest degree of severity for
any of the reports received for a speeific “person vaceination event™. The report with the highest
degree of severity shall take precedenee i the determination of scrious/non-serious siatus if
discrepancies exist between the original report and subsequent reports. I there is unceriainty
regarding a report’s status as being serious or non-serious, reports should generally be adjudicated
in favor of serious status.

As required, the Contractor shall develop. demonstrate, document, and implement a methodology by which
data submitted by inultiple reporiers, in muitiple documents trom the same reporter, or obtained through
follow-up or verification activities regarding the same event, are cambined to create a composite table or
tables which include the reconciliation of conflicting information through follow-up with the reporter,
health care provider or parent/vaccine recipient. The Contractor shall amend the primary report with
information from subsequent multiple reports on the same adverse event (“person vaccipation event™),
based on the accuracy of the information (e.g. medical records, follow-up information) or Governinent
approval.

When a VAERS SARS-CoV-2 vaecine report is identified as being a Redundant Report or Duplicate
Report and has been reassigned a VAERS report identification number based on the VAERS [D for the
Primary Report with appropriate identifier tag {e.g., VAERS ID = 123456-2), the Contractor shall retain the
VAERS ID number which has been replaced (referred to here as “Old VAERS D™} for the specilie report
in an accesstble {file for mapping to the current VAERS [D.

The Old VAERS ID shall be retained in a data table linked to the priinary VAERS database to altow for the
search and identification of any specific VAERS report by either the [irst VAERS ID assigned (the Primary
Report ID unti! a repori is identified as Duplicate or Redundant} or subsequently reassigned Linked Report
ID.

The Contractor shal! develop, demonstrate, document, and impleinent a coding variable (Patient Continuity
Code) which shall be used to link a patient ideatified in a report to other reports in which that particular
paticns has been identified. Such reports may include Redundant and Duplicate Reports bus may also
inciude different “person vaccination events” regarding the same person, but a different vaccination and/or
event. The Patient Continuity Code shall be included in the primary system database and in the
Ciovernment Extract.
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The Contractlor shalt develop, demonstrate, document, and implemnent measures for batch-matching to
identify redvndant ar ecrcandary revnrte. Tha Canirartar chall evaluate a varety of methods including
“fuzzy logic for identifying possible duplicate or redundant
reports, iNCluvag suprosis taneu sor swae s woaeeONS, 81d implement them at the Government’s
discretion. An example of the use 0[ [u.{zy logic would be linking two different VAERS reports of a very
rare occurrence 1n (wo patients who have the same birthdate and same date of vaccination but no name
reported. 1o one VAERS report if the Contractor belicves the (wo reports pertain to the same patient.

The Contractor shall develop and maintain methods tor confirming the quality of submitied data through
standardized quality control and quality assurance procedures designed to reduce or eliminate the presence
of more than one record concerning the same adverse event. data inconsistencies or deficiencies.

With data provided by the Government, the Confractor shall develop and implement procedures to provide
selection lisis for valid vaccine lot identifiers (lot numbers) and data entry masks based on known lot
numbers to provide information at the point of data eniry as to the validity of the vaccine lot number
entered. The Contractor shall develop and implement procedures to detect and specifically demarcate
records containing reported vaccine lot identifiers, which are not valid lot numbers, based nn comparison
with lot identifier data provided by vaccine manufacturcrs through the FDA and provided to the contracior.
These procedures shall be utilized for the Contractor internal data entry system.

Upen provision of SARS-CoV-2 vaccine manufacturers’ lot numbers to the Contractor by the FDA, fot
nunbers in the database shall be flagged if not valid when compared to the manufacturer’s master data.

Any errors identilied by the Contractor QA checks or Governinent should be corrected in the data.

QUALITY CONTROL AND ASSURANCE FOR SCANNED DATA QUALITY FOR SARS-CoV-2 VACCINE

REPORTS

A.

B.

The Contractor shal} develop and maintain methods for assuring the guality of document images for the
image database and correct indexing in the image database through standardized quality control and quality
assurance procedures designed to confirm that documents are as legible as possible. complete, and capable
of retrieval and copying from image base prior to final transfer of original physical document to the
Government for archiving.

Any errors identified by the Contractor QA checks or Government should be corrected in the data.

QUALITY CONTROL AND ASSURANCE FOR CODED DATA QUALITY FOR SARS-CoV-2 VACCINE REPORTS

Al

The Contractor shall develop and maintain methods for assuring quality and consistency and the most
current version of coding in Medical Dictionary for Regulatory Activities (MedDRA) (or other coding
language chosen by the Government) and the accuracy and completeness of McdDRA coding subinitied by
manufacturers in their reports. The Contractor shall notify the Govermment of changes made to the
MedDRA codes relevant to the VAERS data coding activities and provide a full report and suinmary of
each updated version of MedDRA.

The Contractor shall develop and implement a training program for all data entry and coding staff which
shall require approval by the Government. The Contractor shall enforce a certification process that requires
all coders to be trained and become certified coders for current code-based data. This shall include
MedDRA, or another coding system chosen by the Govermment. The data system shall include a coder-
signaturc field o indicate the specific coder staff person who performed the report coding.

The Contractor shall develop or procure and use automated tools, such as auto-coding software. algorithms
and aides, when available and approved by the Government, (o assist in the coding process.

The Contractor shall provide online manuals [or coders (o use at any time so that coders can access
simulated seenarios and glean applicable codes.
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The Contractor shall document any non-standard coding values in use by the VAERS program and
submitted in reports.

The Contractor shal) implement QA procedures and reviews to ensure that data provided as part of
Government data extracts meet pre-specified requirements as directed by the Government. Procedures for
data entry error identification, correction and supptemental data eniry should be established by the
contractor in advance of any error detection by the Governiment.

The Contractor shali develop and implement a QAP which shall include performance quality measures for
each of the elements in this section of the SOW, and which shall require approval by the COR prior to
implementation. The Contractor shall perform evaluation of these performance quality measures and report
the results to the Governtnent annually or on an aliernate schedule as specified by the Government and
propose procedure modifications as nccessary to ensure data quality. The resultant modifications to QA
procedures shall be periodically implemented contingent upon approval hy the COR or CO.

Any errors identified by the Contractor QA cheeks or Government shali be corrected in the data.

QUALITY CONTROL UPDATES FOR SARS-ColV-2 VACCINE REPORTS

Al

The Government reserves the right to direct the Contractor to revise and update QA procedures in the QAP
to suppert changes in reporting procedures., such as changes to the VAERS form, online reporting tool, or
standard methods of reporting (i.e., transitioning to fully electronic reporting).

Reasonable accommodations wiil be made to the Contractor by the Government to allow for
implementation of any such revised and updated QA procedures and the Contractor will be allowed to
negotiate implementation of changes.

TASK 5: INFORMATION MANAGEMENT FOR SARS-CoV-2 VACCINE REPORTS

Al

VAERS is an integrated system that encompasses information technology, data management, data
analysis, software development lileeycle and IT security. The Contractor shall perform the {ollowing
tasks/activities:

1. Maintain Capability Maturity Model (CMM) Level 3 certification or higher throughout the
performance period of the contract and provide the Government current documentation of its CMM
Level 3 or higher certification.

2. Maintain current system operations

3. Provide software development, enhancement and progress reviews as requested by the Government.

4. Provide software documentation inclusive but not limited to systeins requirements, specifications,
architecture details, design details, analytical algorithms, data models, and technical support processcs.
All documentation shall be submiited to the Government in each annual report and during and

following the implementation of system changes,

5. Provide data extractions and depersonalized data sets requested by the Government on a routine and
ad-hoc basis

6. Provide ad hoc searches of VAERS SARS-CoV-2 vaccine data as requested by the Government

7. Implement appropriate Government policies and regulatory requirements regarding information
management, information technology. software development, and security,
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o  Conduct web based query
»  Enable viewing of scanned images
» Enable viewing of entered data including Follow up and MedDRA code
» Enable viewing of nurse follow up module
D. Other VAERS functionality requirements include:
1. Creation of a VAERS SARS-CoV-2 vaccine public website and online reporting $ool which
inciudes a mechanism for allowing patients, parents, providers and cther partners and stakeholders

to electronically subinit VAERS reports

2. Creation of an intranet application that allows authorized staff to access SARS-CoV-2 vaccine
reports to query, add and modify data, and view linked images

3. Double data entry of specific report types as determined by the Government

4.  Scanning of hard copy documenis including, but not limited to, VAERS SARS-CoV-2 vaccine
report and medical documentation.

5. Reccipt of clectronic SARS-CoV-2 vaceine reports [rom manufacturers {eVAERS)

6. Electronic transmission of reports and data cxiractions to CDC and FDA as specified by the
Government

7. Business Intelligence

8. Data warehousing

9. Data editing

10. Duplicate identification

11, Database management system and tools

12. Software for extracting and transmission of Government specificd data scts.

DATA MANAGEMENT

A, All Information Technology (IT) systems musi comply with federal regulations and policies regarding 1T
which includes but are not limited to Enterprise Performance Life Cycle (EPLC). Capitat Planning and
Investment Control (CPIC), Information Security, Section 508 of the Rehabititation Act, Enterprise
Architecture (EA), etc.

B. These methods, procedures and processes will accept reports submitted by business partners including
manufacturers, state healtb coordinators, and other immunization programs, other Federal Government
apencies and programs, and other parties.

Electronic manufacturer reporis include post-marketing adverse drug reaction { ADR} data for individual
cases, post-marketing expedited ADR reports and periodic ADR reports, Llectronic manufacturer reports
shall conform to the format and processes identified and implemented hy the US Food and Drug
Administration (FDA). This reporting process is referred to as eVATLRS.

C.  Under the direction of the CO and COR, the Contractor shall establish and maintain methods, procedures
and processes to support a vaniety of Clectronic Data Interchange (EDT) message types to be specified by
the Govermment, The contractor will work with SARS-CoeV-2 vaccine manufacturers {(approved by
Ciovernment), to ensure electronic submission of postmarket individual case safety reports (ICSRs) to
VALRS using E2B(R3) and submitting via xml format. Electronic reporting of vaccine postmarketing
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safety reports shalt follow the International Council on Harmonisation™s (ICH) E2B{RR3) ICSR specitication
: https:/fwww. federalregister. gov/documents/2014/06/10/2014-13480/postmarketing-salety-reports-lor-
human-drug-and-biological-products-electronic-submission

STANDARDIZED METHODS FOR PROVIDING ROUTINE AND REQGUESTED REPORTS OF VAERS SARS-CoV-
2 VACCINE DATA TO THE GOVERNMENT

Al

The Contractor shall perfomm ad hoc searches of the VAERS SARS-C0V-2 vaccines databases to address
specific surveillance questions and support vaccine safety studies, as requested by the Govemment.

At the direction of the Government the Contractor shalt develop, maintain and update programs io
routinely produce specific depersonalized data sets containing originaily reported inforination for the public
websites, World Health Organization (WHO), state health coordinators and others as approved by the
Government.

The Contractor shall provide a weekly reports nf adverse events after SARS-Cn'V-2 vaccines reported for
specific jurisdictions via The Epidemic Information Lxchange {Epi-X) to those specific State Health
Coordinators as indicated by the Government, upon request hy the Government.

These reporting requirements are subjeet to change at the request of the govemment.

GOVERNMENT DATA EXTRACTS FOR SARS-Col-2 VACCINE REPORTS

A. The quality of the data extract is important to VAERS, therelore, the Contractor shall provide accurate data

extract (“Govermment Extract™) to the Governiment for storage and use at Government sites (both CDC and
FDA). The data extract and all avaitable data elements collected from the submission of VAERS reports
and collected through tollow-up activities are subject to the approval of the Government and should be
provided according to the specified timeframes detailed in Appendix A. The complete VAERS SARS-Cov-
2 vaccine database, containing both (a) all data elements from the VAERS form which include those data-
elements historically used by the Government, and (b) any new and valuable data-elements added by the
Contractor by the direction of the Government shal] be provided daily. All data elements collected on the
VAERS form (and subsequent approved revisions of the VAERS form). and subsequent data elements
collected via internal entry system or web system, are subject for inclusion in the data extract to
Government. [f the data eletnent is a specific field on the form. the data shall be stored in a related specific
field in the Govermient data, with no concatenation of data fields or elements. The following are examples
of two processcs for important extracts of data from the VAERS system that the Contractor shall follow:

1. VAERS SARS-CoV-2 VACCINE DAILY EXTRACT - Each business day, the Contractor shall send
an extract to the CDC and FDA through a low cost data transmission application. Once CDC receives
the exiract, u confirmatory c-mail is subinitied (o the Contractor verifying that the extract has been
received. The Contractor shall contaet the COR il the conlirmalory e-mail is not recetved. The COR
will contact the Contractor if there is a problem uploading and processing the data. The Conltractor
shall adhere to the following:

e Include initial report data and data obtained in follow up

¢ Provide data in a format approved by the Government {CSV format)

s Maintain manufacturcr reports received electronically including postmarketing adverse drug
reaction (ADR) data for individual cases, post marketing expedited ADR reports and periodic
ADR reports.

2. VAERS SARS-CoV-2 VACCINE PUBLIC EXTRACTS - The Contractor shall be required 1o
maintain public redacted datahacac nFWVARDQ data as specified by the Governmenlt. The current
VAERS public websik provides downloadable datasets that are subsets of the
VAERS daily extract thue e ovize wo win wrrw odd FDA. WONDER, a CDC created online tool located
at wonder.cde.gov, is another example of the public databases. This tool allows the public to query a
subset of the VAERS data. Standard operating procedures are used to cnsure patient privacy. The
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public website and WONDER shall be updated on a weekly basis. There is a one week lag on data so that
quality control measures can be conducted by the Contraclor. The datascts on the public website are split
into scparate CSV files by years dating from 1990 to the cuirent year. Non-domestic {i.c., forcign) reports
arc placed in a scparate C8V [ile.

3. VAERS SARS-CoV-2 VACCINE OTHER GOVERNMENTAL AGENCIES EXTRACTS- The
Contractor shall provide VAERS data in comma separated value {CSV) files on a secure server platform
to specified points of contact among other governmental agencies, Department of Defense {DoD).

Indian Health Services (}HS), and World Health Organ:zation {WHO). on a weekly basis.

a. DoD and non-DoD reports will be identified using specific search criteria as outlined in VAERS CDC
DoD Memorandum of Agreement (MOA). Initial and follow-up uaredacted information wil be
provided on DoD reports, while initial redacted information will be provided on non-DoD reports.

b. IHS and non-1HS reports will be identified using specific search criteria as outlined in VAERS CDC
IHS Memorandum of Understanding (MOU). Initial and foliow-up unredacted information will be
provided on IHS reports, while initial redacted inforination will be provided on non-lHS reports.

¢c. WHO wili be proyidnd initinl vadastad fnfrmsnsine =bejlar 1o data publicly available at the CDC
WONDER websitc

4. VAERS SARS-CoV-2 VACCINE JURISDICITON EXTRACTS- The Coniactor shall provide VAERS
SARS-CoV-2 vaccine data and summary tabies to specified jurisdictions using CDC’s Epidemic
Information Exchange (Epi-X), a secure, web-based network that serves as a powerful information
exchange between CDC and public health professionats involved in identifying, investigating, and
responding to public health threats. Data will be posted and relfeshed on a weekly basis with a one week
lag in order to incorporate quality control measures conducted by the Coniractor. The VAERS SARS-
CoV-2 vaceine data will include initial report data with personal identifiers, no follow-up will be
included. Summary tables will also be provided to the jurisdictions, including summary statistics,
including but not limited to, serious siatus and conditions of interest.

5. VAERS SARS-CoV-2 Priority Report- The Contractor shall provide CDC and FDA with a daily email
conlaining a breakdown of SARS-CoV-2 vaccine reports listing VAERS ID by manufacturer. scrious
status, and domestic/foreign country slatus. The contractor will also provide counts ol reports, both daily
and cumulative, by manufacturer, scrious status, and domestic/foreign country slatus.

VAERS FUTURE SOFTWARE DEVELOPMENT AND ENHANCEMENTS

A, At the request of the Government, the Contractor shall develop and enhance software for the VAERS system
following the HHS, CDC and NCEZID policies and procedures for Enterprise Performance Life Cycle
{EDT v Tanital Planning and Trnuvactmant F.r)ntro}_ (CPIC} and IT Securlty

CONTRACTOR COMPLIANCE WiTH APPLICABLE LAWS, REGULATIONS, POLICIES AND STANDARDS

A. The Contractor shall ensure that the Infornation Technology Architecture (ITA) for the VAERS system is
nnpleinented and inaintained by the Contractor in compliance with applicable regulations inciuding OMB
Circular A-130, the Federal Information Resources Management Regulation (FIRMR), the DHHS Automated
Information Systems Security Program { AISSP) Handbook, and applicable portions of the CDC ITA plan,
Technical Reference Model and Standards.

C.  The Coniractor shall ensure that all systems are in compliance with Section 208, the privacy provisions of the
E-Governinent Act of 2002, and follow the OMB Guidance of September 26, 2003 regarding implementation of
the privacy provisions of the E-Govemment Act.

D.  The Contractor shall be responsible for being aware of and shall comply with all applicabic federal
information technology and information management {aws, regulations, policies, and standards. These
include but are not Himited to;
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SECTION B - SUPPLIES OR SERVICES AND PRICES/COSTS

VAERS SAR-CoV-2 Backlog: Period of Performance 03/01/2021 to 08/31/2021

ITEM

SUPPLIES / SERVICES

1001

VAERS SARS-CoV-2

Backlog

The contractor shall provide CDC and
FDA technical and programmatic
support to collect and analyze
information on vaccine adverse events
(VAESs), and facilitate reporting to
VAERS specifically pertaining to
SARS-CoV-2 and clearing reports
backlog prajected to asccumulate from
contract award through February 28,
2021. Reference the SOW and all
associated deliverables. This line item is
based au estimatiou of 115,000
backlogged reports 1o be cleared in 6
months.

This 18 a T&M, severable line item.
See Table B.2 tor LOE
PoP: 03/01/2021 - 08/31/2021

| QTY / UNIT

| UNIT PRICE | NOT TO EXCEED

1001 Line{s) Of Accounting:
Q390GLY 2512 2021 75-2124-0943 C5B

1002

VAERS SARS-CoV-2
Backlog ODCs

All travel must be in accordance with
the Federal Travel Regulations {FTR).
The Contractor shall obtain COR pre-
approval of estimated travel expenses
prior 1o travel occurrence. Charges will
be submitted for actual costs incurred.
The conlractor shall ensure that the
requested travel costs will not exceed
the amount authorized in this task order.

Other direct costs include travel,
approved training requirements, and
items shown in table B.3. All other
direct costs must be pre-approved by the
CQ and COR prior to occurrence.

T&M, severable line itemn
See Table B.3 approved ODCs
PoP: 03/01/2021 — 08/31/2021

1002 Line{s) Of Accountiug:

6390GLY 2512 2021 75-2124-0943 C5B811110]




1003

VAERS SARS-CoV-2
Backlog CAF

The Contract Access Fee (CAF) 15
0.75% to be applied to the 1otal price lor
contractor performance as billed to the
govemment on cach Task Order. The
CAF is paid by the Ordering Agency,
but remitied to GSA by the Coniractor.
Based on the established CAF rate, the
Contractor shall include the CAF in each
proposal. The Contractor shall include
the CAF as a separate cost element per
year on all quotes to the government,
regardless of contract type. The CAF
shall never be ireated as a negotiable
element between the Contractor and the
Ordering Agency. The CAF Rate,
effective at time of the Task Order
award, shall remain the same for that
Task Order for the full term of the
Order.

Not to Exceed a Total of $150K for
orders with lotal value greater than

$20M per year

PoP: 08/27/2020 — 08/26/2022

75D30120F09621 (0003
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1003 Line(s) Of Accounting:
9390GLY 2512 2021 75-2124-0943 C5BR11110.

Task Order Taial
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STATEMENT OF WORK FOR
VACCINE ADVERSE EVENT REPORTING SYSTEM (VAERS)
Ton esne TOV-2 VACCINES

The Vaccine Adverse Event Reporting System { VAERS) s a mandated program sponsored jointly by the Centers
for Disease Contral 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 salely information to vaceines, family members, health
care providers, vaccine manulacturers, government agencies, and other partners.

Vaccines represent one of the most cost-etfective means of reducing or eliminating morbidity and wortality from
selected infectious diseases. However, no vaccine is completely effective or safe. Recommendations tor the use of
vaccines are based on carzful weighing of benefiis of vaccination and risks ot both the diseasz being vaccinated
against and the imimunization itself. Vaccines currently in routine use have been determined by various expert
groups and FDA to have benefits that outweigh their risks. As part of any vaccination program, ongoing monitoring
is essential to ensure that new or rare VAESs are recognized and appropriate ineasures taken. Vaccines undergo
safety and efficacy testing in the laboratory and in controlled clinical studies before licensure or authorization (in the
case of Emergency Use Authorization). Because these trials are limited in size, duraticon, and heterogeneity, rare,
delayed, or unusual events caused by a vaccine may not be detected. Once a vaccine is used in the general
population, post marketing surveillance is necessary to evaluate such VAEs.

To meet each agency's needs for vaccine salety monitoring data, CDC and FDA have jointly sponsored VAERS
since 1990. The needs relate to CDC's public health responsibility for develaping and jssuing national vaccine
policy recommendations and FDA’s responsibility for licensing and regulating vaccines.

VAERS contains reporis 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 hitps:/fvaers.hhs.gov/idocs/VAERS Table of Reportabie Events Following Vaccination.pd{ US-
manufacturers of vaccines are mandated by 21 CFR Part 600.80 (Attachment 3) o submil reports routinely on a
periodic basis. as well as in an expedited manner for more serious events. In addition, healthcare providers are
encouraged o report all other clinically significant VAEs [ollowing the administration of any US vaccine in all age
groups. For all reports, the impetus for reporting is not a presumed causal relationship between the vaccination and
the event but may be based simply on the occurrence of the event temporally following vaccination and the lack of
other obvious causes.

From 2014 through 2018, VAERS received an annual average of 53,000 reports, of which 45,500 were US reports. .
Of the US reports, 5.0% were classified as serious {i.e., associated with disability, hospitalizaticn, protongation of
existing hospitalization, life-threatening iliness, congenital anomaly/birth defect, or death |21 CFR 600.80]). Since
1990, ¥ AERS has received over 740,000 reports, most of which describe inild and self-limited adverse events such
as injection site reactions and fever. (YAERS government data archive January I8, 2019.3 VAERS helps to identily
important new safety concerns and thereby can help inform vaccine policymakers and healthcare providers. In
addition, the data are valuable for regulatory actions and vaccine research studies. The US Government considers
post-licensure/authorization surveillance for any licensed and new vaccines throngh VAERS to be a nationally
critical function, and the US Government considers the requirements of the VAERS activity to constitute essential
services for which any lapse in coverage ol services would be unacceptable.

The current COVID-19 pandemic and the anticipated COVID-19 vaccinalion program has created additional
requirements [or VAERS. Unanticipated project needs have materialized. requiring cfforts beyond routine VAERS
functions. Task requiremenis in supporl of public health emergencies {e.g., pandemic influenza, natural disasiers
and lerTorist actlivitics) and unanticipated federal mandates which are unprediciable necessitale an increuase in
Contractor statfing. These new requirements may result in increased workload for any of the tasks lisied in the
SOW Tasks 1-5. The Contractor shall be prepared to address unforeseen events/circumstances and meet the needs
of the Government as it relates 1o such events. Reasonable accommodations will be made to the Contractor by the
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Government to address unforescen events/circumstances and the Contractor will be allowed Lo negoliale the
implementation ol changes.

II. OBJECTIVES:

The Vaccine Adverse Event Reporting System (VAERS) is the nation’s frontline system for detecling potential
vaccine safely concerns after vaceines are licensed or authorized for use in the United States. 1t is a nationwide
mechanism by which VAEs may be reported, analyzed, and made available to the public. It provides a vehicle for
disseminating vaccine safety information to vaccines, family members, health care providers, vaccine
manufacturers, govermment agencies, and other partners. VAERS is a collaboration between CDC and FDA.

The purpose of this task order is to provide CDC and FD A technical and programmatic support to collect and
analyze information on vaccine adverse events (VAEs) after adminisiration of SARS-CoV-2 vaccines and facilitate
reporiing to VAERS. The objectives of the YAERS Project are divided into three categories; programmatic {mainly
CDCY, scientific {CDC and FDDA). and regulatory (FDA).

Programmatic Project Objectives:
1. Create and maintazin an online reporting website for VAEs following receipt of SARS-CoV-2 vaccines

2. Implement an electronic snbinission gateway for inanufacturers to snbmit VAE reports on SARS-CoV-2
vaceines

3. Provide a reporting mechanism for VAEs that maintains submitted SARS-CoV-2 vaccines reports,
including images of reports and medical documentation;

4. Ensure data in the VAERS reports are accessible to the public as required by law (P.L. 99-66{, Section
2125}, in accordance with policies {o protect individuals® privacy;

5. Support CDC and FDA scientific staff in using YAERS data on VAEs alter SARS-CoV-2 vaccines o
rapidly respond to vaccine safety concerns or public health emergencies and in conducting
epidemiologic and other scientific studies

Scientitic Project objectives:
I. Rapidly deiect new, unusual, or rare VAEs after SARS-CoV¥-2 vaccines,

2. Asscss the safety of SARS-CoV-2 vaccines: or assess the safety in specilic populations or situations
where 4 new recommendation for SARS-CoV-2 vaccines occur:

3. Rapidly identify vaccine lots for SARS-CoV-2 vaccines with inereased numbers or types of reported
adverse events (FDA lead); and

4. Monitor trends i known VAEs after SARS-CoV-2 vaccines, particularly increases in reported VAEs

Regulatory Project Objectives:
I. Implement regulatory requirements related to VAERS., especially regarding reports from

ruanufacturers after SARS-CoV-2 vaccines. |21 CFR 600.80].

111. SCOPE OF WORK:
The contractor shall provide support and technical assistance to CDC and FDA by supporting work in the following
areas. Fhe tasks below are not in order of priority. These tasks include:

1. Administrative

2. Report Receipt/Processiug

3. VAERS Follow Up Activities and Enhanced Surveillance
4. Quality Control for VAERS Dala

5. Informwutiou Managenmeul
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requirements dalabase, to be prioritized by a change control board consisting of CDC, FDA and Contractor
personnel. Work will be prioritized using this process, in both a routine 2nd expedited manner as
appropriate. The Contractor must demonstrate adherence to formal CMM Level 3 methodology as the
standard for project performance. Syslem documentation will be presented in standardized text format,
generaled in Microsolt Word document format (or other word processing format as speciflied by the
Government), with all diagrams and other graphics comained as embedded objects with no external [iles or
links, and presented in legible paper form or electronic form if requested by the Government. The
Contractor shall provide detailed documentation of the technical procedures for data transport to the CDC
and FDA. and documentation of techaical details for source code and code relation, library dependencies,
and daia transport mechanisms. The Contractor shall provide the Government with this documentation
within 30 days after contract award and annually or as requested thereafier, and new sections or
documentation revisions will be provided to the Governiment upon implementation ot changes in the
system or procednres.

The contractor shall cominunicate with CDC and FDA, any requested changes to the system (incinding, bnt
not limited to database structnre, and data processes) prior to implementation. Modifications/changes will
not be performed nntil approval from CDC and FDA.

The Contractor shall write standard operating procedures {SOPs) and modify thein as needed. SOPs for all
aspects of VAERS program operations, inclnding complete ¥ AERS report processing, shall be npdated and
provided to the Governinent annnally or as requested. All SOPs shall be submitted to the Govermnent for
initial review and approval within 30 days after contract award and within 30 days of revision or
itnplementation of changes, and minimally on an annual basis or as requested by the Government
thereafter. SOPs shall be provided in a velume or series of volumes organized by subject, and will be
presented in standardized text format. generated in Microsoft Word docnment forinat {or other word
processing format as specified by the Governmment). with all diagrans and other graphics contained as
embedded ohjects with no external files or links.

The Contractor shall provide VAERS operations and system orientation for Government employees as
necessury (Minimum once per yedr).

The Contractor shall produce and distribute the VAERS reporting form {Attachment A) and other [orms as
required for the operation of the VAERS program and reporting 1o VAERS. The VAERS progrant shall be
identificd as a Government program and the corporate nanie ol the Contractor shall not be used on any
form or comrespondence to any entity other than CDC. FDA, or VICP, or used in any communicution to
represent the VAERS program unless approved by the Government.

The Contractor shalt maintain lists of names, phone numbers, fax numbers, and

E-mail addresses of contact personnel responsible for reporiing from state health agencies, vaccine
manufacturers, and immunization proprams, limiting access and nse to VAERS purposes only. The
Contractor shall update this list on a quarterly basis and maintain this list for access by the Government in a
manner specified by the Government.

The contractor shall shred all incoming documents once they are permanently saved electronically.

. The Contractor shalt establish, impleinent and inaintain selected work groups as

required by the Government throughout the life cycle of the contruact, as needed and directed by the
Government, and shall take and distribute mninntes for working group meetings at the direction of the
Government.

TRANSITION OF CONTRACT SERVICES

The Govermnent considers VAERS an essential service; any lapse in coverage is considered unacceptable and can
resnll in possible termination of contract. The Government requires a smooth and orderly transition of services.

Al

No later than 60 days afler the contract award the Contractor shall have established a system ol operations
as described elsewhcere in this SOW and perform a [unctional evaluation of the system. Furthermore. the
Contractor shall be able o receive VAERS reports afier SARS-CoV-2 vaccines via any of the means
specified in this contract {including electronically submitted reports from manufactures (eVAERS) and
public {website). The Contractor shall also be able to pertorm all activities involving the handling and
processing of reports submitted 1o VAERS including report receipt, processing, data entry. coding, quality
control, and report follow-up and verification. Contractor shall be able to provide data to the Government
in the manners speciiied within this SOW. including the provision of data extracts. reports and report
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images. and meet this Limeline development requitement as indicated lor other activities and [unctions
described within this SOW.

B. No later than 60 days afler contract award the VAERS sysiem maintained by the Contractor shall be fully
operational and shall meet the satisfaction of the Government as 1o operational [unctionality.

C. No later than 60 days after contract award the Contractor shall meet all developmental and operational
requirements in this SOW unless other specific timeline requirements for those reqniretnents have been
specified in the SOW,

1. No later than 60 days after contract award, the Contractor shall provide a Transition-Out Plan (end of
performance period). The plan shall include a technical and management transition approach that is clear
and complete and inclnde a timeline and list of resonrces regnired for the transition. The Transition-Ont
Ptan shall detail the planned transition methodology in logical sequence to ensure a sinooth transition of all
tasks and subtasks witheut interruption or decline in service gnality. The plan shall also include a detailed
description of risks (cost, technical. and perfornmance) to both the Conltractor and the Government, as well
as risk mitigation strategies. Contractors shall also include all transition costs within their proposals. Please
note that the continuity of services clause 52.237-3 is applicable and should be considered in developing
the transition plan.

All documents and materials developed by the Contractor for the fultillment of this contract, including all SOPs,
manuals, security plans. management plans and plans of operations. and hardware shall be considered the property

of the Government and may be disposed of by the Government in any manner at the Government’s discretion.

CHANGES TO INFORMATION MANAGEMENT PROCEDURES AND TASKS

A.  All tasks and activities specified in this SOW that pertain Inforination Management are subject to change,
at the Govermnent’s discretion, to accoinmaodate and support fully electronic reporting to VAERS.

B. Reasonable accommodations will be inade to the Contractor by the Government to allow for
implementation of any such revised and updated [nformation Management procedures and the Contractor
will be allowed to negotiaie implementation of changes within the scope via otficial modification.

UNFORESEEN EVENTS/CIRCUMSTANCES

Unanticipated project needs may materialize, requiring efforts beyond thase described in this SOW. The
Government inay modify the contract to add task requirements {or enhance/expand current requirements} in support
of public health emergencies (e.g. pandemic (lu. natural disasters and terrorist activities) and unknown Federal
mundales which are unpredictable and can initiate a workload surge. necessilaling an increase in Contractor staffing.
These new requirements niay resull in increased workload for any of the tasks listed in the SOW Tasks 1-5.

A. Approval Process for Unforeseen Events and Circumstances
CDC will provide the new work requirements and deliverabies for each of the optional support services to
the Contracting Otficer {CO) as a revision to the SOW. The CO will send the contractor the revised SOW
containing the new requirements. The contractor will review the requirements and provide a technical and
cost proposal with the appropriate labor categories, nuinber of hours, and labor rates to the CO. A contract
modification {SF30} inust be awarded by the CO to add any new optional support requirement. The
conlractor must not work ontside of the SOW without authorization from the CO.

B. The Contractor shall be prepared io address untoreseen events/circumsiances and meet the needs of the
Governiment as it relates to any unforeseen events/circuinstances, Reasonable accommodations will be
made to the Contractor by the Governinent to address unforeseen evenis/circumstances and the Contractor
will be allowed to negotiate the implementation of changes.
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C. The implementation of activitics to address unloreseen eventsfeircumstances specified by the Government
is dependent on the availabitity of core and supplemental funding to support such activities.

D. Examples of unforeseen evenls/circumstances that have impacted VAERS operations include (1) changes
in the IT centification and accreditation process. (2} changes in regulatory requirements lor reponting VAES
and transmitting data to CDC and FDA, (3) introduction of new vaccines resulling in necessary coding and
database architecture changes, (4) changes in reporting requirements, repori processing procedures, and
data availability timelines io meet current public healih needs, (5} urgently needed IT capability during
public healih emergencies or in preparation for anticipated public health emergencies, and (6} hardware and
software upgrades to accommodate unforeseen evenis/circumstances. This is not an exhaustive list and
other unforeseen events/circumstances may occur throughout the course of the contract performance
pertod.

PROGRAM MANAGEMENT PLAN FOR CONTRACT ACTIVITIES

A, The Contractor shall develop and maintain a Program Management Plan (PMP). The Contractor shall
prepare and maintain a phased Program Management Plan describing the tasks, milestones. risk
management strategy, organizational resources. performance measures and management control 1o be
cinployed lo meet the cost, performance requirements and schedule of cach phase of the VAERS project.
The plan shall define the Contractor’s governance process and include:

1. The management structure of the Program Management Team. organizational charts, key personnel
and main points of contact, and identification of project teams and their roles and responsibilities.

[

Identification of all partners, sub-contracts, sub-contracior management, criteria for selection of sub-
contractors, and description of services to be performed by sub-contractors. The Contractor shall not
sub-contract out more than 25% of the work described in this SOW {i.e., 75% of the work
requirements described in this SOW must be completed by the priine Contractor). Snh-contracting out
clinical services tasks. report processing and data cntry, coding, report follow-up activities, core 1T
activities, quality assurance, and core business and administrative tasks is strongly discouraged and
will be viewed unfavorably and result in possible termination of contract,

3. Detailed mitigation response procedures in the event of unsatisfactory performance of prograin/project
team members or sub-confraciors.

4. Specification of strategies to include detailed timelines with critical milestones 10 ensure that both
long-term, strategic goals as well as specific, targeted objectives are met efficiently and effectively.

A

The Contracior shall subinit the PMP to the Governinent within 30 days after contract award and shall
provide updates to the PMP annually or as requested by the Government. The PMP shall be in
accordance with OMB Circular A-11, and the Federal [T Capital Programming Guide, Supplement to
Part 7 of Circular No. A-11. Approval of the PMP by the Governinent shall be required.

B. Key Project Personnel: The Contractor shall einploy and retain competent, quatified personnel to perform
services of this contract in an effective, promnpt, acenrate, courteous and efficient inanner. The Contractor
shali provide a plan for staffing key positions for this project, providing detail about the criteria and
selection process used to fulfill the requireinents of this contract, and shall notify CDC in the event of
changes in staffing of key positions. Stafting of these key positions shall be subject to Government
approval. The Contractor shall provide all necessary supervisory, project inanagement, managerial, clinical,
technical and administralive support (o meet the planning. implementation, operational and management
requirements of this contract.

**NOTE FOR ALL TASKS
Qualifications for personnel performing clinical activity (clinical statf) shall be subject to approval by the
Government; the minimal education and experience qualifications for this actlivity shall be a nurse or other
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clinical healthcare provider, with a mininzum of 2 years of clinical or public health related experience. The
manages of the follow-up aciivity shall be, at a minimum, an RN, PA, MD, DO or equivalent {e.g., MD
from a foreign country whao is not licensed to practice in the United States), The manager is required to
have at least 2 years of clinical experience. The manager shall work closely with the Government to ensure
that follow-up is condncted according to Government expectations.

REPORTING REQUIRMENTS:

A,

PROGRAM MANAGEMENT MONTHLY STATUS REPORT - The contractor shall provide the
Government with a inonthly Programn Management Monthly Statns Report electronically to include the
project’s cost, progress, and issues in a fornat as directed by the Government. A copy of each monthly
report shall be sent to the COR, the C(Q, and the FDA Technical Representative. The contracior shall
document in the report the efforts pertormed in the completion of each project task. The report shall be dne
on the 15th day of each month following the month reported upon.

The Contractor shall propose format and data element recommendations for this repoet. The [inal format ol
the report shall be delermined upon contract award.

ANNUAL REPORT - On an annual basis, the Contractor shall provide a written report to the Government
documenting significant work activities and accomplishments for the preceding 12-month period. This
report shall provide a historical record of inajor work activities accomplished, those ongoing and those not
accomplished for the reporting period. As an appendix to the annual report, the Contractor shall deliver to
the Government the current darabase dictionaries. standard operating procedures, and user manuals. The
annual report shall be delivered to the Government no latzr than 30 days following the specified reporting
period. One report shall be sent to the COR, the CO. and the FDA Technical Representative.

DRAFT FINAL REPORT - The Contractor shall provide a draft final contract report no later than
45 days prior to the expiration date of year 2 of this contract for review by the Government. The report
shall include a written narrative highlighting major asccomplishinents under the contract. The report shall
address each year of performance under the contract and docurnent significant contractor findings,
conclusions, recommendations, etc., to provide an objective review of contract activities. The Contractor
shall provide copies of each dratt final report electronically, and optional paper copies at the Government’s
request, One report shall be sent to the COR, the CO, and the FDA Technical Representative.

D. FINAL REPORT - Following review of the draft final report by the Government and receipt by the

Conltractor of the Government’s written comments, the contractor shall provide a final report on or before
the expiralion date of the contract. The Contractor shall provide copies of cach [inal report electronically.
and optional paper copies at the Government’s request. The repont shall be sent 10 the COR. the CO. and
the FDA Technical Representative.

FORMAT OF DELIVERABLES

Specific form format and additional content requirements of the delivery schedule items shall be coordinaied
between the Contracior and the Government, with a continued focus on providing useful and accurate reporting.
The COR will provide the Contractor with disposal instructions for all technical docwnents (including, but not
limited to all database dictionaries, databases, software, coinputer code, docwinentation, questionnaires, electronic
files, etc.) in possession of the contractor at contract completion.

TASK 2. REPORT RECEIPT/PROCESSING

REPORTING TO THE VACCINE ADVERSE EVENT REPORTING SYSTEM (VAERS) AFTER SARS-ColV-2

VACCINES
The Contractor shall perform the following tasks/activities;

Al

Maintain communication protocels lo provide assistance to the public for Yaccine Adverse Event
Reporting System (VAERS) after SARS-CoV-2 vaccine-related questions. Communication protocols shall
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involve appropriate (elecommunication and electronic mechanisms for answering questions related o
VAERS SARS-CoV-2 vaccine reporniing and the VAERS system (e.g., how (o obtain reporling forms,
options lor reporting, information referrals), and allowing for filing of VAERS reports over the phone in
English or Spanish. The Contractor shall maintain communication protocols including. but not limited to: a
toll-free telephone number and toll-iree telefacsimite number to be listed as VAERS: a web sile identificd
as VAERS, and an ¢-mail address {e-mail address may be specified by Government). The Contractor shall
have staff available for consultation during normal business hours (8:30 AM to 5:00 PM) that
accommodate all four time zones within the continental United States (refer to Task 1:
ADMINISTRATIVE for options for active time zone coverage during normal business houss in the
continental United States}. The Contractor shall implement, maintain, and upgrade as necessary,
telecommunication and etectronic reporiing systems to be available 24 hours-per-day (the toll-free
telephone number is answered by machine after business hours). After-hours automated support shall be
available 24 hours-per-day through the web and fax. See Emergency Preparedness section for after-hours
support details. Contractor staff shall respond to messages received at the VAERS telephone number and
messages sent to the VAERS e-mail address within one business day of receipt,

Staff the telephone system to provide telephone support for reporting during honrs that accominodate
normal business hours in the four time zones in the continental United States. The Contractor shall maintain

a telephone voice message systein, available at all times, which shall:

1. Provide a mechanisin for callers to contact VAERS toll-free by telephone:

b

Provide coverage by automated menu choices for those tiines when Contractor staff does not
inmediately respond to calls to the lelephone syslem;:

3. Provide instructions to callers on ways 0 obtain the VAERS form and instructions on how to submit a
VAERS report;

4. Provide directions to find the VAERS website and to submit a VAERS report using the iniernet-based
reporling form;

5. Take messages at those times the telephone system is not actively staffed,

6. Provide infrrmation an tha Natianal Vaccina Tninre Compensation Program (VICP) (website
informatior

7. Provide additional information to callers as directed by the Government.

Maintain a United States Postal Service post office box idenzified as Vaccine Adverse Event Reporting
System {VAERS) for SARS-CoV-2 vaccines and ensure, at a minimum, retrieval and logging of all mail
from the past office hox during each husiness day.

Maintain VAERS for SARS-CoV-2 vaccine clectronic internei-based reporting systein, utilizing
appropriale syslem sceurity precaulions. This includes reports submitled by VAERS users such as state
health coordinators, immuuization programs, other Federal Government ageucics and programs, and other
partics. The procedures shall include methods [or receipt of reports via the Internet and shall allow for
reporters to submit an iuitial VAERS report for SARS-CoV-2 vaccines or a non-primary report using an
Internet-based application, inchuding an clectronic version of the VAERS (ormi for SARS-CoV-2 vaccines.

Muintain procedures o migrale data [romn VAERS SARS-CoV-2 vaccine manufacturer reports received
electronically into the database, wiliziug appropriate sysiem sceurity precautions. Manulacturer reports
that must be received electronically include -marketing expedited individual case satety reports {ICSRs).
periodic ICSRs, as well as malfunction reports and 3-day reports required by the Combination product
Post-market Safety Reporting Rule. Electronic manufacturer reporiing using ICH E2B (R3) is referred to
as eVAERS.
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F. All methods for electronic Ir.msrmssmn ol reports dcvdupt,d and maintained for this project shall be based
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G. Develop, document and implement procedures tor the entry and processing of SARS-CoV-2 vaccine report
data to ensure that the YAERS public daia that is made available to the public is redacted ot all protected
health information (PHI) and nther infarmatinn thar ic nrotected under the Health Insurance Portability and
Accountability Act (HIPAA) or otherwise not publicly releasable for
reasons of commercial confic ) ‘ment), regardless of the report source
(paper/fax/other, web, e-report). Government Users ot VAERS SARS-CoV-2 vaccine data shall have
access to personal identifiers from the specific fields for names, addresses, telephone numbers, etc. through
the internet-based report viewing system created and matntained by the Contractor. Such data containing
PHI shall be included at the direction of the Government in the Government Extract for the CDC, FDA or
both.

H. Maintain a methodology o permanently archive electronically submitted VAERS SARS-CoV-2 vaceine
reports as originally submilled, prior to any editing or redaction. The method shall allow lor identification
and retrieval of the reports [rom the archive database by specilic report identifiers and by organization
source of origin [or reports submitled by manufacturers, state healtl coordinators, immunization programs,
other Federal Government agencies and programs, and other partics.

I.  Maintain methods to support a variety of Electronic Data Interchange {EDI) message types specified by the
Government. The Contractor shall have the capability to both receive and transmit VAERS SARS-CoV-2
vaccine reports electronically in EDI formats specified by the Government and in additional electronic
report submission tormats consistent with electronic submission requirements based upon the HL7/ISO

e s . 1o
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ind other formats specified by

1. Under the direction and approval ot the Government, the Coniractor shall support additional EDI interface
products for ¥ AERS users. These include products from other vendors that use the YAERS web-reporting
form, commercial off-the-shelf products, and other products as they are developed. An EDI interface
product bas been developed, utilizing the Y AERS internet-based electronic submission forin as a means for
EDI electronic submission of ¥ AEs by VAERS users from their immunizations databases. The Contracior
shall successtully complete this task for existing, supported EDI interface products within 30 days after
contract award. The contractor shall successfully complete this task for new EDI interface products of this
nature within 30 days following direction from Government to perform this task.

STANDARDIZED METHODS FOR ENTERING AND PROCESSING VAERS SARS-CoV-2 VACCINE REPORTS

A, Report Data Entry and Processing Timeline Requirements:

The Contractor shall perform all necessary data entry for information submitied on VAERS forins for
SARS-CoV-2 vaccine reports and related documents, and editing of the database, with all entry and edits
tracked by date and entry staff and editors’ individual identification. The Contractor shall be able to
perform these activities within 30 days after contract award, See Appendix A (also in the section under
Task 3) for information on scanning, data entry and coding timelines.
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The timeline requivements for processing reports [or VAEs ol special interest 1o the Government (e.g., seizure) may
difter [tom the above requirements and will be determined or otherwise agreed upon in SOPs approved by the
Government. Timelines will be adjusted in response to changing public health needs. such as during a public health
emergency of il a vaceine recommendation changes {e.g., a vaccine that was not previously recommended for
children becomes recommended}.

B. Documentation, SOPs, and user procedure manuals:

The Contractor shalt perform the following tasks/activities related to adverse events reported after SARS-
CoV-2 vaccines:

l.  Maintain and update comprehensive documentation of database siructure; design and analysis,
including dictionaries, edits, report processing, and computer programs {(including menu driven
progranis); user procedure manuals; and other tasks and functions and any modifications set forth in
this SOW. Documentaiion shall adhere to the standards set forth elsewhere within this statement of
work. to include Capability Maturity Model (CMM} siandards.

b

Provide user-procedure manual(s} and SOP manuals for technical aspects of VAERS SARS-CoV-2
vaccine database operations to the Government within 30 days after contract award. Implementation
of all procedures is contingent on Govermnent review and approval.

3. Maintain, update and provide to the Government as requested complete documentation of the SARS-
CoV-2 vaccines database and all regularly produced extracts. The documentation shall be readily
available to the Government for use or relerence and include dala dictionaries [or the datasets
{including variable names, formats, descriptions, comprehensive list of leval cadedh verdons of the

Medical Dictionary for Regulatory Activities (MedDRA) terms, or other
coding language chosen by the Government, and look-up tables v vacciue, manuiacwieer, and
MedDRA terms.

4. Maintain full. detailed documentation for all business and technical aspects of the VAERS SARS-
CoV-2 vaccine program. Documentation shall be updated annually or as requested by the
Government. and maintained in two separate volumes: “Volume | — VAERS Business Processes™ and
“Volume 2 - VAERS IT Requirements and Design” as detailed in the Administrative section of this
SOW.

5. Maintain a formal “requirements™ database. to be prioritized by a “change request board” consisting of
CDC. FDA and Contractor personnel. Work shall be prioritized by this process. in both a routine and
expediied manner as appropriate to the requirement.

ACKNOWLEDGMENT, VERIFICATION, CODING AND DATA COLLECTION FORADVERSE EVENTS
REPORTED AFTER SARS-CoV-2 VACCINES
The Contractor shall perform the lollowing tasks/activities:

A. Review ull documents recejved daily through all channels to prioritize processing, and assign a unigue
index number to each report received and initiate processing based on SOPS for the report category and
methed of transmission. The unique index number {(VAERS 1D nuntber) shall appear in the personal data
files and in files created for other information.

For electronically submitted reports and reports submitied using the internet-based reporting application, a
unique index Electronic Report Number {ERN) shall be generated at the time the reporti is received, and
shall be communicated back to the originator of the report using a formal acknowledgement or EDI
submission confirmation message integrating the E-Report Number into the message. The ERN shall be
included in the primary system database and in the Government extract. and in relational data tables
providing linkage between the ERN and VAERS ID number assigned to each report and may be used to
query the VAERS report in the master database and Government extract. For electronically submitted EDI
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B. Reasonable accommodations will be made 10 the Coniractor by the Government 10 allow lor
implementation of any such revised and updated report receipt and processing procedures and
the Contraclor will be aliowed 1o negotiate implementation of changes.

TASK 3: VAERS FOLLOW-UP ACTIVITIES AND ENHANCED SURVEILLANCE
The Contractor shall conduct follow-up on VAERS SARS-CoV-2 vaccine reports as specified by the Government in
this SOW. Follow-up consisis of the 3 parts outlined below:

»  Communication Activities and Automated Record Collection

¢  Record Collection and Data Clarification

e Clinical Activities

COMMUNICATION ACTIVITIES AND AUTOMATED RECORD COLLECTION FOR VAERS SARS-CoV-2
VACCINE REPORTS
The Contractor shall:

A. Upon receipt of a death report from a family member, provide a condolence letter to express sympathy
and explain YAERS procedures.

B. Provide immediate electronic acknowledgement to all persons who submitted VAERS reports via
the Internet using the online reporting tool.

C. Provide acknowledgeinent in the fonn of a thank-you notification to all persons who submitted
VAERS reports via paper format. Exceptions 1o this requirement are family members who report
deaths, all manulacturers. and all state health coordinator reporters.

D. Develop and implement standardized letters, torms, logs, phone scripts and other documents, subject
to approval by the Government, and imnplement documents developed by the Government at the
direction of the Government, in ordes to verify the accuracy of submitted data.

E. Maintain procednres to reqnest additional inforination froin reporters or providers if infonnation from

pyy el oo S AT HE e AT o= 22 WAERS report are nissing, inconsistent or invalid.
{S¢ Essential itein numbers are subject to change if the
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F. Maintain procedures to request disposition updates from reporters at 00 days and 1 year after report
receipt for all serious reports with recovery status listed as not recovered. Include a request for any
additional information. No 60-day update is required if routine follow-up has been conducted on the
report.

RECORD COLLECTION AND DATA CLARIFICATION FOR SARS-CoV-2 VACCINE REPORTS

A. Forul ARS-CoV-2 vaccine reports designated as serious by regulalory definition {death,
life-thu vecinng wamiess, hospitalization, prolongation of existing hospital stay, permanent disability, or
congenilal anomaly/birth defect), the Contractor shall attempt 10 colleel follow-up records and
additional documentation of the event {includes clarification of the cvent il necessary). In addition. lor
other adverse events of importance as determined by the Government. the Contractor shall altempt to
collect follow-up records and additionzl documentation of the event. Follow-up activities include:

1. Identification and resolution of conflicting or incorrect information in the ¥V AERS database
and armnotation in the VAERS graphic image file.

2. Retrieval of pertinent medical records including hospital discharge summary, labs, history and
physical reports, medical, death certificates and/or autopsy reports, In addition, if the vaccination
information is missing or unclear {e.g., a report states “flu vaccine™ but the brand or manufacturer
name is missing) the vaccination record shall be obtained.

3. Scanning of all collected documents/records into the VAERS unage hase.
4, Other follow-up activities as directed by the Government.
Upon award of the contract, the Government will provide detailed, standard procedures for follow-up, which

are subject to change based on the needs of the Government. See Appendix A for required timeframes for
follow-up. Y AERS correspondence can be via emnail or hardcopy letters.
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Report Confirmmation for SARS-CoV-2 Vaccine Reports

Confirmation correspondence is sent on receipt of a YAERS SARS-CoV-2 vaccine report subinitted by a
consumer or healthcare professional. Hardcopy letters or email correspondence are sent, depending on the
person’s communications preferences (specified in the YAERS report). Vaccine manufacturers do not receive
these communications.

REPORT TYPE FOLLOW-UP CORRESPONDENCE TYP'E
STANDARD - NO MISSING Send letter or email Confirmation*
INFORMATION
STANDARD -INFORMATION Send letter or email Confirmation with request for missing
MISSING information™
SERIOUS WITH “NO™ FOR Send leiter or email 60} day follow-up and one year follow-
RECOVERY STATUS nup*
DEATH REPORTS FROM Send lerter only Condolence letter; consumers only*
FAMILY MEMBERS

*The Government will provide the formai and wording of the letters for the coniracior’s use

Medical Record Requests for SARS-CoV-2 Vaccine Reporis
Requests for medical records are sent in follow-up* to a VAERS SARS-CoV-2 vaccine repott.

REPORT TYPE FOLLOW-UDP CORRESPONDENCE TYPE

SERIOUS-NON FLU VACCINE Send request for medical records Request for medical records**
letter®

SERIOUS FLU VACCINE Send request for medical records Request for medical records for tlu
for flu vaccine reports letter* vaccine reports**

NON SERIOUS REPORTS OF Send request for medical records Request for medical records**

SPECIAL INTEREST letter™

DEATH Send request (or death centificate | Request for death certificate®*
letter

FOREIGN None

MANUFACTURER REPORTS Nomne except death or if requested
by the Government (of special
interest).

CLINICAL TRIALS None

*The Govermment will provide a guidance documtent to specifv what records the contractor needs to obtain.
**The Government will provide the format and wording of the letters for the contractor’s

use CLINICAL ACTIVITIES FOR SARS-CoV-2 VACCINE REPORTS

A. Clinicat staff shall review follow-up records and add a narrative swmmary to the Government data for
each repott to reflect follow-up records collected. If records are not available, clinical staft may need to
contact providers or patients to obtain follow-up information. For example, it a patient reports a serious
adverse event but does not seek medical care, the patient or parent would need to be called to obtain the
details and outcome of the event.

B. Clinicat staff shall add appropriate MedDRA cades to the record to reflect data from the follow-up. An
indicator variable will be provided to distinguish between initial and follow-up MedDRA caodes, as well
as. item number on the VAERS form.

C. Clinical staff shall edit or supplemient as needed the relevant VAERS database record based on
documents coltected in follow-up {e.g., if the vaccine records dilfer from what is on the VAERS report,
the vaccine information shall be corrected in the VAERS data).

D. Clinical staff shall complete Government-developed forms for specific reports which are intended to
obtain supplemental information as directed by the Government.
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E.  Clinical staff are expected to pursue any leads that become apparent during the follow-up process and
obtain information beyond what is detailed on any standard questionnaire that may contribute to an
understanding of the underlying cause(s) of the adverse event in question. The information obtained from
these leads shall be documnented in narrative format by the follow-up staff. For example, if during fellow-
up the clinician learns that the patient had to be readmitted to the hospital, those records should be obtained
and sumntarized in addition to the initial hospital admission records,

F.  Information obtained during follow-up shall be clearly separated from information in the VAERS report
when entering follow-up data into the VAERS datahase. The Government will provide instructions on
how this will be accomplished. Follow-up information will NOT be included in the VAERS public data.

G. When unexpected, significant. or unusual [indings are identified during the performance of [ollow-up
activilies, [indings shall be shared with FDA and CDC VAERS stall as determined by the professional
judgment of the clinical stalT.

H' Cli]'lica] Sta-ﬂ-’ Shail sta)’ CUITCHI on Vaccine recnmmnnrlnflnn.- and VAT A vicafial vacAvivena ie tha Arlninnw-';
Committee on Immunization Practices websii

1.  Provide an indicator variable in the database that will specity if the medical records were collected and the
type of records obtained.

TASK 4: QUALITY CONTROL FOR VAERS SARS-CoV-2 VACCINE DATA

The Contractor shall develop and implement a Quality Assurance Program (QAP). The QAP is applicable to all
functional areas ot this SOW and will allow the Government to verity that contract pertormance objectives are met,
the hest possible contract performance is being provided, and there is continuous improvement in the quality of
contract services. The QAP is an important tool for using and monitoring performance indicators and ensuring the
achievement of desired performance measure outcomes. The QAP shall establish quantitative evaluation strategies
to ensure that contract performance measurements meet or exceed the highest levels of service.

The Contractor shall work with the Contracting Officer (CO) und Contracting Officer's Representative {COR) to
develop standardized tools for assessing contract/project activities and provide consistent evaluation scoring. The
Contractor shall condnct self-assessment and evaluation quarterly through the QAP and other strategies and
methadologies to ensure quality performance of contract activities.

The QAP shall establish quantitative cvaluation strategies to ensure compliance to the contract performance
measurements and meet or exceed the highest levels of service. The plan should specify who within the
Contractor’s organization has oversight for quality initiatives. The Contracior shali provide this plan Lo the
Government within 30 days after contract award. The plan should be updated as necessary {al a minimum annually)
or as instructed by the Government 10 ensure that it remains current.

Quality control procedures shall be developed and implemented, subject to review and approval by the COR. for
submitted data, eniered data, scanned images, follow-up data and coded data. The areas to be addressed shall
include completeness and accuracy of data, recovery status, follow-up, timelines of report processing for serious
reporis., unexpected occurrences (e.p., pandemic influenza, new recommendations), and completeness and accuracy
of vaccine lot information on all VAERS SARS-CoV-2 vaccine reports.

QUALITY CONTROL AND ASSURANCE FOR ENTERED AND PROCESSED DATA FOR SARS-CoV-2 VACCINE
REPORTS

A. The Contractor shall estahlish, implement, update and maintain standardized methods for confirming the
quality of processed data through standardized quality control and quality assurance procedures designed to
reduce or eliminate duplicate entries. data inconsistencies or deficiencies.

B. Subject to Government approval, the Contractor shall develop, demonstrate, document, and implement
procedures 1o maintain data qualily at a level adeguate o support data analysis. The procedures shall
include:

1.  Automated editing procedures for data entered by the contractor using the Contractor’s internal data
eniry sysiem, including double-eniry verification of entered data for select tizlds in reports as specitied
by this SOW.
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Automated spelling checks tor all text fields on the forins that undergo data entry by the contractor
using the Contractor’s internal data entry system. Automated spelling check functions shall include
standard and custom dictionary spell check, including abbreviations and inedical terininology. This
process shall detect and alert the operator to possible spelling errors at the timne of data entry, so that the
operator can immediately intplemnent appropriate corrections.

Incorporation of appropriate field restrictions, legal value checks, and background logic checks in the
data entry software to ensure that the entered information is logical and appropriate before 1t is accepted.
These procedures shall include, but will not be limited to, the following edit-checks listed below :

a. Keystroke edit checks to ensure only correct values tor the field are accepted. All other vaiues
cause the system to post an error/warning message.

b. Within-tield checks to ensure that data are valid for that field (e.g., entering numbers in a Name tield
is invatid and shall be flagged in error/wamning). In addition, unusual values in fields, tor example: 1)
adverse event onset date before vaccination: 2} interval between vaccination date and onset date
greater than 10 years, shall be flagged.

¢. Cross-field checks to ensure that information does not conflict with previously entered data {e.g., a
death date is invalid if it is entered with a value prior to the date of birth or vaccination date/onset date
prior to date of birth).

All edit checks procedures shall have the ability to be modified as needed. The data entry system shall
display warnings or error messages when unusual or incorrect inforination is entered for new records or for
existing records which are retrieved and updated.

Automaited spelling checks and cdit-checks, as described above, used on the web data entry system and
implemented in a manner that does not impede or significantly increase form completion time by users.

Developnient, impleinentation, utilization, docuinentation and reporting of internally calculated variahles
ta define the quality of the data records entered. These variables shall be made available to the
Government and shall be utilized in quality assurance programs and assessments by the Contractor and by
the Government.

Establishment of an edit program that outpuls missing and non-plausible data for visual verilication
with the corresponding ¥ AERS form image record.

Establishment and implementation of a mechanism for correcting data errors detected in the previous
steps.

Review of all data on a guarterly basis to examine frequencies of categorical fields and the distribution
qualities of continuous variables for any non-plausible data, and verification of any non-plausible data
indicated in this step.

a. Establishment and implementation of a mechanisin for data corrections indicated in the above
review Processes.

The Contractor shall perform double data entry on all US serious SARS-CoV-2 vaccine reports and other
reports as specitied by the Government. The verification process shall include data entry into two independent
data files by different personnel unless otherwise approved by the Goverminent. Report entries shall be matched
by identification number and discrepancies shall be resolved. Target permissible data entry effort rales shall be

subject Lo review and approval by the Government. If the Government identifics significant data entry quality
concerns, then the requirement for double-data shall be inereased (o include all reports received until further
nolice from the Governmendt.

D. All data entry procedures shall include real-timne automated checks for illogical date relationships. invalid
vaccine types, unavailable vaccines. invalid vaccine manufacturer combinations, invalid manufactarer or
lot number, and other invalid data element combinations. Documentation of programning of these edit
checks shall be submitted to the Government upon request. The data entry process shall be configured so
initial data entry of records cannot be completed until all flagged data have heen accepted as corrected or
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moved to a queue lor subsequent [ollow-up within one week. These later stages could include, at the
discretion of the Government:

1. Addition of a module for acknowledgement letiers sent to individual reporiers 1o request clarification
ol missing or erroncous data; and

rJ

Referral of records to follow-up statf as described in the Follow-Up Section in this SOW for correction
or completion of missing or erroneous data through follow-up activities.

E. The Contractor shall maintain and update a lisi of currenily available SARS-Cov-2 vaccines during the
coniract pariod.

F. The Confractor shall maintain within the Relational Database Management System (RDBMS), a log of all
mwanual edits of processed data, including deleted files, with date, editor, and nature of edit identified. All
data contained in files deleted from the database shall be moved to a separate data set that shall remain
available for review and retrieval.

G. Any errors identitied hy the Contractor QA checks or Government shall be corrected in the datahase.

QUALITY CONTROL AND ASSURANCE FOR SUBMITTED DATA QUALITY FOR SARS-CoV-2 VACCINE
REPORTS

A. The Contraclor shall develop, demonstrate, document. and implement mechanisms to detect and request
missing or discrepant data from the reporter. The requests shall be made in the form of report
acknowledgment letters or other methods at the direction of or with the approval of the Government and
shall present incomplete data fields and discrepant data for review and completion or correction by the
reporier.

B. The Contractor shall develop, demonstraie, document and implement mechanisms to detect, contirm, and
link duplicate or redundant YAERS SARS-CoV-2 vaccine reports concerning the same adverse event.
These mechanisms will be implemented as follows:

1. Initial data entry duplication search based on several key identifiers (e.g. name, date of birth, sex,
vaccination date}

]

Two times per week (or as specified by the Government) data entry duplication search on key
identifiers, and adverse event. An adverse event is defined as a single “person vaccination event” or the
combinaticn of a patient, reported vaccine(s), and adverse event(s), submitted by one or more
reporters.

The following business rules and definiticns shall apply to this activity:

a.  The first SARS-CoV-2 vaccine report received by VAERS for a given adverse event shall be
defined as the Primary Repart. Other reports received after the Priinary Report has been received
and processed by the system shall be defined as Secondary Reports.

b.  Any SARS-CoV-2 vaccine reporls received by VAERS alter the Primary Report has been
received, which are exact duplicates (photocopies or identical printouls or identical web based
reports) of the Primary Report, shall be defined as Exacl Duplicate Reports. These Exact
Duplicate Reporis shali be destroyed upon recognition.

c.  Any SARS-CoV-2 vaccine reports received by VAERS after the Primary Report has been
received, which relate to the same “person vaccination event™, but which are not exact duplicates
of the Primary Report, shall be defined as Redundant Reports. Redundant reports may originate
from different reporters reporting the same “person vaccination event”, or roay otiginate from the
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same reporier as the Primary Report, or may provide different information about the adverse
event, including information npdales.

d. All SARS-CoV-2 vaccine reports that relate to the same “person vaccination event” shall be
grouped together based on the VAERS 1D for the Primary Report.

e. The manner of identitying the Primary SARS-CoV-2 vaccine Report and all subsequent
(Secondary) reports shall be as follows, unless otherwise indicated by the Government. The
Primary Report shall have the VAERS ID assigned at the tine the report is entered into the
systeni, foliowed by the identifier *-1". The first subsequent ¥ AERS report concerning the same
“person vaccination event” shall be assigned a “Linked Report™ VAERS ID, which shall be the
VAERS 11} for the Primary Report. followed by the identifier **-27, at the time the report is
identified as a redundant repori. The second subseqnent VAERS report concerning the same
“person vaccination event” shall be assigned a VAERS ID, which shall be the VAERS ID for the
Primary Report, followed by the identifier **-3", at the time the report is identified as a redundant
report. Subsequent redundant reports shall continue to be numbered according te this pattern. The
identifier digit following the hyphen shall be known as the “order number™.

f.  Assigning statns regarding the serions natnre {{temn 21) on the VAERS form: death, life
threatening illness, emergency room/department or urgent care visit, , hospitalization, prolongation
of existing hospilalization, disability or permanent damage. congenital anomaly or birth defect,
doctor or other healih care professional office visit, none ol the above) of the “person vaccination
event” reported, as defined in 21 CFR 600.80, shall be based on the highest degree of severily for
any of the reports received for a specific “person vaccination event”. The report with the highest
degree of severity shall take precedence in the determination of serions/ion-serious status if
discrepancies exist between the original report and subsequent reports. If there is uncertainty
regarding a report’s status as being serious or non-serious. reports should generally be adjudicated
in favor of serious status.

As required, the Contractor shall develop, demonstrate, docnment, and implement a methodology by which
data submitled by multiple reporters, in multiple documents from the same reporter, or oblained through
tollow-up or verification activities regarding the same event, are combined to create a composite table or
tables which include the recoaciliation of conflicting information through follow-up with the reporter,
health care provider or parent/vaccine recipient. The Contractor shall amend the primary report with
information from subsequent multiple reports on the same adverse event (“person vaccination event™),
based on the accuracy of the information (e.g. medical records, follow-up information} or Government
approval,

When a VAERS SARS-CoV-2 vaccine report is identified as being a Redundant Report or Duplicate
Report and has been reassigned a YAERS report ientification number based on the VAERS ID for the
Primary Report with appropriate identifier tag {e.g., VAERS ID = 123456-2), the Contractor shall retain the
VAERS 1D number which has been replaced {referred to here as "Old VAERS 1D} for the specific report
in an accessible file for mapping to the cnrrent VAERS [D.

The Old VAERS 1D shall be retained in a data table linked 1o the primary VAERS database 1o allow for the
search and identification of any specific VAERS report by etther the first VAERS ID assigned (the Primary
Report ID until a report is identified as Duplicate or Redundant) or subsequently reassigned Linked Report

1D.

The Contractor shall develop, demaonstrate, documeni, and implement a coding vaciable (Patient Continuity
Code) which shall be used ro link a patieni identified in a report to other reports in which that particular
patient has been identified. Such reporis may include Redundant and Duplicate Reports but may also
include different “person vaccination events” regarding the saine person, but a different vaccination and/or
eveat. The Patient Continuity Code shall be included i the primary system database and in the
Governinent Extract.
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The Contractor shall document any non-standard coding values in use by the VAERS program and
submitled in reports.

The Contractor shall implement QA procedures and reviews 1o ensure that data provided as part of
Governiment data extracts meet pre-specified requirements as directed by the Governtnent. Procedures for
data entry error identification, correction and supplemental data enlry should be established by the
contractor in advance of any error detection by the Government.

The Contractor shall develop and implement a QAP which shall include performance quality measures for
each of the elements in this section of the SOW, and which shall require approval by the COR prior to
implementation. The Contractor sha!l perform evatuation of these performance quality measures and report
the results to the Government annually or on an alternate schedule as specified hy the Government and
propose procedure modifications as necessary to ensure data quality. The resultant modifications to QA
procedures shall be periodically implemented contingent upon approval by the COR or CO.

Any errors identified by the Contractor QA checks or Govermnent shall be corrected in the data.

QUALITY CONTROL UPDATES FOR SARS-CoV-2 VACCINE REPORTS

A

The Government reserves the right to direct the Contractor 1o revise and update QA procedures in the QAP
to support changes in reporting procedures, such as changes to the VAERS form. online reporting tool, or
standard methods of reporting {i.e., transitioning to fully electronic reporting).

Reasonable accommodations will be made to the Contractor by the Government to allow for
implementation of any such revised and updated QA procedures and the Contractor will be allowed to
negotiate impleinentation of changes.

TASK 5: INFORMATION MANAGEMENT FOR SARS-CoV-2 VACCINE REPORTS

A,

VAERS is an integrated system that encompasses information technology, data management, data
analysis, software development lifecycle and [T security. The Contractor shall perforn: the following
tasks/aclivitics:

1. Muaintain Capability Maturity Model {CMM) Level 3 cenification or higher throughout the
performance period of the contract and provide the Government current documentation of its CMM
Level 3 or higher certification.

]

Maintain current system operations

3. Provide software development. enhancement and progress reviews as requested by the Government.

4. Provide software docwinentation inclusive but not limited to systems requirements, specifications,
architecture details, design details, analytical algorithms, data models, and technical support processes.
All documentation shall be submitted to the Government in each annual report and during and

following the implementation of system chunges.

5. Provide data extraciions and depersonalized data sels requested by the Government on a routine and
ad-hoc basis

6. Provide ad hoc searches of YAERS SARS-CoV-2 vaccine data as requeasied by the Government

7. Implement appropriate Government policies and regulatory requirements regarding information
management, information technology, software development, and security.
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o  Conduct web based query
= Eunable viewing of scanned images
* Enable viewing of entered data including Follow up and MedDRA code
»  Enable viewing of nurse follow up module
D. Other YAERS functionality requirements include:
1. Creation of a VAERS SARS-CoV-2 vaccine public website and online reporting tool which
includes a mechanisin for allowing patients, parents. providers and other partners and stakeholders

to electronically submit VAERS reposts

2. Creation of an intranet application ihat allows authorized swatf to access SARS-CoV-2 vaccine
reporis to guery, add and modify data, and view linked images

3. Double data entry of specific repoet types as determined by the Government

4, Scanning of hard copy documents including, but not limited to, YVAERS SARS-CoV-2 vaccine
report and medical docuruentation.

5. Receipt of electronic SARS-CeV-2 vaccine reports from manufacturers (eVAERS)

6. Electronic transmission of reports and dala extractions to CDC and FDA as specified by the
Government

7. Business Intelligence

8. Data warehousing

9. Data editing

10. Duplicate identification

11. Database management system and tools

12. Software for extracting and transmission of Government specitied data sets.

DATA MANAGEMENT

A, All Information Technology (IT} systems must comply with federal regulations and policies regarding 1T
which includes but are not limited o Enterpnise Performance Life Cycle (EPLC). Capilal Planning and
Investment Control {CPIC), Information Security, Section 508 of the Rehabilitation Act, Enterprise
Architeclure {EA), elc.

B. These methods, procedures and processes will accept reports submitted by business partners including
manufacturess, state health coordinators, and other immunization programs, other Federal Government
apencies and programs, and other parties.

Electronic manufacturer reports include post-marketing adverse drug reaction {ADR) data for individual
cases, post-marketing expedited ADR reports and periodic ADR reports. Electronic manufacturer reports
shall conform to the format and processes identified and implemented by the US Food and Drug
Administration (FDA}. This reporting process is referred to as e VAERS.

C. Under the direction of the CO and COR, the Contractor shall establish and maintain methods. procedures
and processes to support a variety of Electronic Data Interchange (EDI} message types to be specified by
the Government. The contracior will work with SARS-CoV-2 vaccine manufacturers (approved by
Government), to ensure electronic submission of postmarket individual case satety reports {ICSRs) to
VAERS using E2B{R3) and suhmitting via xml format. Electronic reporting of viaccine postmarketing
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satety reports shall follow the International Council on Harmonisation’s {ICH) E2B{R3) ICSR specification
: htips:/fwww. federalregisier. gov/documents/2014/06/10/2014-13480/postmarketing-safety-reports-lfor-
humar-drug-and-biological-products-electronic-submission

STANDARDIZED METHODS FOR PROVIDING ROUTINE AND REQUESTED REPORTS OF VAERS SARS-CoV-

2 VACCINE DATA TO THE GOVERNMENT

A

The Contractor shall perform ad hoc searches of the VAERS SARS-COV-2 vaccines databases to address
specific surveillance guestions and support vaccine safety studies, as requested by the Government.

At the direction of the Govermnent the Contractor shall develop, maintain and update programs to
routinely produce specific depersonalized data sets containing originally reported information for the public
websites, World Health Organization {WHQ), state health coordinators and others as approved by the
Government.

The Contractor shall provide a weekly reports of adverse events after SARS-CoV-2 vaccines reported for
specific jurisdictions via The Epidenic Information Exchange (Epi-X) to those specific State Health
Coordinators as indicated by the Goverminent. upon request by the Government.

These reporting requirements are subject to change at the request of the government.

GOVERNMENT DATA EXTRACTS FOR SARS-CuV-2 VACCINE REPORTS

A

The quality of the data extract is important to VAERS. therefore, the Contractor shall provide accurate data
extract (“Government Extract”™) to the Government for storage and use at Government sites (both CDC and
FDA}. The data extract and all available data elements collected from the submission of VAERS reports
and collected through follow-up activities are subject to the approval of the Govermment and shoutd be
provided according to the specified timeframmes detailed in Appendix A. The complete VAERS SARS-Cov-
2 vaccine database, containing both (a) all data elements from the ¥VAERS form which include those data-
elements historically used by the Government, and (b) any new and valuable data-elements added by the
Contractor by the direction of the Government shall be provided daily. All data elements collected on the
VAERS form {and subsequent approved revisions of the VAERS form:). and subsequent data elements
collected via internal entry system or web system. are subject for inclusion in the dara exiract to
Govermment, [f the data element is a specific field on the form, the data shall be stored in a related specific
field in the Govermnent data, with no concatenation of data fields or elements. The following are examples
of two processes for important extracts of data trom the VAERS system that the Contractor shall follow:

1. VAERS SARS-CoV-2 VACCINE DAILY EXTRACT - Each business day, the Contractor shall send
an extract to the CDC and FDA through a low cost data transmission application. Once CDC receives
the extract, a confirmatory e-mail is submitted to the Contractor verifying that the extract has been
received. The Contractor shall contact the COR if the confinnatory e-mail is not received. The COR
will contact the Contractor if there is a problenmt uploading and processing the data. The Contractor
shall adhere to the following:

» Include initial report datz and data obtained in follow up

®  Provide data in a format approved by the Government (CS5V format}

¢ Maintain manufacturer reports received electronically including postmarketing adverse drug
reaction {ADR) data for individual cases, post marketing expedited ADR reports and periodic
ADR reports.

b

VAERS SARS-CoV-2 VACCINE PUBLIC EXTRACTS - The Contractor shall be required to
maintain public redacted A»tohacac ~FWAERQ (ata a5 specified by the Government. The current

YV AERS public website srovides downloadable datasets thal are subsets of the
YAERS dﬂlly exiract that s s wr ue wee and FDA,L WONDER, a CDC created online (ool located
al wonder.cde.gov, is another example of the public databases. This 100l allows the publie 1o query a
subsel of the VAERS data. Standard operating procedures are used to ensure patient privacy. The
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public website and WONDER shall be updated on a weekly basis. There is a one weck lag on data so that
quality control measures can be conducted by the Contractor. The datasets on the public websile are split

into scparate CSV [iles by years dating from 1990 to the current year. Non-domestic (i.c., foreign) reports
are placed in a sepurate CSV [ile.

VYAERS SARS-CoV-2 VACCINE OTHER GOVERNMENTAL AGENCIES EXTRACTS- The
Contractor shall provide Y AERS data in comma separated value (CSV) files on a secure server platform
io specified points of contact among other governmental agencies, Department of Deiense {DoD),

Indian Healih Services (IHS). and World Health Organization (WHO), on a weekly basis.

a.  DoD and non-DoD reports will be identified using specific search critena as outlined in VAERS CDC
DoD Memorandum of Agreement (MOA). [nitial and follow-up unredacted information will be
provided on Dol reports, while initial redacted information will be provided on non-DoD reports.

b.  IHS and non-1HS reports will be identified using specific search criteria as outlined in VAERS CDC
[HS Memorandum of Understanding (MOU). [nitial and follow-up unredacted information will be
provided on HS reports, while initial redacted inforination will be provided on non-1HS repotts.

¢.  WHO will be proyijded initinl vadantad infammarion <imijlar to data publicly available ar the CDC
WONDER website

VAERS SARS-CoV-2 VACCINE JURISDICITON EXTRACTS- The Contacter shall provide VAERS
SARS-CoV-2 vaccine data and summary iables to specified jurisdictions using CDC"s Epidemic
Information Exchange (Epi-X), a secure, web-based network that serves as a powerful infermation
exchange between CDC and public health protessionals invelved in identifying, investigating, and
responding to public health threais. Data will be posied and refreshed con a weekly basis with a one week
lag in order to incorporate quality control measures conducted by the Contractor. The VAERS SARS-
CoV-2 vaccine data will include initial report data with personal identifiers, no follow-up will be
included. Summary tables will also be provided to the jurisdictions, including suinmary statistics,
including but not limited to, serious status and conditions ot interest.

VAERS SARS-CoV-2 Priority Report- The Contracior shall provide CDC and FDA with a daily email
containing a breakdown of SARS-CoV-2 vaccine reports listing VAERS ID by manufacturer, scrious
status, and domestic/foreign couniry status. The contractor will also provide counts of reports, both daily
and cumulative, by manufacturer, serious status, and domestic/foreign country status.

VAERS FUTURE SOFTWARE DEVELOPMENT AND ENHANCEMENTS

A. At the request of the Government, the Contractor shall develop and cnhance software for the VAERS system
following the HHS, CDC and NCEZID policies and procedures for Enterprise Performance Life Cycle
(ERT Y Maniral Planainag and Trvactmmant Maptrol (CPIC) and I'T Sccur]ty

CONTRACTOR COMPLIANCE WITH APPLICABLE LAWS, REGULATIONS, POLICIES AND STANDARDS

A

The Contractor shall ensure that the Information Technology Architecture (1TA) for the VAERS systetn is

implementied and maintained by the Contractor in compliance with applicable regulations including OMB

Circular A-130, the Federal Inforination Resources Management Regulation (FIRMR), the DHHS Automated

Information Systems Security Program (AISSP) Handbook, and applicable portions of the CDC ITA plan,

Technical Reference Model and Standards.

The Contractor shall ensure that all systems are in compliance with Section 208, the privacy provisions of the
E-Government Act of 2002, and follow the OMB Guidance of September 26, 2003 reparding implementation of
the privacy provisions of the E-Government Act,

The Contractor shall be responsible for being aware of and shall comply with alt applicable federal
information technology and inforination management laws, regulations, policies, and standards. These
include but are not limited to:
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502 Inoperability with Assistive Technelogy
504 Authoring Tools

602 Support Documentation

603 Support Services

(d} In the event of a modification{s} to this contract or order, which adds new EIT supplies or services or revises the
type of, or specifications for, supplies or services, the Conlracting Officer may require that the contractor submit a
completed HHS Section 508 Product Assessment Template and any other additional information necessary to assist
the Government in determining that the EIT supplies or services conform to Section 508 accessibility standards.
Instructions for documenting accessibility via the HHR Qoction SN Prodnct A ceacement Template may be found
under Section 508 policy on the HHS website: Il i1 is determined by the
Government that EIT supplies and services proviucu vy we Conuacwr uo o comerm 10 the described aceessibility
standards in the contract, remediation of the supplies or services Lo the level of conforinance specified in the contract
will be the responsibility of the Contractor at its own expense.

(e) If this is an Indefinite Delivery contract. a Blanket Purchase Agreeinent or a Basic Ordering Agreement, the
task/delivery order requests that include EIT supplies or services will define the specifications and accessibility
standards [or the order. In those cases, the Contractor may be required (o provide a completed HHS Section 508
Product Assessment Template and any other additional infonmation necessary o assisl the Government in
deiermining that the EIT supplies or services conloym to Section 508 accessibility standards. Instructions lor
dornmentine arcessibility via the HHS Section 508 Product Asscssment Template may be lound

a [f it is determined by the Government that EIT supplies and services provided
b_y e wunacior uu o veos i we e described accessibility standards in the pl‘O\"idcd dOCUmeIltatiOn,
remediaiion of the supplies or services to the level of conformance specified in the contract will be the responsibility
of the Contractor at 1ts own expense.

(End of clause)
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ITEM

SUPPLIES / SERVICES

2001

VAERS SAR-CoV-2
Increased Capacity

The contractor shall provide CDC and
FDA technical and programmatic support
to collect and analyze information on
vaccine adverse events (VY AEs), and
facilitate reporting to Y AERSspecifically
pertaining to SARS-CoV-2. Reference the
S0OW and all associated deliverables. This
line item is based an expectation of
25,000 reports per week to be cleared
over 4 6-month period.

This is 1 T&M, severable line item.
See Table B.2 for LOE
PoP: 03/05/2021 —08/31/2021

[ OTY / UNIT

| UNIT PRICE

| NOT TO EXCEED

2001 Line(s) Of Accounting:
9390GLY 2512 2021 75-2124-0943 C5B¢

2002

VAERS SAR-CoV-2
Increased Capacity ODCs

All ravel must be in accordance with the
Federal Travel Regulations (FTR). The
Contractor shall obtain COR pre-approval
of estimated travel expenses prioe 10
travel occurrence. Charges will be
submitied for aclual cosls incurred. The
contractlor shall ensure that the requested
travel cosls will nol exceed the amount
authorized in this task order.

Other direct costs include travel,
approved training requirements, and items
shown in table B.3. All other direct costs
must be pre-approved by the CO and
COR prior to occurrence.

T&M, severable line item
See Table B.3 approved ODCs
PoP: 03/05/202]1 — 08/31/2021

2002 Line(s) Of Accounting:

93%0GLY 2512 2021 75-2124-0943 C5B3I11110.
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2003 VAERS SAR-CoV-2
Increased Capacity CAF

The Contract Access Fee (CAF) is 0.75%
t be applied to the total price for
contractor performance as billed to the
government on cach Task Order. The
CAF is paid by the Ordering Agency, bul
remitted (0 GSA by the Contractor. Based
on the established CAF rate, the
Contractor shall include the CAF in each
proposal. The Contractor shall include the
CAF as a separate cost element per year
on all quotes to the government,
regardless of contract type. The CAF
shall never be treated as a negotiable
element between the Contractor and the
Ordering Agency. The CAF Rate,
effective at time of the Task Order award,
shall remain the same for that Task Order
for the full term of the Order.

Not to Exceed a Total of $150K for
orders with total value greater than $20M
per year

PoP: 03/05/2021 — 08/31/2021

2003 Line(s) Of Accounting:
9390GLY 2512 2021 75-2124-0943 CS5BRI1110

Task Order Total
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STATEMENT OF WORK FOR
VACCINE ADVERSE EVENT REPORTING SYSTEM
(VAERS) FOR SARS-COV-2 VACCINES

1V. DESCRIPTION OF WORK:

d.

The contractor shall implement a staffing and operations plan focusing only on vaccine adverse event (VAE)
reports after SARS-CoV-2 vaccines. The total number of reports received during pericds of peak activity
{which are not expected to reflect sustained activity) is expected to be 1.000 reports per day, with up to 404
of the reports serious in nature. This constitutes the base capacity expectation of up to 5,000 reports per
week.

The contractor shall implement a staffing and operations plan focusing only on vaccine adverse event (VAE)
reports atter SARS-CoV-2 vaccines to clear the backlog of SARS-CoV-2 VAE reports that has been
projected to accumulate through February 28, 2021. The contractor shall prioritize clearing the backlog of
reports at the direction of the Government. The backlog shall be processed and cleared within 3—6 months
from the start of March 2021. (refer to "ACKNOWLEDGMENT., VERIFICATION, CODING AND DATA
COLLECTION FOR ADVERSE EVENTS REPORTED AFTER SARS-CoV-2 VACCINES™ Section C; 3a,
3b, 3¢, und 3d}.
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SECTION B - SUPPLIES OR SERVICES AND PRICES/COSTS

VAERS SAR-CoV-2 Increased Capacity: Period of Performance 03/01/2021 to 02/28/2022

ITEM

SUPPLIES / SERVICES

2001

VAERS SAR-CoV-2

Increased Capacity

The contractor shall provide CDC and
FDA technical and programmatic support
to collect and analyze information on
vaccine adverse evenis (VAEs), and
facilitate reposting to VAERS specifically
pertaining to SARS-CoV-2. Reference the
SOW and all associated deliverahles.
This line item is based an estimation of a
minimum of 25,000 extra reports per
week 10 be cleared in 6 months from
03/01/2021 - 08/31/2021, then reduce
efforts threugh September to a
minimum of 13,000 extra reports per
week from 10/01/2021 to 02/28/2022.

This is a T&M. severable line ilem.
Sce Table B.2
PoP: 03/01/2021 — 02/28/2022

2002

VAERS SAR-CoV-2

Increased Capacity ODCs

All travel must be in accordance with the
Federal Travel Regulations (FTR}. The
Contractor shall obtain COR pre-approval
of estimated ravel expenses prior to
travel occumrence. Charges will be
submitied for aclual costs incurred. The
contraclor shall ensure that the requested
travel costs will not exceed the amount
authorized in this task order.

Other direct costs inctude travel,
approved training requirements, and items
shown in table B.3. All other direct costs
must be pre-approved by the CO and
COR prior to occurrence.

T&M, severable line item
See Table B.3
PoP: 03/01/2021 — 02/28/2022

I oy /uNIT | 'NITPRICE | NOT TO FXCRED
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52.232-7 Payments under Time-and-Materials and Labor-Hour Contracts (Aug 2012)

The Government will pay the Contractor as follows upon the submission of vouchers approved by the Contracting
Officer or the authorized representative:

{a) Hourly rate. (1) Hourly rale means the rate(s) prescribed in the contract for payment for lubor that meets the
labor category qualifications of a labor calegory specified in the conlract that are-
{i) Performed by the Contractor;

{ii) Performed by the subcontractors; or
{iii) Transterred between divisions, subsidiaries, or affiliates of the Contractor under a common control.

{2) The amounts shall be computed by multiplying the appropriate hourly rates prescribed in the Schedule by
the nurnber of direct labor houss performed.

{3) The hourly rates shall be paid for all labor performed on the contract that meets the labor qualifications
specitied in the contract. Labor hours incurred to perform tasks for which labor qualifications were specified in the
coniract will not be paid to the extent the work is performed by employees lhat do not meet the qualifications
specified in the contract, unless specifically authorized by the Contracting Officer.

{4) The hourly rates shall include wages, indirect costs, general and administrative expense, and profis,
Fractional parts of an hour shall be payable on a prorated basis.

{3} Vouchers may be submitted not more than once every two weeks, to the Contracting Officer or authorized
representative. A small business coucern may receive more frequent payments than every two weeks. The
Contractor shall substantiate vouchers (including any subcontractor hours reimbursed at the hourly rate in the
schedule) by evidence of actual payment and by-

{1) Individual daily job timekeeping records;

{ii) Records that verify the employees meet the qualifications for the labor categories specified in the
contract: or

{ii1) Other substantiation approved by the Contracting Officer.

{6) Prompily afler receipt of each substantialed voucher, the Governmneut shall, except as otherwise provided
in this contract, and subject to the terms of paragraph (¢) of this clanse, pay the voucher as approved by the
Coutracting Officer or authorized representative.

{7) Unless otherwise prescribed in the Schedule, the Contracting Officer may unilaterally issue a contract
modification requiring the Contractor to withhold amounts from its billings until a reserve is set aside in an amount
that the Contracting Officer considers necessary to protect the Government's interests. The Contracting Officer may
require a withhold of 5 percent of the amounts due under paragraph {a) of this clanse, but the total amouni withheld
for the contract shall not exceed $50.000. The amounts withheld shall be retained until the Contractor executes and
delivers the release required by paragraph (g} of this clause.

{8) Unless the Schedule prescribes otherwise, the hourly rates in the Schedule shall not be varied by virtue of
the Contractor having performed work on an overlime basis. If no overlime rates are provided in the Schedule and
overiime work is approved in advance by the Contracting Officer. overtime rates shall be negotiated. Failure to
agree upon these overtime rates shall be treated as a dispute under the Disputes clause of this contract. Uf the
Schedule provides rates for overtime, the premium portion of thase rates will be reimbursable only to the extent the
overtime is approved by the Contracting Offieer.

{h) Materials. (1) For the purposes of this clanse-
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{i) Direct materials means those materials that enter directly into the end product, or that are used or
consumed directly in connection with the furnishing of the end product or service.

{i1) Materials means-

{A) Direct materials, incinding supplies trausferred between divisions, sabsidiaries. or afliliales of the
Coutractor under a common coultrol;

{B) Subcontracts [or supplies and incidenta! services for which there is not a labor category specified in
the contract;

{C) Other direct costs {(e.g.. incidental services for which there is not a labor category specified in the
contract, travel, computer usage charges, etc.); and

{D} Applicable indirect costs.

{2) If the Coniractor furnishes its own materials that meet the detinition of a commercial itemn at 2.1¢1, the
price to be paid for such materials shall not exceed the Contractor's established catalog or market price, adjusied to
reflect the-

{i) Quantities being acquired; and

{ii) Actual cost of any modifications necessary because of contract requirements.

{3) Except as provided for in paragraph (b)(2) of this clause, the Government will reimburse the Contractor
for allowabte cost of materials provided the Contractor-

{i) Has made payments for materials in accordance with the terms and conditions of the agreement or
invoice: or

{ii) Ordinarily makes these payments within 30 days of the submission of the Contractor's payment request
to the Government and such payment js in accordance with the terms and conditions of the agreement or invoice.

{4) Payment for materials is subject to the Allowable Cost and Payment clanse of this contract. The
Coutracting Officer will determine allowable costs of materials in accordance with subpart 31.2 of the Federal
Acquisition Regulation (FAR) in effect on the date of this contract.

{5) The Contractor niay iuclade allocable indirect costs aud other direct costs to the extent they are-

{1) Comprised only of cosis that are clearly excluded from the hourly rate;
{ii) Allocated in accordance with the Contractor's written or established accounting practices; and
{iii) Indirect costs are not applied to subcontracts that are paid at the hourly rates.

{6) To lhe extent able, the Contractor shall-

{i) Obtain materials at the most advantageous prices available with due regard to securing proinpt delivery
of satisfactory materials; and

{ii) Take all cash and trade discounts, rebates, allowanees, credits, salvage, commissions, and other
benefits. When unable to take advantage of the benefits, the Contractor shall promptly notify the Contracting Officer
and give the reasons. The Contractor shall give credit to the Government for cash and trade disconuts, rebates, scrap.
commissiens, and other antounts that have accrued to the benefit of the Contractor, or would have accrued except
for the fault or neglect of the Contractor. The Contractor shall not deduct from gross costs the henefits tost without
fault or neglect on the part of the Contractor. or {ost through fault of the Government.
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{7) Except as provided for in 31.205-26(e) and (f), the Government will not pay profit or fee to the prime
Contractor on materials.

{c) If the Contractor enters into any subcontract that requires consent under the clause at 52.244-2, Subcontracis,
without obtaining such consent. the Government is not required 1o reimburse the Contractor for any costs incurred
untder the subcontract prior 1o the date the Contractor obtains the required consent. Any reimbursement of
subcontract costs incurred prior to the date the consent was oblained shall be at the sole discretion of the
Government.

{d) Total cost. 1t is estimated that the total cost to the Government for the performance of this contract shall not
exceed the ceiling price set forth in the Schedule, and the Contractor agrees to use iis best efforts to perform the
work specified in the Schedule and all obligations under this contract within such ceiling price. If at any time the
Contractor has reason to believe that the hourly rate paymenis and material costs that will accrue in performing this
coniract in the next succeeding 30 days, if added to all other payments and costs previously accrued, will exceed 85
percent of the ceiling price in the Schedule, the Contractor shall notify the Centracting Ofiicer giving a revised
estimate of the total price to the Government for performing this contract with supporting reasons and
documentation. If at any time during pertorming this contract, the Contractor has reason to believe that the total
price to the Government for performing this coniract will be substantially greater or less than the then stated ceiling
price. the Coatractor shall so notify the Contracting Officer, giving a revised estimaie of the total price for
performing this contract, with supporting reasons and docunentation. If at any time during performing this contract,
the Government has reason to believe that the work to be required in performing this contract will be substantially
greater or less than the stated ceiling price. the Contracting Officer will so advise the Contractor, giving the then
revised estimate of the total amount of effort to be required under the contract.

{e) Ceiling price. The Govermnent will not be obligated to pay the Contractor any ainount in excess of the
ceiling price in the Schedule, and the Contractor shatl not be obligated to continue perfornance if to do so wounld
exceed the ceiling price set forth in the Schedule, unless and until the Contracting Officer notifies the Coniractor in
wriling that the ceiling price has been increased and specifies in the notice a revised ceiling that shall constitute the
ceiling price for perforinance under this contract. When and to the extent that the ceiling price set forth in the
Schedule has been increased, any hours expended and naterial costs incurred by the Contractor in excess of the
ceiling price before the increase shall be allowable to the saine extent as if the hours expended and material costs
had been incurred after the increase in the ceiling price.

{0) Audir. At any time beflore [inal payment under this contract, the Contracting Officer may request audit of the
vouchers and supporling documentation. Each payment previously made shall be subject (o reduction to the extent
of amounis, on preceding vouchers, that are found by the Contracting QfTicer or authorized representative nol Lo
have been properly payable and shali also be subject to reduction for overpayments or to increase for
underpayments. Upon receipt and approval of the voucher designated by the Contractor as the "completion voucher”
and supporting documentation, and upon compliance by the Contractor with all terms of this contract (including,
without litnitation, terms relating to paients and the terms of paragraph (g) of this clause), the Government shall
promptly pay any balance due the Contractor. The completion voucher, and supposting documentation, shall be
submitted by the Contractor as promptly as practicable following completion of the work under this contract, but in
no event later than 120 days {or such longer period as the Contracting Otficer may approve in writing) from the date
of completion.

{g) Assignment and Release of Claims. The Contraetor, and each assignee under an assignment entered into
under this contract and in effect at the time of final payment under this contract, shall execute and deliver, at the
time of and as a condition precedent to final payinent under this contract, a release discharging the Government, its
officers. agents, and employees of and from all liabilities, obligations. and claims arising out of or under this
contract, subjeet only to the following exceptions:

{1} Specified claims in stated ameunts, or in estilmated amounts if the amounts are not susceptible of exact
staternent by the Contractor.
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{2) Claims. together with reasonable incidental expenses, based upon the liabilities of the Contractor to third
parties arising out of performing this contract, that are not known to the Contractor on the date of the execution of
the release, and of which the Contractor gives notice in writing to the Contracting Officer not more than 6 years uafter
the date of the release or the date of any notice to the Contractor that the Goverminent is prepared to make final
payment, whichever is earfier.

{3) Claims for reimbursement of costs (other than expenses of the Coniractor by reason of its indemnification
of the Government against patent liability), including reasonable incidental expenses, ineurred by the Contractor
under the terms of this contract relating to patents.

{hy Interim pavinents on contracts for other than services. {1) Interim payments made prior 1o the {inal payment
under the contract are conlract financing payments. Contract financing payments are not subject to the interest
penaliy provisions of the Prompt Payment Act.

{2) The designated payment office will make interim payments for contract financing on the
[Contracting Officer insert day as prescribed by agency head; if not prescribed. insert "30th”} day after the
designated billing office receives a proper payment request. In the event thai the Government requires an audit or
other review of a specific payment request {o ensure compliance with the terms and conditions of the contract, the
designated payment office is not compelled to make payment by the specified due date,

{i) fnterim pavinenis on contracts for services. For interim payments made prior to the final payment under this

contract, the Government will make payment in accordance with the Prompt Payment Act (31 U.S.C. 3903) and
prompt payment regulations at 5 CFR part 1315.

(End of clause)
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The following modifications are hereby made via 75D30120F09621 00006 and apply thereafter:

A,

Recognize the Novation Agreement completed on May 27, 2021 between the Defense
Contract Management Agency (DCMA} and General Dynamics Information Technology
(GDIT), Inc., the successor-in-tnterest of CSRA, LLC, the signed modification and
Novation Agreement between DCMA and GDIT is included as a relevant attachment;

Update the SOW standard certification requirement from "CMM Level 3" to *CMMI Level
3 or industry equivalent™ throughout the task order;

Update the SOW as highlighted below to account for the VAERS SARS-Cov-2 Increased
Capacity, minimum 13,000 extra reports per week (18,000 total) for the period of
03/01/2022 to task order end-date of 08/26/2022;

Add and follv fiind CTIN 3001 Increased Capacity, PoP 03/01/2022 to 08/26/2022, in the
amount ol

Add and fully fund CI.IN 3002 Increased Capacity ODCs, PoP 03/01/2022 to 08/26/2022,
in the amount of

Add and fullv fund CLIN 3003 CAF, PoP 03/01/2022 to 08/26/2022, in the amount of

Increase total contract value and funded amount by from 0

Except as provided herein, all tenns and conditions of the document referenced in Item 9A or
10A, as heretofore changed, remains unchanged and in full force and eftect.
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SECTION B - SUPPLIES OR SERVICES AND PRICES/COSTS

VAERS SAR-CoV-2 Increased Capacity: Period of Performance 03/01/2022 to 08/26/2022 {(end of task order)

ITEM

SUPPLIES / SERVICES [OTY/UNIT | UNITPRICE | EXTENDED PRICE

3001

VAERS SARS-CoV-2
Increased Capacity until end of task
order.

The contractor shall provide CDC and
EDA technical and programmatic support
to collect and analyze information on
vaccine adverse events (VAESs), and
facilitate reporting to VAERS specifically
pertaining to SARS-CoV-2. Reference the
SOW and all associated deliverables.

This line itemn is based an estimation of a
minimwn of 13,000 extra reports per
week to be cleared for 6-months from
03/01/2022 - 08/26/2022.

This is a T&M, severable line 1lem.
Sec Table B.2
PoP: 03/01/2022 — 08/26/2022

3001 Line(s) Of Accounting:
9390GLY 2512 2022 75-2124-0943 C5B8§

VAERS SARS-CoV-2
Increased Capacity ODCs

All travel must be in accordance with the
Federal Travel Regulations (FTR). The
Contractor shall obtain COR pre-approval
of estimated travel expenses prior 10
travel occurrence. Charges will be
submitted for actual costs incurred. The
contractor shall ensure that the requested
travel costs will not exceed the arnount
authorized in this task order.

Other direct costs include travel,
approved training requirements, and items
shown in table B.3. All other direct costs
must be pre-approved by the CO and
COR prior to occurrence.

T&M, severable line itemn
See Table B.3
PoP: 03/01/2022 — 08/26/2022

3002 Line(s) Of Accounting:
Q3%0GLY 25122022 75-2124-0943 C5BR111101




3003

VAERS SARS-CoV-2
Increased Capacity CAF

The Contract Access Fee (CAF) is 0.75%
t be applied to the total price for
contractor performance as billed to the
government on cach Task Order. The
CAF is paid by the Ordering Agency, bul
remitted (0 GSA by the Contractor. Based
on the established CAF rate, the
Contractor shall include the CAF in each
proposal. The Contractlor shall include the
CAF as a separate cost element per year
on all quotes to the government,
regardless of contract type. The CAF
shall never be treated as a negotiable
element between the Coniractor and the
Ordering Agency. The CAF Rate,
effective at time of the Task Order award,
shall remain the same for that Task Order
for the full term of the Order. Not to
Exceed a Total of $150K for orders with
total value greater than $20M per year.

PoP: 03/01/2022 — 08/26/2022

73D30120F0%62]1 00006
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3003 Line(s) Of Accounting:
9390GLY 2512 2022 75-2124-0943 C5BE111101

Task Order Total
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SECTION B - SUPPLIES OR SERVICES AND PRICES/COSTS
ITEM SUPPLIES / SERVICES [ory/imaiT T UNITPRICE [ NOT TO EXCFFED

0001 VAERS SARS-CoV-2

The contractor shall provide CDC and
FDA technical and programmatic support
to collect and analyze information on
vaccine adverse events (VAESs), and
facilitate reporting to VAERSspecifically
pertaining to SARS-CoV-2. Reference the
SOW and all associated deliverables.

This is a T&M, severable line item.

PoP: 08/27/2020 — 08/26/2022

HHSAR 352. 232-71 Electronic Submission of Payment Requests

(a) Definitions. As used in this clause—
Payment request means a bill, voucher, inveice, or request for contract financing payment with associated
supporting documentation, The payment request must comply with the requirements identified in FAR 32
*Content of Invoices” and the applicable Payment clause included in this contract.

(b) Except as provided in paragraph {c) of this clause, the Contractor shall submit payment requests

S05(b),

electronically using the Department of Treasury Invoice Processing Platform (TPP) or successor system.

Information regarding IPP, including IPP Customer Support contact information, is available

a I any SUCCESSOT site.

(c) The Contractor may submit payment requests using other than IPP only when the Contracting Officer

authorizes alternate procedures in writing in accordance with HHS procedures.

(d) If alternate payment procedures are authorized, the Contractor shall include a copy of the Contracting

Officer's written authorization with each payment request.

(END OF CLAUSE)




