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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
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 conltract 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:

9390BSX 2517 20N 7875 X-0512-0
2004111101

9390FGS 2517 mim i5-7024-0943
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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
T Soos s initial VAERS report are missing. inconsistent or invalid. (See
Essential item nnmbers are subject to change if the VAERS form

I dLlcI G L upucll.cu U'_‘f' LLIG A I VL TLILIGTLL.

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 YV 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, iedical, 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
comimunications.

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*
SERIOQUS 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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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
soflware.

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 of
operations: and

(i1} Recorded information comprising source code listings, design derails, algorithms, processes. flow
charts, formulas, and retated malerial 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, sueh 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 charis 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 fiems, components, or
processes developed at private expense, including minor modifications.

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

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

Technical 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

Restricted Use/Any User (Mo encryption)
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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;
(i1} 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 dats 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 QfTicer, 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 delivered under this contract any data not first
produced in ihe performance of this contract unless the Coniractor-

{t) Identifies the data; and

(i} 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 Cantractor 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 canccling 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 If1he 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 nolified 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 resolution of the matter either by the Contracting Officer’s determination becoming [inal {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
maiter by court decision if suit is filed.
{2) The time limits in the procedures set forth in paragraph (e)(1) of this clause may be modified in accordance
with agency regulations implementing the Freedom of Informration 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 final 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 cutside the Government, the Contractor may
request, within 6 months {or a longer time approved by the Contracting Officer 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:

(i) Demonstrates that the omission of the notice was inadvertent;

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

(iv) Acknowledges that the Governmcot has no liabiiity for the disclosure, use, or reproduction of any
data inade prior to the addition of the notice or resulting from the omission of the notice.

(3) ifdata 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 correct notice is authorized; or

(ii) 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 clause. A5 a condition to this
withholding, the Contractor shall-

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

{2) Limited rights data that are formatted as a commputer dalabase for defivery to the Government shall be
treaied 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 promptly 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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c, o oLLin evue, wvasrS SARS-CoV-Z QDCs, PoP 03/05/2021 to CB/31/2021, in the amount
D. ad CLIN 2003, VARZRS 3ARS-CoV-Z2 CAF, PoP (03/05/2021 te 08/31/2021, in the amount
E. ontract value and funded amount by from ole!

Except as pruviosu nerem, an wons and conditions of the document referenced in ltem 9A or 10A, as heretefore changed, remains unchanged and in full force and effect.
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11. THIS ITEM ONLY APPLIES TO AMENDMENTS OF SOLICITATIONS

D The above numbared solicitation is amended as set forth in llem 14. The hour and date specified for receipt of Offars __is extended, ___ is not extended.

Offers must acknowledge receipt of this amendment prior to the hour and date specified in the solicitation or as amended, by one of the following methods:
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IT MODIFIES THE CONTRACT/ORDER NO. AS DESCRIBED IN ITEM 14.

(¥ |A. TRIS CHANGE ORDER I3 ISSUED PURSUANT TO: (Specily authority) THE GHANGES SET FORTH IN {TEM 14 ARE MADE [N THE CONTRACT ORDER NO. IN
— ITEM 104,

B. THE ABOVE MUMBERED CONTRACT/ORDER IS MODIFIED TO REFLECT THE ADMINISTRATIVE CHANGES {such as changes in paying office, appropriation date,
etc.) SET FORTH IN ITEM 14, PURSLIANT TO THE AUTHORITY OF FAR 43.103(b}.

C. THIS SUPPLEMEMTAL AGREEMENT IS ENTERED INTO PURSUANT TO AUTHORITY OF:

0. OTHER (Specify type of modification and authority}

£ FAR 432,103(2) (3} Reflect other agreements of the parties modifying the terms of contracts.
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A. Definitize email Authcrizatlion Lo Proceed dated Zugust 31, 2021 {for work on CLIN 2001, 2002, and
2003 to cantinue past 08/31/2021 into Sertembar 20771

B. Incorporate full text of FAR 52.232-7 from
Elliant 2 master contract for clarity

C. Update the 30W as highlighted below to account for the VARERS SARS-CoV-2 Increased Capaclty,
minimum 13,000 extra reports per week {18,000 total}) for October 01, 2021 to February 28, 2022;

D. Extend PoP for CLIN 2001, 2002, and 2003 end date from 0B/31/2021 +a N2/28/2022; AND

E. Total contract value and funded amount remain unchanged at
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154, NAME AND TITLE OF SIGNER (Type ar print} 168A. NAME OF CONTRACTING OFFICER
Nathan R. Amador

1B GUN FHgs s e 15C. DATE SIGNED 16B. UNITED STATES CF AMERICA 16C. DATE SIGNED
Digitally signed by Nathan B. Armador -5
- N By Nathan R.Amador - 008 0400
(Sr'gnmy\, 1 b B s e e ST 24 SEPTEMBER 2021 fSignature of Contracting O#Fcem 0927 11:10:03 -0400
MNSN 7540-01-152-3070 STANDARD FORM 30 [REV. 10-83)
PREVIOUS EDITION UNUSABLE 30-105 Prescribed by GSA

FAR (48 CFR) 53.243
























75D30120F09621 00003
Page 9 of 9

{2} Claims, together with reasonable incidental expenses, based npon the liabilities of the Contractor to third
parties arising ont of performing this contract, that are not known to the Contractor on the date of the execntion of
the release, and of which the Contractor gives notice in writing to the Contracting Officer not inore than 6 years after
the date of the release or the date of any notice to the Contractor that the Government is prepared to make final
payiment, whichever is earlier.

{3) Claims for reimbursement of costs (other than expenses ol the Contractor by reason of its indemnification
of the Government against patent liability), including reasonable incidental expenses, incurred by the Contractor
under the terms of this contract relating 1o patents.

¢h) Interim pavments on contracts for other than services. (1) Inlerim payments made prior 1o the {inal payment
under the contract are conlract financing payments. Contract financing payments are not subject to the interest
penalty 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 that the Government requires an audit or
other review of a specific payment request to 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,

{1) Interim pavinents or contracis 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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13. THIS ITEM APPLIES ONLY TO MODIFICATIONS OF CONTRACTS/ORDERS,
IT MODIFIES THE CONTRACT/ORDER NO. AS DESCRIBED IN ITEM 14.

(¥ |A. TRIS CHANGE ORDER I3 ISSUED PURSUANT TO: (Specily authority) THE GHANGES SET FORTH IN {TEM 14 ARE MADE [N THE CONTRACT ORDER NO. IN
— ITEM 104,
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3003

VAERS SARS-CoV-2
Increased Capacity CAF

The Contract Access Fee (CAF) is (.75%
te be applied to the total price for
contractor performance as billed to the
government on cach Task Order. The
CAF 15 patd by the Ordering Agency, but
remitted to GSA by the Contractor. Based
on the established CAF rate, the
Conlractor 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: 03/01/2022 — 08/26/2022

753D30120F09621 00006
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3003 Line(s) Of Accounting:

3390GLY 2512 2022 75-2124-0943 C5B&I1110

Task Order Total
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SECTION B - SUPPLIES OR SERVICES AND PRICES/COSTS

Page 2 of 2

ITEM SUPPLIES / SERVICES [ OTY/UNIT [ IINITPRICE | NOT TO EXCFED

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—
FPayment request means a bill, voucher, invoice, or request for contract financing payment with associated

supporting documentation. The payment request must comply with the requirements identified in FAR 32.905(b),

“Content of Invoices™ and the applicable Payment clause included in this contract.

(b) Except as provided in paragraph (¢) of this clause, the Centractor shall submit payment requests

electronically using the Departmient of Treasury Invoice Processing Platform {IPP} or successor systenw.

Information regarding IPP, including IPP Customer Support contact information, is available

T 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 Contracti

Officer's written authorization with each payment request.

(END OF CLAUSE)
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