
DEPARTMENT OF HEALTH & HUMAN SERVICES       Office of the 

Secretary 

Assistant Secretary for Public Affairs 
Washington, D.C. 20201 

Case No. 2020-01158-FOIA-OS 

July 31, 2020 

Mr. Austin R Evers 

Executive Director 

American Oversight 

1030 15th Street, N.W., Suite B255 

Washington, DC  20005 

Sent via email: foia@americanoversight.org 

Dear Mr. Evers: 

This letter is the final response to your May 06, 2020, Freedom of Information Act (FOIA) 

request.  Specifically, you requested the following records:  

“1. A complete copy of the contract, amendment, memorandum of understanding, or other 

written agreement between (a) the Office of the Assistant Secretary for Preparedness and 

Response (ASPR) and/or the Biomedical Advanced Research and Development Authority 

(BARDA), and (b) Moderna, Inc. regarding the development of a coronavirus vaccine, as 

announced by HHS on March 30, 2020. 

2. A copy of the $483 million “award” by BARDA to Moderna, Inc., to accelerate development

of Moderna’s mRNA vaccine candidate (mRNA-1273), entere into on or before April 16, 2020,

including any attachments thereto. (Date Range for Record Search: From 2/1/2020 To

4/23/2020).”

The Assistant Secretary for Preparedness and Response (ASPR) conducted a search and located 

112 pages of responsive records. After a careful review of these pages, I have determined to 

release 90 pages to you in their entirety, and  I am further releasing 22 pages in part, with 

portions redacted, pursuant to Exemption 4 and Exemption 6 of the FOIA (5 U.S.C. §552 (b)(4) 

(b)(6)). 

FOIA exemption (b)(4) permits the withholding of trade secrets and commercial or financial 

information that is privileged or confidential.    

FOIA exemption (b)(6) permits a Federal agency to withhold information and records about 

individuals in “personnel and medical files and similar files, the disclosure of which would 

constitute a clearly unwarranted invasion of personal privacy.”  The definition of “similar files” 

has historically been broadly interpreted to include a wide variety of files, and the United States 

Supreme Court has held that Congress intended the term "similar files" to be interpreted broadly, 

rather than narrowly. I have analyzed these records and find they meet the threshold requirement 

of this exemption.  Additionally, I have reviewed and weighed the public interest in disclosure of 

this information against the privacy interest in nondisclosure, and found that the privacy interest 

outweighs the public’s interest in disclosure. 
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If you believe the information withheld should not be exempt from disclosure, or this response 

constitutes an adverse determination, you may appeal.   By filing an appeal, you preserve your 

rights under FOIA and give the agency a chance to review and reconsider your request and the 

agency’s decision. 

 

Your appeal must be mailed within 90 days from the date of receipt of this letter, to: 

   

   Ms. Kim Hutchinson 

Deputy Agency Chief FOIA Officer 

U.S. Department of Health and Human Services 

Office of the Assistant Secretary for Public Affairs 

Room 729H 

200 Independence Avenue, S.W. 

Washington, DC 20201 

 

Please clearly mark both the envelope and your letter “Freedom of Information Act Appeal.” 

You may also e-mail your appeal to:  HHS.ACFO@hhs.gov.  

 

If you would like to discuss our response before filing an appeal to attempt to resolve your 

dispute without going through the appeals process, you may contact the HHS FOIA Public 

Liaison for assistance at: 

 

HHS FOIA/PA Public Liaison 

FOI/Privacy Acts Division 

Assistant Secretary for Public Affairs (ASPA) 

Office of the Secretary (OS) 

U.S. Department of Health and Human Services (HHS) 

200 Independence Avenue, SW, Suite 729H 

Washington, DC 20201 

 

Telephone:  (202) 690-7453 

Fax: (202) 690-8320 

E-mail: HHS_FOIA_Public_Liaison@hhs.gov 

 

If you are unable to resolve your FOIA dispute through our FOIA Public Liaison, the Office of 

Government Information Services (OGIS), the Federal FOIA Ombudsman’s office, offers 

mediation services to help resolve disputes between FOIA requesters and Federal agencies. The 

contact information for OGIS is: 

 

Office of Government Information Services 

National Archives and Records Administration 

8601 Adelphi Road–OGIS 

College Park, MD 20740-6001 

 

Telephone:  202-741-5770 

Toll-Free: 1-877-684-6448 

E-mail: ogis@nara.gov  

Fax: 202-741-5769 

 

There are no charges in this instance because the billable costs are less than our threshold of $25. 
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Sincerely yours, 

                                                                        Wakema Williams for  

      Brandon J. Gaylord 

   Director 

   FOI/Privacy Acts Division 

  

Enclosure(s) 
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Contract No . 75A50120C00034 Development of au mRNA Vaccine for SARS-CoV-2 

PART I - TH E SCH EDU LE 

8 . SU PPLI ES/S ER VICES AND COST/ PRI CE 

B.1 Bri ef D escripti on of Supplie s/Services 

The Department of Health and Human Services (HHS). Office of the Assu;tant Secretary for Preparedness and Response (ASPR) . 
Biomedical Advanced Research and Development Authority (BARDA) requires tJ1e contractor(s) to deve lop u mRNA vaccine to 
Jicensure for Lbe prevention of COVlD - 19. Tbe projeci- will entai l pre-cLin.ical and Phase 2 and Phase 3 clinical studies su-flicient 
to demonstrate the safety .mid efficacy of the proposed vaccine(s); CMC development , scale-up, sca le-out and validation of 
manufacturing capacities. includ ing bulk dmg substa11ce a11d fill and finished drug product, with a capacity of 100 million dose s 
by 2021 ;inti all proi,,>ram manageme nt and reg ulato ry act ivities necessary LO achieve FDA licensure of the vaccine. The project 
shall be accomp)jshed on an acce lerated tirneli.ne. witb parallel activi ty WBS , ag1,rressive man ufactur ing scale-up . risk 
management, and takjng advantage of any regulatory flex ibilities. Contract tonus include a rcqui.rcmcnt for domestic production 
of vaccine and assurance of ma teria l sourcing for vaccine produc tion during execution of the project. 

8.2 Price/Cost 

Thi ~ contract contain:,; the price /c ost provision s agrned upon hy the Government' and t-hc Contractor. 

B.2.1 Contract Bud get Ce ilin g 
The contruct has a cost/price ceiling that the Contractor exceeds at it.5 own risk , The C<Jntractor is responsib le for managing 
its performance in accordauce witb tbe final scope of work and cos,s/prices incorporated into tbe contract. The Government 
is not obligated to reimburse the ContTactor for cost~ incu 1Ted in excess of costs/prices agreed upon al time of award. The 
contract cei ling is $483,298,520.00. 

B.2.2 Contract Periods 
This contract consists of pre-award cost (CLIN 0001 ), a baso period for tbe Development ofmRNA vaccme to BU\ (CUN 
0002) and one (I) option perie>d for the Domestic Manufacturi ng Scale-Our (CUN 0003). 

B.3 Contract Linc Item N umb ers tCLTNs) Schedul e 

Thi s is a Cost-Plus -Fixed-Foe (CPFF). contract. 

B.3.1 Base Period o f Pe rforman ce 
The base period of performance (POP) includes pre~award cost (CUN 0001} and the Deve lopment ofmR.NA vaccine to 
BLA (CUN 0002). 

a. CLIN 000 I costs slmll be pre -award cost i11cu11·ed by Moderna , with a do not exceed cost of .._!(b ... ) ... (4.._) ___ __, 
b, CLIN 0002 costs shall cover the base period statement of work tJiaL consist~ oftJ1e development ofmRNA 

vacc ine to BLA. 
c. These are cost -plus -fixed "fce CLINs with a CPFF strncrure, l(b}(4) i 
d. Monies shall be provided for the total cost ofperfo1mance from the Department o i Health and Human 

Service s. 
e. The Contractor shall maintain record s of all cont tact cost s and such records shall be subj eel to IJ1e Audit and 

Records-Negotiation clause. 

f. It is estimated that the amount currently allotted will cover perfo rmance oftb e contract througb _r>_>_(4_} ____ _ 

for the base period . 
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Contract No. 75A50120C00034 Development of au mRNA Vaccine for SARS-CoV-2 

Pre-Award Period of Performance: l(b)(4) Table I ..._ ___________ __, 

CLIN Estimated Period 
Supp lies/Services Estimated USG Cost Management ree 

Total 
of Performance (Profit) 

0001 Pre-Award Cost l(b)(4} 

Base' Period of P0rform ance: ... l(b_)_<4_) __________ __, 

Table 2 

CLIN Estimated Period 
Supplies/Services Estimated USG Cost 

Management Fee 
Total 

of Performance (Profit) 

Development ofmRNA 
0002 fb)(4) 

vaccine to BLA 

B.3.2 Option Period I 
This opti on period includ es al l Kit Build-Ou t activitie.s for the facility under CLIN 000 3, and may ove rla p with the bas e 

period. 

CLJN 00 03 is und er a CPFF stru ctur e, ~ ... (b_l(_4_) __________ _. 

CUN Estimated Period of 
Supplies/Services 

Estimated USG Managemen t Fee 
Total 

Performance Cost (Profit) 

Dome stic l(b)(4) 
0003 Manufacturing 

Scale-Out I I 

B.3.3 Total Contract Va lue 
The total potential value of this contract , includi.ng all CLJNs 0001. 0001 and option CLfN 0003is S483,298.520.00 . 

B.4 Adv:mc ed Unders tandings 

I 

This contract contains advanced understandings between the Government and the Contractor. Specific elements of cost, which 
nonnally require prior written approval of the Contracting Officer before incuncncc of the cost. will be included in this Section if 
the Contracting Officer has granted approval prior to contract award. 

8 .4.1 Rights of frrst refusal -m RNA Vaccines 

(b)(4) 
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Contract No. 75A50120C00034 Development ofau mRNA Vaccine for SARS-CoV-2 

B.4. 2 HHS reserves the right to exercise priorities and allocations authority with respect to this contract. to 
include rating ibis order io accordance wiU1 45 CFR Part 101, Subpart A-Health Resources Priorities a11d Allocations 
System 

B.4.3 Earned Value Management (EVM) Lite Requirements 

The Contractor shall use an Earned Value Management (EVM) System for all retrofit and development activities ofU1e 
anticipated requfrcmcnt, tiiat is consistent with the "7 Principles of Earned Value Managemeut Tier 2 System Implantation 
Intent Guide'' attached to th.is contract. Alternalive systems may be subm.itted to the Contracting Officer for consideratio11 
and approval. 

8 .4.4 Public Readine ss and Emergency Prepar edne~s Ad ("PREP ACT'' ) Coverage 

The Federal Government may not use, or authorize the use of, any products or materials provided under erther this 

agreement or any future purchase from Rccipieot's domestic manufacturing capacity unless such use occul)S in the United 
Stales and is protected from liability under a declaration issued under the Public Readiness and Emergency 
Prepuredness Act, 42 U.S.C. § 247d-6d. 

B.4.5 Provisions to A ppli cable Costs 
This section prohibits or restricts the use of contract funds whicl1 includes the following items (costs unallowable u11less 
oJherwise approved bv the Contractin!! Officer): 

a. Acquisition, by pure base or lease, of any i.ntcrest i.n real property ; 
b. Purchase or lease or any item of general purpose office l\.imiture or office equipment tegardless of dollar 

value; 
c. Accountable Government Property (as dcJfocd by HHS Government property policies 
d. Overtime; 
e. General scientific mcetings/confcnmces; 
r. Travel costs including foreign travel; 
g. Costs incurred in the performance of fil!Y cost-reimbllrsement type subcontract (including consulting 

agreements); 
b. Costs to be paid for the performance ofa fixed-price subconrract tliat exceeds $250,000.00 (for 

equipment purchases, $25,000.00 per unit}; 
i. Refreshments and Meal Expeuditures: 
j . Promotional Items Printing; 
k.. Payment or regulatory submission fees to the FDA or other U.S. regulatory agency; 
L. BLA licensing or renewal fees; 
m. Pre-contract costs (01her 1han those expre~sly set forth herein). 

B.4.6 Facility , Equipm ent and Product Own ership 

111 tho event the USG terminates Ibis contract for other than default, all Contractor-acquired Government furnished Property 
(GFP) [as defined by 52.245-1), lo include process equipmenl, is lo be assessed by a reputable third party fii,n that 
specializes in assigning fair market value ofbiopharmaceutical materials. supplies and equipment for the resale market. Tbc 
USG will use th.is fair market value assessment ill settlement. arou.nd the disposition of the GFP. 

Ownorship and applicable usage rights of all materials/product (e.g. vaccines, validated lots) manufactured and/or acquired 
with Government fonds, throughout the Contract's entire period of performance, shall be retained by the USG. The 
Contracting Officer wil I direct the Contractor on Lhe-disposition (i.e. storage, tmnsfer, disposal. etc.) or al I Contractor­
acquired/manuracnLred USG materials/product. 

B.4. 7 lreservedl . 

B.4.8 Adv:inced Unden;t:rnding: Milestone Review: the deve lopm ent or a COV ID-19 vaccine is an accelerated 
program. Progress for vaccine development will be continually assessed for go/no go decisions so that funding is 
properly allocated across the MCM development" effort to those candidates most likely to he availahle in llme to 
impact the COVID-19 public health emergency. Formal 'go/no go' assessments will be made at multiple points, 
including; 
(b)(4) 
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Contract No. 75A50120C00034 Developme nt ofau mRNA Vaccine for SARS-CoV-2 

8 .4.9 Contractor Responsibility for Mnjor Sit<' Scn 'icc & Util.ity System 
BARDA acknowledges that Moderna is offering to undergo potentia l upgrades lo its manufacturing processes as outlined in 
the Tccl111ical Proposal, A preliminary assessment of major site service and i1tiJity systems of Contractor's existing facility 
has deemed them adeqLmte in supply and fitness to meet stated scope. However, if, during the course of executing this 
contract, Modema discovers tbat ma.ior site service or utility replacement/upgrades at such facility are required w 
accomplish the :,;-:ope of work, then the costs for said replacement /upgrade-s shall be covered by MoJerna . As with ,)ny 
significant renovation Modema has implied duty1o disclose superior knowledge of site conditions. As centract work is 
performed, Modema will cnsuJe that the BARDA Contract:iog Officer's Representative (COR) is fully informed ofall issues 
that could affect cost or schedule. BARDA commits to work with Moderna to assess specific comp lex situations. 

Examples of major site-wide service!LtLility systems Olitside the envelope of Btiildings to be warranted by Modenia : 

• Plant steam supply: 
• Potable water/ Non-potable water supply (depending on the site, non-potab le water could be fire hydrants) ; 
• Sewor lioe\Saoitat-ion line (post inadivatioo/ treatment) ; 
• Site chi ller/ chi lled water supply; 
• I figh anti Low voltage Electrical feed(s) ; 
• Network Infrastructure ; 
• Site-wide automation capac ity; 
• Perimeter fencing/ site security; 
• StOim water; 
• Gas (natural gas, site gas feeds); 
• Fuel (generator fuel piping, th.is may be out of scope) ; 
• Earthwork required to relocate, improve, or maintain site infrastmcture such as manholes. duct banks, etc. 

All NEPA, state ahd local governmen t environmental requiremen ts are met fm this project; any concerning issues have been 
disclosed to the USG before award 

B.4.10 Evaluating the Expansion of Surge Vaccine Manufacturin g Cnpacity 
The partie~ agree to devdop and ev-aluate plans to flirther expand and diversify US-based dome stic vaccine manufactrning 
capacity to respond to the pandemic. A draft framework will be completed within 60 days. This CMC domestic build ­
oul/scale-out will furLher ensure that the United States ha~ sufficient manufacturing capacity in response to the pandemic. 

8.4 .l 1 Subcontrac ts 

AMERICAr--.. 
pVERSIGHT 

Prior written consent from the Contrading Officer in the forn1 ofC011tracting Officer Authorization (COA) is 

required for any subcontract that: 

•ls of the cost -reimbursement type; or 

•ls Fixed -Price and exceeds $250,000 or 5% of the total estimated cost of the ContTact. whichever value is 

greater. 

The Cootrnctin g Officer shall request approprfate supporting doeurnentaLion in order to review and detennin e 

authorization, pursuant witJ1 F /\R Clause 52.244-2, Subcontrac ts. After receiving WTittcn consent of the 

subcontract by the Contracting Offic er, the Contractor shall prOV1de a copy of the signed, executed 

subcontract and consulting agreement to the Contracting Officer. 

On Marcil 13, 2020, the U.S. Presidot1t declared a oatioual emergency due to the outbreak oftbe corouavi.rus. 

l11e subcontractors and consultants listed below arc currently engaged in the mRNA- I 2 73 development 

program and are tentatively approved to continue work. 711ese subcontractors must complete the COA 
process pe r FAR Clause 52.244,2 within 90 days. New vendors initiating work wi1biJ1 the fust 60 days ofthe­

contract will be allowed to slai1. and COA requests will be sub111i1ted wiU1in 90 days. 

Note: Consulting services are treated as subcontracts and subject to the 'consent to subcontract' provisions 

set forth in th is Article. 

b)(4) 
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Contract No. 75A50120C00034 Development of au mRNA Vaccine for SARS-CoV-2 
~(b=:)(4~) --~ 

8 .4.12 Performance Staodard 

Tho contractor will not bo in default under this agreement to the exlent thal it makes reasonable efforts to pcrfo1m the services 
and prnduce aod provide the items described in lhis contract. 

B.4. 13 Limit ed Rig hts Data 

Norw1thstanding any contrary representaiioo by the Contractor on the System for Award M~uagement· or any con.tmry provision 
in this contract , the follow-ing categories uf infonmuion developed at private expense will, if provided to the Government. be 
considered limited iights data subject to the restrictions specified in FAR 52.227- 14, Alternate II. These resliictioos apply to any 
component of information covered by this provision. regardless of whether a compommt is included in a contract deliverable. 
The Government wilJ not reverse engineer or otherwise evaluate materials provided unde r this Contract to reprod uce the type or 
information described below without Moderna's prior written consent. 

AMERICAr--.. 
pVERSIGHT 

Page 8 of 112 



HHS-20-1172-A-000009

Contract No. 75A50120C00034 Development of au mRNA Vaccine for SARS -CoV-2 

C. DESCRIPT ION / SPECIFICATIONS/ WORK STATEM.ENT 

C.1 Background 

Coronaviruses are potential epidemic threats and have been recognized on the World Health Organization's list of top emerging 
diseases likely to cause major epidemics and Coalition for Epidemic Preparedness Innovations priority pathogens list. No 
vaccines to prevenl Corooavirus infection are cur rently available. The emergence of the SARS -Co V-2 virus creates an urgent 
need to rapidly develop vaccines to prevent COVlD-19 disease. Devclopi11g and dclivcri11g a vacci111, for highly transmissible, 
emerging diseases such as the SAR-CoV-2 virus reqLiires breaking from tradit ional approaches. It requires parallel deve lopment 
activities, aggressive manufacturing scale- up. risk management and implementation of regulatory flexibilities. Many of these 
requirements are met by manufactL1riug 'p latforms' that are capab le of produc ing vaccines against different agents using 
essentia lly the same mauufactu.ring systems. Suitable platforms are c-0ustituted by defined product production processes that 
allow significant planning for manufac turing scalici and time to vaccine availability and will be supported by human safety and 
immunogenicity data targeting an one or more infectious agents. To meet the purposes of this contract, it is critica l that the 
vaccine be produced in the United States. Domestic production of tJ1e vaccine is the only assur.ance that Americans wi.11 have 
access to the finished product. 

Modema's mRNA-based vaccine p latfo1m has been used to rapidly prepare vaccine candidates against Cytomegalovirus, Zika, 
Respiratory Syncytial Vims, Influenza, Human Metapneumovirns and Parainflucnza vims. Fou, of these candidates have been 
evalua ted in Phase I clinical studies and shown to be safe and immunoge nic, Modema co llaborated with the Vaccine Research 
Cen ter, NlAID ("VRC/NlAlD") to design a lead SARS-CoV-2 vaccine candidate encoding a stabilized pre,fusion, SARS-CoV-2 
Spike protein , which is more immunogenic than wild-type or subunit proteins. Moderna's mRNA vaccine is currently being 
evaluated in pre-clinica l studies and f>hase l tTials sponsored by the NWD. For the purposes of this contract, Modema will 
perform all work required to support the advanced development, scale-up manufacturing and FDA licensure of their lead SARS­
Co V-2 vaccine cundidute(s) , This work includes preclinical developme nt of mRNA vaccines to demonstrate safety and efficacy 
against COVID-19 . m.RNA vaccine process and manufacturing scale -up development, product lot release assay development and 
process validation, prmluc-lion of clinical mah:·rial and consistency lots clinical evaluation studies for safely, immunogenicity and 
efficacy; and fill/finish capacity evaluation, expansion, and validation. 

The Governments has detennined a bona ftde need for each non-severable discrete work segmen t which wi ll conclude upon the 
completion of a defined task(s) that provides independent merit and value to the Govcrn1ncnt. Toe Contractor must achieve a 
defined end-point required i.n each discre te work segment. as outlined in Section f of this contract, before the Government will 
consider exercising any of the follow -on option segment(s). The Contractor's success in complet ing the required tasks under each 
work segmen t must be demonstrated through the Deliverab les and Milestones specified under Section Band F ofth i~ contract. 
Those deliverables will support t.he GO/NO GO Contract Milestones and Decision Gates specified tberei11. Tile GO/NO GO 
Contract Milestones and Decision Gates will c011~t·itute the basis for the Government's decision, at its sole disc.retion. to exercise 
any follow-on option segment(s). 

TI1e base and oplion segments under Contract Line ltems (CUNs) 0001 through 0003 are event driven work segments ratlier than 
time driven CLINs. The funds for each independent, n0t1-sevcrable discrete work segment (requirement), regardless of duration, 
are sepanued by CUN. and shall only be used for the scope of work covered in each discrete work segment. The periods of 
perfo1mru1ce listed under each of the CL!Ns under AJiicle B.2 and Artic le B.3 are estimated time periods. l11ose individua l time 
periods may be extended by mutual agreement of the parties to complete the rusks required wider each work segment. It is 
possib le that more than one independent, non-severable discrete work segment (requi.rernent). may be ~warded at one time and 
that individual CLINs may overlap and/or proceed concurrently 

C.2 S tatement of Work 

Independently, and not as an agent of the United States Government, the coam1ctor shall furnish all necessary services , qualified 
professional, technical, and administmtive personne l, material, equip ment and facilities, not otherwise provided by the Government 
under the tenns of this contract, as needed w perform the tasks set forth below. 

mRNA Vaccine Development (WBS 1,0) 
The Contracto r, Modema, Inc. ("Modema'') shall execute the preclinical, cl inical, and chemistry, mam1facturing and co11trols 
(CMC) activities required to license a vaccine against the SARS-Co V-2 virus (herein referred to as "mRN A vaccine"). Building 
upon ear ly clinica l development already tu1derway, tbis proposal wiU support tbe late stage development, incl uding the 
demonstration of dinical efficacy and generation of a dataset supportive of licensure. Moderna will add itionally evaluate the 
plarform manu Facturing capabi Ii ties relative ro tbe needs for supply in response to a pandemic, 

Program Management (WBS 1.1) 

mRNA Program Managemenl(WBS LI.I) 

Modema 's mRNA program team ts composed of a multidisciplinary, highly matrixed, group of fonctjona l leads with experience 
in, and responsibility for, integrating plans a11d opcrationalizing strategies across Research , Toxfoology , CMC , Regulatory Affairs, 

AMERICAf\. 
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Clinical Development and Quality. Collectively, tbe team has advanced ten programs to first-in-human studies within five years. 
The group will be led by a program lead (PL) who wiU oversee and coordinate the activities necessary to meet program objectives. 
TI1e PL will be the point of accountability for the development of mRNA vaccine. l11e Piincipal Investigator will set the strategic 
objectives for the program and ensure tJ1at Modernu is prepared to license a vaccind/hV4\ 
(bl/4 . A program 
management office (PMO) ,ovill be responsible for managing the cost and schedule c◊nstrnint~ of the conm,ct via an integrated 
master schedule and co11"esponding budget, identifying and managing program 1isk. ai1d ensu1ing contract compliance. With the 
input from them.RN/\ project team, the PMO will be responsible for coordim1ti1~g the drafting of and management to an integrated 
developmt:nt plan. Upon execution of the contract, weekly meetings with BARDA will be held to monitor program performance 
and monthly and annual reports will be will delivered to BARD/\ for the record. 

Nonclinica l Toxicology (WBS l.2) 
Dt:velopment an<l Reproductive Toxicology of mRNA ( WBS l .2.2.1) 
To assess the risk of administering the vaccine to pregnant women, a complete GLP rat developmental and reproductive toxicology 
(DART) study is planned. Female Sprague Dawley rnts -will be dosed at the highest anticipated clinical dose level an<l include a 
control am, ofpho sphate-bLtfTered saline (PBS). As is typical for DART evaluations for vaccines, the animals will be immunized 
three times prior to mating aod two times during gestation. Each group will have two cohorts (one group will tmdergo Cesarean 
sectio□ wilh examination of the uteri m1d embryos; the other group will have natural delivery and will be terminated at weaning). 

Nonclinical (WBS l.3) 
flor the purposes of this proposal it is asstuned that the VRC continues to st1pport nonclinical activities to develop murine and non­
human primate efficacy studies, and animal models to assess the potential of vaccine-enhanced disease. The scope of work below 
will execute addiLional robustness experiments in these developed models . 

Assess Disease Enhancement (WBS 1.3.3.1) 
(b)(4) 

We plan lo perfonn studies in mouse and NHPs to assess the theoretical risk of vaccine induced disease enhancement tr(ggered by 
CoV infection fol.lowing vaccination witb imRNA vaccine, ' /hV4) 

b)(4) 
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Establish a Surrogate of Protection (WBS 1.3.3.2) 
Tbe primary endpoiL1t for acce lerated approval of a SARS-CoV-2 vaccine would be a L1eutrali2atio11 assay. Tl1is endpo int mLtst be 
supported with a body of pre-clinical work that demonstrates a cone lation between neutralizing titers and etl'icacy and that 
quantifies a protective serologic thre shold titer using the same neutralization assay. Murine and NHP efficacy models arc being 
developed in parallel to the Pllase 1 clinical study. Buildin g on data from l'hese preliminary models and studies, Moderna will 
co nduct NH!' efficacy and murine passive transfer studies to confirm and refine the surrogate ofpro1ectio11. 

Clinical (WBS 1.4) 

b)(4} 

Phase 2 Safe ty and lmmunogenicily Study (WBS 1.4.2.1) 

(b)f4} 

Phase 3 Pi vota l Study:(WBS l.4.3.1) 

I. Scenario in which S/\RS -CoV -2 1iin1s is circulating: 1D this scenar io a randomized controlled tria l with prevention of disease 
endpoin t would serve to demonstrate effectiveness of the vaccine. 

(b)(4} 
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(0)(4) 

II. Scenario in the absence ofSARS -CoV-2 virus: Tn this scenario an efficacy study becomes infeasible. 

b)(4) 

Lot to Lot Con~istency (WBS I .4.3.2) 

[b)(4) 

P,alimrh-s (WBS I .4.3.3) 

blf4} 

Regulatory (WBS 1.5) 

IND Preparation and Filing (WBS l. 5.1.l) 

Modema 's RegLdatory Affairs group , in close co llaboration with BARDA , will work to drafi a comprehensive regulatory master 
plan to guide the preclinit'1iL CMC 1111d clinit~J.J development of mRNA within th e first 90 days of the conlntcL An origina l 
invcstigational new drug application (IND) will be filed witb the United States food and Drug Administra tion (FDA) to support 
the clinical development of the Modema product from Phase 2 onwards. 

IND Maintenance (WBS 1.5.1.2) 

The Modcrnu-owncd IND will be maintained to suppo11 the desired clinical development plan. As needed. meetings wil l be 
conducted to receive feedback and gain concuJTeJJce on the specifics oft-be development activ ities with t:be FDA. 

BLA Submission (WBS J.5.1.l ) 

Modem a w ill submit a Biologics License-Application (BLA) and seek approval for the mRNA vaccine . 

CMC(WBS 1.6) 

CTM Manufacturo for Pliase 2 (WBS J .6.3.2) 

AMERICAr--.. 
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(b}(4) 

Process Development for Late Stage Clinical Supply (WBS l.6.3.3) 

mRNA Process Developmen t 

Technical Development will confirm and optimize the process parameters for mRNJ\ manufacture .... tt_)0_4_) _______ __, 

(b)(4) 

b)(4) 
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(b)(4) 

BLA Readiness (WBS 1.6.3.R) 
lo s.upport of the Biologics. License App lication (BLA) due to the nanire oflhe proposed t·imeiine. it is likely that Modema will 
need to complete some of process validation activities, primari ly process characteriza tion, after the completion of process 
performance qualification and before BLJ\ filing. Modema intends to rapidly develop a robust process for clinical ma1mfactuiing 
and Pl?Q, and rben fully describe lbe acceptable design space for tbe process prior to BLA filing. Other activities to support tbis 
BLA filing, such as completing raw material qualifica tion activities; if not included in the 13LA submission, will require a 
supplement to IJ1e initial BLA. In the initial BLA filing Motlerna will describe its conh·ol strategy tt1 cover the gap between irtitiul 
BLA filing and tbe BLA supplement. 

Procl'ss Developmmr for Full Commercial Scnle (WBS 1.6.4. l) 
The following section outlines tJ1e process development activities """-'~ __ (4 __ ) _______________________ _, 

!fb)(4) !The goal of this work is to demonstrate the capabiULy to prod uce mRNA al a scale that can support clinical demand. 

(b)(4} 

Analytical Method Development and Validation (WBS 1.6.5.2) 
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(b){ll-) 

Characteriza tion Assay Development and Implemen tation (W BS 1.6.5.3) 

Stability Studies (WBS 1.6.5 .4) 
Throu ghout the program , man y studies will be undertaken _(b_)_(4_) ________________________ -

@i)(4) I Thi s includes studies using deve lopment bench scu le material, engineering lot material , and GM P 
material. This body of data will be used to apply interim and long-term she lflife to the drug product and procoss intonnedi ates . 

l. Intellectua l P roperty 

TI1e parties agree that that data generated prior to entering into or outside the scope of the agreement will , wben delivered to the 

USG , be considered to be limi ted rights dat a subject to the restrictio ns covered under FAR Clause 52.227-14 All II paragra ph 
(g)(3) . The gove rnmen t will ob tain unlimit ed rights to data funded under thi s contract purst1an t to FA R C lause 52.227- 14, The 

parties rights lo subject i1wentions deve loped during performance of this con tract will be gove111ed by the terms of FAR Clause 

52.227- 11 

2. Use of Select /\.gonts 

As Modema se lects programs for demonstratio n of the platform, Medema wi 11 defer to an HH S cha ired com mi ttee of contracting. 
secu rity. safe ty and scie ntific program management to assess the appli cab ility of th<t faci lities, regu lations, pol icies. and 
procedures for meeting the-U .S. requirements described m 42 CF R part 73, 7 C FR part 331. audlo r 9 CFR part 121. 

3. Laborat ory Licenses Req utreme nts 

Mede ma w ill comply witb all applicable requirements of Section 353 oftbc- Public Health Serv ice Act (CUA. as amended ). This 
requirement shall also be included in any relevant subcontract for services under the con trac t. 

4 . Target Product Profile 

r\lVILf ICAr--.. Page 15 of 112 
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D. PACKAGIN G AND MARKING (if applicable) 

Unless otherwise specified by the Contracting Officer. all deliverable items to be furnished to the Government tuider this contract 
(including invoices) shall be made by first class mail, overuighr carrier, or email , as described i.J1 Sectioo F. 

All physical deliverables shall be prese1ved. packaged, and marked in accordance with nonnal commercia l practices to meet the 
packaging requirement s of the carrier , including that which is necessary to prevent deterioratio11 and damages due to the hazard of 
shippi.J1g, ham.lling. and sturi11g. The Contractor sha ll guarantee that all required material.s shall be delivered in immediate usab le and 
acceptable condition. 

E. INS PECTION AND ACCEPTANCE 

E.l Federal Acquisition Regulation Clauses lncorpornted by Reference 

This contract incorpora tes one ot more clauses by reference , with the same force and effect as if they were given in ti.ill tex t. 
Upon request. the Contracting Officer will make their foll text avai lable. A lso, the full text ofa clause may be accessed 
electronically at this addre ss: http://acguisition.gov / far/ 

The follo~ing FAR clauses, pertinent to Secl'ion E, are hereby incorporated by reference: 

FAR Clause Title Date 

52.246 -2 Inspection of Supplies fixed Price Aug 1996 

52.246-5 [nspcction of Services Cost Reimbursement Apr 1984 

52.246 -9 Inspection of Rcscarch and Development May 2001 

All work tmder this cootracl may be subject to inspect ion and final acceptance by the ConL-racting Officer or the duly au thoriwd 
repres entativ e of the Govemmeot. TL!e Contrac ting Officer's Representative (COR) is a duly authorized representative of the 
Government and is responsible for the i.nspection and acceptance of all items/activities to be delivered and or comp lerod under tbis 
conrract. 
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F. DELIVERABLl£S / PERFO RMANC E 
F.1 Federal Acquisition Regulation Clauses Incorpora ted by Reference 

This contract incorporates one or more clauses by reference, with tbe same force mid effect as if they were given in fu'll text. 
Upon request, tho C'ontraot ing Officer will make tbcir foll text ava ilable. Also, tbe full text ofa clause may be accessed 
electronically at this address: http ://acgttisition.gov / far/ 

The following FAR clause, per tinent to Section P, is hereby incorporated by refe rence: 

FAR CJaU$e 

52242-15 

Ti tle Date 

Stop-Work Order, Alternate I (Apr 1984) Aug 1989 

F.J .I /\ pandemic facility and/or operational management plan including change procedures from normal to 
pandemic opera tions . Prepare an operational plan to contin ue operat ions in the event ofa declared pandemic emergency 
(Draft within IS days ot' award. Fina l within 30 days of award). 

F. 1.2 Data M anageme nt Plan 

The Contractor shall develop and imp lement data management and qual ity control systems/procedures, includ ing 
trnnsrn.ission. storage . cont'idcntia lity. and retrieval of all contract data; provide for the statistical desig n and analysis of data 
resulting from the research; provide raw data or specific analyses of data genera ted with contract funding to lhe Project 
Officer , upon rcqucsl 

F. 1.3 Standard Operating Proce dur es 
The Cooo·actor shall make internal and. to the extent possible, Subcontractor Standar d Operating Procedmes (SOPs) 
availuble for review by the Govern ment on-s ite at Contractor's facility, upon request from the COR or CO. At Contractor ' s 
elec tion, SOPs may be pro11ided electronically. 

F. l. 4 E:valuation of Fill Fin ish Altern atives 
The Contrac tor shall submit a Drnfl. Final and Fina l Report desc ribing the fill finish alte rnatives evaluated, the eval uation 
method and criteria used. cost comparison . and recommendation for which fill fiais b alternative to move forward. The draft 
report shall be due within thirty (30) days after completion of analysis. Subcontractor-prepared reports. on behalf ofthe ­
Contracto r, shall be submilted to the COR and CO for review and comment, no later than five (5) business clays after receipl 
by the Contrac1or. BARDA shall provide written comments to the Draft Final Report within fifteen ( 15) days after the 
sttbmissi(,)t\, The Final Repo rt shall be due thirty (30) days atle r receivi ng comments on the Draft Fina l Report from 
BARDA. If corrective action is recommended, the Conn-actor must address, in written. aJI concerns raised by the 
Government. 

F.1.5 Supply Chain Re..~iliency Plan 
The partner contractor sha ll have a comp rehensive Supply Chain Resil iency Program that provides for identification and 
reporting of critica l componcots associated witb the secure supp ly of dmg substance, drug product, and work -in-process 
through tc, finished goods . A critica l component is any material that is essentia l t<) the product or the manufacturingprucess 
associa ted with that product. Included in the definition are consumables and disposab les associated with manufacturing . 
NOT included in the defin ition are facil ity and capitu l equ ipment. 

Considera tion of 01itical components includes l11e eva luation and potential impact of raw mate1ials , exci pients, active 
ingredients, substances. pieces. parts, sol1ware. fim1ware, labeling, assemb ly. testing. analytical and environmental 
componentry, reagents, or utility materials which arc used in tbc manufacntring of a drug, cell banks, seed stocks, devices 
and key processi .ng components and equipment. A clear examp le ofa critical componen t is one whe re a sole supplier is 
utilized. 

Identification of key equipment suppliers and their locations. local resources and the associated planning and control 
processes ut the time of uward is important to the security of the medical counte n\leasu re supply chain . These processes 
shall address planning and scheduling for active pharmaceutical ingredients, upstream, downstream. component assembly, 
finished drug product aud del ivcry events as necessary for the delivery of product. Where multi -site manufacturing is 
integral to the delivery of con1rac1ual materials , ii shou ld be irtcluded as part of Lhe p lann ing and scheduling process. 
Communication for tbcsc requirements shall be updated as part of an annua l review, or as necessary, as part of regu lar 
coo tracrual communica tions . 
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The focus on the aspects of resiliency sha l I be on crit-ical components aod aspects of complying with the contractual delivery 
schedule. Delivery methods shall be addressed, inclusive of item s that are foreign-somced, both high and low volume. 
which wou ld significantly affect throughput aJ1d udhcrcncc to the contractually agreed deliveries , 

For upstream and downstr eam processing , both single -us e and re-usable iu-place pro cessing equipment, and manufacturing 
disposab les also shall be addressed, For finished good~, tl1e inspection. label ing, packaging. and associated machinery sh&ll 
be ad dre ssed takin g, into account capacity capabi lities . 

The partner contractor sbaU communicate the methodology for inventory control, production planning, scheduJing processes 
and ordering mecha nisms , as pan of those agreed deliveries. !'or critical items these processes should provide visibility ·for 
key item s over an adequate plan nin g hori zon that ensmes effective control oflhe established supply chain for co111ractual 
deliveries. Production rates and lead time s sha ll be understood and communicated to the HHS/ASPR/BARDA Contracting 
Off1.cer or the Contracti ng Of1icer's Repre sentative as necessary. 

Produ ct ion throughpu t critical constraint~ should be well understood by activity and by design, and commu nicated to 
con tractual perso1mel. As necessary, communication sho uld focus 011 identifica tion, exp loitat ion , elevation, and secondary 
constraints of throughput , as appropriate. 

Reports for critical items may be sum.r:narizcd wilb tbe fo llowing t-emplatc: 

Critica l Material 
Name 

Vendor 
Supplier, Manufacruring / 

Dish·ibution Location 
Supplier Le.ad 

Time 
Shelf Life 

Transportat ion / Shipping 
reshiction s 

The CO and COR l'C'serve rbc right to request unredacted copies of technical documents, during the period of pcrformaoce , 
for distribution within the Gover11111e111, and Contra ctor wil l reaso11ably co11sider ahy suc1, requests. Docume11ts shall be 
provided within ten ( I 0) days after CO issues the reques t. The Contractor may arran ge for add itional time if deemed 
necessary , and agreed to by tl1e CO . 

F,2 Deljverabl es Schedule 

Successful performance of the final contract sha l I be deemed to occur upon performance of the work set forth in the Statemen t of 
Work attacl1ed to th.is contract as Attachment 1 (SEC TION J-List of Attachments). and upon delivery and acceptance. as requi.red 
by the Statement of Work. by the Con tracting Officer, or the duly authorized represen tative pursuant tu SECTION E-Inspection 
and Acceptance, of the following items lisred be low under heading 1 ''Summary of Contract Deliverab les' ' in acco rdance with the 
stated de livery schedule. 

Tho items specified bolow under head ing l ''Summary of Contract Deliverables" ', as described i.n tbc Statc1nontofWork which is 
Attachment I to this conlrnct will be required to be delivered by the date(s) specifieu below and in accordance with any 
specifications s tated in SECTION D - PACKAGlNG. MARKING AND SHI PPING. of this contract. All reports identified below 
relate so lely to the deve lopment activity funded under this con tract: 

l . Summary of Contract Deliverables 

Unless otherwise stated, each deliverable in the table below shall be provided as one ( l) electronic copy to the COR, CS, and CO as 
set forth in SECTION D. 

In addition tour in replacement ofelectrnnic cop ie~, the CO m&y direct the Co ntrncto r to sub mit the be1ow ueliverables via BARDA 
Digital Resources Portal in machine readable fonnat. 
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Tnble 5 

C ORL# Delh erahle 

01 Meeti ngs 

Post Awa rd 
l)l.l 

Te leconference 

() 1.1 Kickoff Meeting 

01.3 
Every 2 weeks 
Teleconference 

01.4 Quarterly Meetings 

01.5 FDA Meeting s 

AMEf ICAh. 
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Deliverable Descr iption Reporti ng Procedu res and Due Dates 

• Within one w.eek of cont.met .award 

• Contractor shall provide agenda and estab1is11 
a teleconf erence 11umber at least 3 business 

The contractor shall complete an initial days in advance oftJ1e teleconference unless 

teleconference afier contract award notifie.d that BARDA will supp ly one 
1. Outline actjv ilies for the next 30 • COR edits/approves ,rnd instructs contractor 

days to di~tribute agenda prior to meeting by at 
2. Discuss agenda items for the post- least 2 busine ss days 

award J{jckoJTMeeting (01.2) • Contractor provides meeting minut es to COR 
within 3 business days after the meeting , 

• COR reviews. comments and approve s 
minute s with.in IO busines s days 

• Within a month of contract award, pending 
concunence by tbe contracting officer 

• Contractor shall provide iti.ncrary and agenda 
at least 5 business days i.n advance of site 

visit or virtual meeting 

The Contractor sba1l complete a • COR edits/approve s and instructs contrnc1or 
Kickoff meeting after contract award to distrfbute agenda prio r to meeting by at 

least 3 busines s days 

• Contractor provides meeting minutes to COR 
witbin 3 busiiJess days after tbe meeting 

• COR reviews , comme11rs, and approve s 

minutes within 10 busines s days 

• Contra ctor prov ides ageJtda to COR no later 

than 2 busines s days in advance of meeting 

• COR edits/approves and instnict s contractor 
The Contractor shall participate in to distnbnte agenda prior to meeting 
teleconferences every 2 weeks, with • Contractor disttibutes agenda and 
BARDA to discuss the performanc e on 

presentation materials at least 24 hour s in 
the contract. Meeting trequen cy can be 
i11creased as needed during th e course advanc.e 

of the project • Conh·actor provides meeting minut es to COR 

within 3 busine ss <lays oft:he meeting 

• COR reviews , comments , aud appro ves 

minutes within 6 busine ss days 

At the discretion of the govemment 
the Contractor shall hold recurring 

• Contraclor shall provide ·itinerary and agenda teleconference or face-to-face Project 
Review Mco1i11gs up to fou.r per year at least 5 business days. and pre sentation 

either in Washingt on D.C or at work material s at least 3 bu siness days in advanc e 
sites of the Contractor or sub- of site visit 
contractor s. rac e-to-face meetings • COR edits/approves and instructs contractor 
shall alternate between Washington to d istribute agenda prior to meeting by at 
DC and Contractor , sub"cootractor 
sites. The meetings will be used to least 3 busines s days 

discuss contract progres s in relation to • Contractor provid es meeting minutes to COR 

the Progrm.11 Ma11agement within 3 busin ess days after the meeting 
deliverabl es described below as well • COR reviews , comment ~. and approve ~ 
as Study designs, technical , minutes withju IO business days 
i•egt1latory, and ethical aspects of the 
program. 

The Contracto r shall forward lhe dates • Contractor shall notify BA RDA of upcoming 
and times of any meeti11g with the FDA meeting within 24 hours o f scheduling 
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CORL# Deliverable 

Daily check i.n with 

0 1.6 
project staff for 

COVID-19 
Contract 
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Deliverahle Description Reporting Procedur es and Du e Dates 

FDA to BARDA and make Type A, B or C meetings OR witl1in 24 hours 
a1nngemenls for appropriate BARDA of meeting occurrence for ad hoc meetings 
staff to attc11d the FDA meetings. •The Contractor shall forward initial 
BARDA su1ff sbaU inclt.1de Ltp to a 

Contractor and FDA-issued draft minutes 
max.inrnm of four people (typically 
COR and up to 3 subject matter and final minutes of any meeting with the 

ex.perts) FDA to BARDA within 2 business days of 
receipt 

Upon request of the Government, 1he 
Contractor shall participate in a daily 
check-in update with the project staff 
(via teleco1tference or email). 

The updates will address key cost. 
schedule and technical updates. Daily 
updates may be shared with senior 
Government leaders during rhe 
COVID- 19 response and should be •No agenda will be roqui.red for the meeting 
provided on a non-confidential basis, •No meeting minutes are required 
unless the update includes confidential 

•Cootrnctor will provide bulleted emaJI information i.n which case Contractor 
shall provide tlw updare in both updates following any call or iu lieu of a call 

confidential and non-confidential by 2PM for that day 
formats. 

DaJly check-ins may occur oo 
weekdays, excluding federal holidays. 
Upon request of the Govenirne11t, 
check- ins may also occur on weekends 
and on federal holidays, provided at 
least 24 hours' notice. 
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5. 

6. 
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Contract No. 75A50120C00034 Development of au mRNA Vaccine for SARS-CoV-2 

The Integrated Program • Monthly Reports shall be Stibmitted on the 
Management Repon (lPMR) is a 20'h day of the month covering the preceding 
contractually required report montb; Annual Repons submitted on the 30th 

prepared by the contractor. IPMR calendar day of the month after each contract 
Fonnats l, 3, 5 . and 6 are required. anniversary. Monthly progress reports arc 
TI1ese fonnats will contain not required for the months when the Anmial 
performance data and in formation Repo11(s) are due, and Monthly/Annual 
derived from the contractor's Report(s) are not due during a mont·b when 
internal Barned Value Management the Pinal Report (final version, not draft) is 
System (EVMS) and Integrated due (see deliverable 02.4). The COR and CO 
Master Schedule (IMS). The will review the monthly reports with the 
Contractor's EVMS shall comply Contractor and provide feedback 
with Earned Vallie Management's • ConlTT!clor shall provide FINAL versions of 
Seven (7) Principles. reporls wilhin 10 business days after 
An Executive Summary receiving BARDA comments/edits 
highligbtiug the progress. issues • lnlegtated Perfom1ance Management Report 
and relevant manu[ncluring, non-

(IPMR) shall be developed according to the 
clinical, clinical and regulatory 
ac.:tivities. TI1e Executive Summary instructions of Data Item Description (DiD) 

should highlight only critical issues #8 I 861 A 
for that reporting period and • Tbe CPR shall be provided on the 20'11 day of 
resolution approach; limited to 2 the month covering the preceding month, 
pages i11cluding tbe same month as the Annual 
BARDA Contractor Cli11icnl Trials Report(s) is due 
!J1fom1ation Sheet covering 
ongoing BARDA-sponsored • The IPMR required formats for this Contract 

shall be Formats l (WBS), 3 (Performance clinical studies. This fonn shall 
provide datn on relcvam activities Measurement Baseline Changes and 
du.ring the period covered, by study Reconciliation), 5 (Variance Analysis Report 
site, including: cumulative - Narrative Fom1), and 6 (Integrated Master 
enrollment; new enrollments; Schedule) 
screen failures; patients dropped 
from stlldy; AE and SAEs; 
activation or inactivation oJ'study 
sites; investigator appoi.ntmeot.s or 
changes; and status of IRB/IEC 
review/approval/renewal 
Progress in meeting contract 
milestones organized by WBS, 
overall project assessment, 
problems encountered and 
recommended solutions. 171e 
reports sha ll detail lhe planned and 
actual progress during the period 
covered, explaining any differences 
between tbe two and the corrective 
steps 
A tluee-moni-h rolling forecast of 
tl1e key planned activities, 
referencing the WBS/IMS 
A tracking log of progress on 
regulatory submissions with the 
FDi\ number, description of 
submission. date of Sltbmission, 
status of submission and next steps 
Estirnated and Actual Expenses 
a. Tbis report shall also contain a 
muTalive or t~ble detailing whether 
there is a signifkanl discrepancy 
(> I 0%) at this time between the % 
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of work completed and the 
cumulative cost~ incun-e<l lo date . 
Monthly and actual expense s 
shoul<l be broken down lo the 
appropriate WBS leve l. TI1is 
section of the report shou ld also 
contain estimates for the 
Subconlrnctors' expenses from the 
prev ious month if the Subcontractor 
did not submit a bill in t11e previou s 
month. If the subcontractor(s) was 
not working or did not incur nny 
cost~ in the previou~ month , then a 
statemen t 10 this effect shou ld be 
included in this report for ihosc 
respective subcontractors If the 
COR and CO are satisfied that the 
contracto r's reporting is si1fficient 
to convey tllis information, tl1is 
section may be waived. 

A drafl Final Technical Progre ss 
Rcpo11 containing a summation of the 
work performed and the results 
obtained over the 1mt·irc contract. This 
report shall be in sufficient detail to 
folly describe the progres s achieved 
under all milestones. Repo1t should 
contain a timeline of originally 
planned and baselined activities and • Tlie Draft Tec hnical Pro6'Tess Report shall be 
milestones overlaid with actual subm itted 75 calendar days before the end of 
progress attained duri11g the contract. 
De~criptions an<l rationale for the PoP and the Fina l Technical Progress 

activities and milestones rhat were nol Report on or before the comp letion date of 

completed as planned should be !he PoP 
provided. The draft report shall be • COR will provide feedb(lck on draft report 
duly marked as 'D raft' within 15 calendar days of receipt , which the 

Contractor shall consider incorpora ting into 
The Final Technical Progress Report 

the Final Repoli 
incorporating feedbac.k received from 
BARDA and containing a summation 
of the wo rk performed an<l the resu lts 
obtained for the entire contract PoP. 
The final repon shall document the 
tesults of the entire contract. The final 
report shall be duly marked as 'Fi nal '. 
A cover letter with the repo rt wiJI 
contain a summary (not to exceed 200 
word~) of salient resul~ achieved 
during the oerformance of the contract 

• Draft report dlle within 45 calenda r days 

a.fl er completion of analysis aod at least 15 
business <lays prior to submissio n to fDA 

• Subcontractor prepared report s received by 

Contractor shall provide Draft and the Contractor shall be submitte<l to the COR 

Pinal Cli11ical/Non-Cli11ical Srudy and CO for review and comment no later 

Repm1s to BARDA for review and tJ1an 5 business days a Iler receipt by 

comment. Contractor 

• Tht: Government will provide written 

comments to lhe Draft Report for Clinical / 

Non-Clinical Study reports within J 5 
business <lay, after the submission 

• Final report due 30 calendar days after 

receiving comments on the Draft Final 
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Report for Clinical and Non-Cli11ical Studies: 

lf corrective action is recommended , 

Coob·actor must address al I concems rnisetl 
by BARDA in writing 

•Conlrnctor shall consider revising reports to 

address BARDA's recommenda tions prior to 

FDA submission 

• Cor1tr-actor will submit Man ufacturi"ng 

Reports at least 15 business days prior to 

At BARDA 's request , Contractor shall FDA submission 

provide Manufacturing Reports to • The Government will provide written 
BARDA for review and comment comments to lhe m.inuJacLuring report within 
prior to submi ssion to FDA 15 business clays ;ifter the submission 

• lf cotTective action is recommended. The COR and CO reserve the iight to 
req uest within the PoP a 11011- Contractor must address all concerns raised 

proprietary Man ufactmi11g Report for by BARDA in writing 

distribution within tbc USG •Conlrnctor shall consider revising reports to 

address BARDA's concerns and/or 

recommendations prior to FDA submission 

• Contractor will submit Product Deve lopment 

Source Material Repor t 

0 Wit hio mouth ofconlrnct award 

The Contractor sha ll submit u detailed C Within 30 days of substan tive changes 

spreadsheet regarding critica l project are made to sources aod/o r materials 
materials that arc sourced from a 0 Or on the 61h month contract 
location other than the United States, anniversary . 
sources, and manufacturing sites, 
inch1ding but not limited to: physical 

• The Government will provide written locations of sources of raw and 
processed material by type of materia l: comment s to the Product Development 

location and nature of work perfom1ed Source Materia l and Manufacturing Report 

ot manufacturing sites ; and location within 15 busim:ss <lays afler the submission 
and nature of non-dinical and clinkal • If correc tive action is recommended, 
study si tes" Con tractor must address all concerns raised 

by BARDA in wri ting 

Contractor will subm it Work Locations 

Report : 

• Within 5 businetiS tlayti of contract award 

• Within 30 business days afl:er a subs tan tive 
The contractor shall submit detailed location or capab i lities change 
data regartling locations where work 

• Within 2 busines~ clays of a subs tantive 
will be performed under Ibis contrac t. 

change if the work performed supports including addr<Jsses, points of contact , 
and work perfonned per location . to medical countermeasure development that 

include sub-contractors addresses a threat that has been declared a 

Pub1ic llealth Emergency by the llHS 
Secreta ry or a Public Health Emergency of 

lntematiunal Concern (P HEJC) by !he WI IO 

TI1c contractor shall submit detailed Contractor shall submit Clioical Reports on a 
dinical reports during active clinical week I y basis starting when first pallent is 
trial enrollment to include at a enro lled and endit1g when last patient is 
m inimum number of subjects screened enro lled . 
and enrolle d, site activation stan1s. 
safety reporting (SAEs), devia tion 
reports and database management 
Exact format TBD by COR and 
contractor. 
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Draft study protocols will be submit ted to 

COR electronically prior to finalization . 

0 BARDA wi ll provide comments 
with in IO days of receip t of draft 

protocol 
The contractor shall submit draft and 0 Contractor sball respond in writing 
final nonclin ical and clinical study to BARDA comments and 
protocols to CO and COR recornmendalions prior to 

finalization of protocol. 

Final study protocols will be submitted to 
COR electronically no later than 10 business 
davs orior to FDA submission 
Cont.rnctor will submit a1 least IS days prior to 

Contractor must subm it a data package contract end date. Partial da1a-se1s may also 
consisti .ng of all raw data produced be requested for delivery prior to submission 
under this contract. Data maybe used of the Final Data Submission Package. 
by BARDA for ana lysis, evaluation, 
sbared with 01her agencies, or shared 
outside of the government consistent' 
with FAR 52.227-14. TI1is submission 
package must be delivered in a non-
proprietary formal 

If clinical trial data is included, that 
data must be provided cons istent with 
applicable privacy laws to protccl 
personally identifiable informalion 
(Pl!). 

Upon request aod also as part of Coimaci-or sbal l provide the TechHical 
deliverablos tbc Contractor shall Documents upon request from the CO or 
pro vide raw data, data analysis, or data COR 
report to BARDA. 

Conlrnctor sha ll accommodate • If issues are identified during the audit. 
periodic or ad hoc site visits by Contractor shall submit a report' to BARDA 
BARDA. IfBARDA, the Contractor, detailing the finding a11d con-ectivc action(s) 
or other parties identifies any issues 

within JO business days of l'hc audit 
during an audit, !be Contractor shall 
capture the issues. idel)tify pole,ntial • COR and CO will review the report and 

solutions, and provide a report to provide a respon se to the Contractor with I 0 

BARDA business days 

•O□ce corrective aclion is comp leted, i-ha 
Conli-actor wilJ provide a final report lo 

BARDA 

Int.he eveot ofan FDA inspection that • Contractor shal l notify CO and COR witltin 
occurs in relation to this contract and JO business days ofa scheduled FDA audi t 
for the product, or for any other FDA or within 24 hours ofan ad hoc site 
inspection that has the reasonable 

visit/audit if the PDA docs not provide 
potentia l to impact the pcrfonnancc of 
tbis co11trnct, the Contractor shall advanced notice 

provide the USG with an exact copy • ConlTactor shall provide copies of any FDA 

(non-redacted) of the FDA Form 483 aud it report received from subcontractors 
and the Establishment Inspection tha! occur as a result oflhis contrac t or for 
Report (EIR}. The Contractor sha ll this product with.in l busi11ess day of 
provide tile COR and CO with copies receiving correspondence from the FDA or 
ofl he plan tor addressing areas of non-

third party 
conformance lo FDA regulations for 
GLP, GMP , or GCP guidelines as • Within 10 business days of audit report. 

idenlified in the audit report. status Contract.or shall provide CO with a plan for 

Page 24 or I 12 



HHS-20-1172-A-000025

03.3 QA Audits 

Risk Management 
03.4 

Plan (RMP) 

03.5 
Integrated Master 
Schedule (JMS) 

Deviation 
03 .6 Notifica tion and 

Miligation Strategy 

AMEf ICAr--.. 
pVERSIGHT 

Contract No. 75A50120C00034 Development of an mRNA Vaccine for SARS-CoV-2 

update s during the plans execution and addressing areas ofaonconfonnance. if any 
a copy of all final responses to the are identi tied 
FDA. The Contractor sha ll also 
provide rec.lacted copies of any FDA 
audits received from subcontrac tors 
tha t occur as a result of this contract or 
for this producL The Contractor shall 
make arrangements for BAR.Di\ 
representative (s) to be present duri1ig 
the fi.nal debrief by the regulatory 
inspector 

BARDA reserves the right to • Contractor sha ll notify CO and COR a 
panicipate iu QA audits performed by minimum of IO business days in advance of 
the contractor. Upon complctiou oftbe upcoming, audits/si te visits of subcontTaccors 
audit/site visit the Contractor shall 
provide a report capturing the findi11gs, • Contn1ctor shall notify the COR and CO 

results and next steps in proceeding within 5 business days of report completion. 

witb the subcontrnctor. If action is • COR and CO will review the report and 
requetited of the subcontractor , prov ide a response to tbe Contractor with I 0 
detai led concems for addressing areas business days 
ofnon-confi;)l:mance to FDA 
regu lations for GLP , GMP, or GCP 
guideline s, as identified io the-audit 
report, must be provided to BARDA. 
The Contractor shall provide responses 
from the subcontractors to address 
these concerns and plans for corrective 
action 

• A Draft is due 90 business days within 
contract award; updates to the RMP are due 

The Contractor sha ll provide an RMP 
concurrent with Monthly Technical Progresi; 

that outli.nes the impact;; of each risk in 
Reports. The comracto r may choose to notify 

relation to the cost, schedule. atid the government up to two times every three 

performance objectives . The plan shall months if there are no changes from the prior 

inclLtde 1isk 111itigation strategies. Euch submission , and not submit an update 

risk mitigation strategy will capt ure • BARDA will provide Contractor with a list 
how the corrective action will reduce of concerns in respon~e plan submitted 
impacts on cost, ~chedule and 

•Cont:ractor must addres s, in writing, all 
performance 

concerns raised by BARDA within 20 
busi11ess days-of Co ntractor's receipt of 

BAR.DA 's concerns 

• The IMS is to be submitted in hoth PDF and 

The contractor sJiall provide an lM S 
Microsoft Project Form to tile COR 

that illustrates project tasks , • The first Draft of the IMS is due 30 business 

dependencies, duration s throughout the within coo tract award 

period ofperfonnance , and milestones • The Government will request revisions 
(GO/NO -GO). The IMS must map Lo will.tin IO business days, at wlticb point the 
the WBS, and provide baseline. and schedule baseline for the period of 
actua l or forecast dates for completiolJ performance will be set 
of tasks 

•Thereafter an updated JMS is due concurrent 
with Monthly Technical Progress Reports 

Process for changing IMS activit ies • Due at least JO business days prior to the 
associated wit:b cost and schedule as Coo tractor unt icipati ng the need 10 
baselined. Contractor shal l notify implement changes 
BAR.DA of significant proposed 
chm1ges the IMS defined as increases 
in cosl above 5% or schedule s lippage 
of more than 30 days, which would 
require a PoP extension. Contractor 
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shall provide a high level management 
strategy for risk miti1rntion 

• Due within 48 hours of activity or incident or 

Contractor shall communicate to 
within 24 hours for a secu rity activity or 

BARDA and document all critical 
incident 

programmat ic concerns. issues, or • Emai l or telephone with written follow-up to 

probable risks d1at have or arc li_kely to CORandCO 

significantly impact project schedule • Additional updates due to COR and CO 
and /or cost and/or performance. within 48 hours ofadditio□al developments 
"'Significant' · i~ frequently defined as a 

• Contractor shall submi t within 5 bLL~iness 
I 0% or greater cost or sc hedu le 

days a Corrective Action Plan (if deemed variance within a control account , but 
shOL1ld be confirmed in cot1sultatio11 necessary by either party) to address any 

with the COR. Incidents that present potentia l issue~ 
liab ility to the project even without • If corrective action is deemed necessary. 
cost /schedule impact. sucb as breach Conln1ctor must address in wrili ng, its 
ofGCP during a clinical study. must considera tion of concerns raised by BARDA 
also be reported 

within 5 business days of receiv ing such 

concerns 

Upon request, Contractor ~hall provide • Contractor sha ll provide technica l document 
CO and COR with deliverables from with.in JO busi ness days of CO or COR 
the following eonlTact funded request. ContTactor can requ est additional 
activities , quality agreements between 

Lime on an as needed basis 
contractors and sub-contractors, 

• If corrective action is recommended, the process Development Reports, Assay 
Qua] ification Plan/Repott, Assay Contractor must address, in writing, concerns 
Validatio□ Plan /Report , Assay raised by BARDA in writing 
Technology Transfer Report, Batcb 
Records , SOPs, Master Production 
Records, Certificate of Analysis. 
Clinical Studies Data or Reports. The 
CO and CO R reserve the 1ight to 
request within the PoP a non-
proprietary tecb oic..~.11 documen t for 
distribution within the Government 

Contractor sha ll provide Animal 
• Contractor sha ll provide a draft package 

Model or Other Technology Tran sfer within 20 business days ofCOR or CO 

Package containing relevant requesr 

methodology and data sufficient to • Contractor shall revise lbe package to 
enab le other practition ers in the field address BARDA 's concerns, 
to successfully replicate experimental recommendations and/or requests for 
condit ions devekiped and tested with 

additional detail 
BARDA suppott 

Contractor shall provide raw data or •Contractor sha ll provide raw data or data 
data analysis to BARDA upon request analysis to CO and COR within 20 business 

days of request 

Any manu script or scien tific meeting • Contractor must submit all manuscript or 
abstract containing data generated scie ntific meeting abstract to PO aod CO 
under this contract must be submitted prior to submission / presentation by 30 
to BARDA for review prior lo business days for manuscripts aod 15 
submission. Acknowledgment or business days for abstracts or posters 
BARDA funding must be included as • Contractor must address in writing all 
noted in contract articles H.9 and H.24 concerns raised by BARDA in writing 

• Final submissions shall be subn1itted to 
BAJillA concurrently or no later Lhan one 
( l) calendar day of its submission 
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FDA The Contractor shall memorialize any •Conb·actor shall provide copies of any FDA 

10.1 
Correspondence 

correspondence between Contractor correspondence within 2 business days of 
and FDA and submit to BARDA correspondcoce 

• Contractor shall submit draft FDA 
submissions to BARDA at least I 5 business 

The Contractor shall provide BARDA days prior to FDA submission 
the opportunity to review atid 
comment upon all draft submissions • BARDA will provide feedback to Contractor 

before submission to lhe FDA. within TO business days of receipt 

10.2 FDA Submissions Contractor shall provide BARDA with • The Cootractw must address, in writing, its 
an eleclrnnic copyofrhe final FDA consideration of all concerns raised by 
submission. All documents shall be BARDA prior lo FDA submission 
duly marked as either '·Draft" or 

• Final FDA submissions shall be submit1ed lo "Final" 
BARDA concu1Tenlly or no later tban I 
calendar day of submission 

• C'onLractor shal I ensure that the CO has 
received and approved an advanced copy of 
any press release lo this contract not less 
than 5 busiuess days prior to the issuance of 

Contractor agreos to accurately and 
the press release 

11 Press Releases fact11ally repre~ent the work conducted 
• 1f corrective aclion is required, the 

under this eo11traet in all press releases Contructor agrees to accurately and ftictually 
represent the work conducted under this 
contnci- in all press releases 

• Any final press releases shall be submitted 
to BARDA no later than one (I) calendar 
day prior to its release 

1. Deta.iJed Description of Select Contract Deliverable s 

A. Monthly and Annual Progress Reports 
In additiot1 to ti1ose reports required by the other tenns of this contract, the Contractor sha ll prepare and submit the following reports 
in the manner staled below and in accordance with this Article F ofth1s contTact, and in the Statement o-fWork, attached to this 
contract as Attachment 1 (Sl:.CTlON J-List of Attachments). 

i. Monthly Progress Report 

This report shall include a description of the activities dt1ring the reporting period, and the activities pla1111ed for the 
ensuing rcpo11ing period. The first reporting period consists of the first fttll month of performance plus any fractional 
pan of the initial month. Thereafter, the reporting period shaU consist of each calendar month. 

The Conlrnctor shall submit a Monthly Progress Report uccording to the dates set forth in the summary table 
(''Summary of Contract Deliverables") under this article. The progress report shall conform to the requirements set 
forth in the DELIVERIES Article in SECTION F of this contract. 

The format should include: 

AMEf ICAr--.. 
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• A cover page that includes the contract number and title; the type of repo11 and period Lhat it covers; the 
Contractor's name, address. telephone □umber, fax number, and e-mail address: and the date of submission: 

• SECTION I - EXECUTfVE SUMMARY 

• SECTION II - PROGRESS 

• SECTION II Part A: OVERALL PROGRESS - A desc1iptiort ofoverall progress. 

• S.BCTION ll Part B: MANAGEMENT AND ADMJNISTRATfVE UPDATE - A description of al I meetings, 
conference calls. etc. that have take11 place during the reporti11g period. Include progres$ on administration 
and management issues (e.g., evaluating. and managing subcontractor perfomrnnce, and personnel changes). 

• SECTION II Part· C: TECI INICAL PROGRESS - For each activity related to Gantt chait , document the 
results of work completed and cost incurred during the period covered in relation to proposed progress, effort 
and budget. The report shall be in sufficient detail to ex-plain comprehensively the results achieved. The 
description shall include pertinent data and/or graphs in sufficient detail to e~;plain any significan1 resul ts 
achieved and preliminary conclusions resulting from analysis and ~cientific evaluation of data accumulated to 
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date under the contrnct. The report shall include a description of problems oncountcred and proposed 
con·cctive action; differences between planned and actual pro!,rress, why the differences have occurred and 
what corrective actions are planned; preliminary conclusions resulting from analysis and scientiJic evaluation 
o[ data accumulated ro date under tl1e project. 

• SECTlON II Part D: PROPOSED WORK - A summary of work proposed related to Gantt chart for the next 
reporting period and preprints/reprints of papers and abstracts. 

• SECTION Ul : Estimated and AetLtal Expenses. 
a. Tbis section oftbe report shall contain a narTative or table detajling whether there is a signJiicant 
discrepancy( > I 0%) at this time between the% of work completed and the cumulative costs incurred to date. 
Mont11ly and actual expenses should be broken down 10 the appropriate WBS level. 
b. This section of the report should also contain estimates for the Subcontractors' expenses .rrom the previous 
month if the Subcontractor did not SLtbmit a bill in the previous month, Jfthe sl1bcontractor(s) was not 
working or did not incur any costs in tile previous month. then a statement to this effect should be "included in 
this report for those respective subcontractors. 

A Monthly Pro1:,•ress Report will not be required in the same month that the Annual Progress Report is submitted. 

IL Annual Progress Report 
This repo1t shall include a summation or the rc~ulls of the entire contract work for the period covered. Monthly 
Progress Reports shall not be submitted in the same month when an Annual Progress Report is due. Furthermore, an 
Annual Progress Report will not be required for the period when the Final Report is due. 

The first Annual Progress Report shall be submitted in accordanco with the date sot forth in tbe tablo ("Summary of 
Contract Deliverables") 1u1.der ARTICLE F.2. ofthis contrnct. The progress report shall conform to the requirements 
set forth in the DELIVERIES Article in SECT10N F of this contract. 

Each Annual Progress Report shall include: 

• A Cover page that includes the contract number and title; the type of report and pe1iod that it coveJS: the 
Contractor's name. address. telephone number, fax number. and email addross; and the date of submission; 

• SECTJON I: EXECUTrvE SUMMARY - A brief overview of the work completed, and the major accomplishments 
i:ichicved dlu·ing the reporting pcriocl 

• SECTJON II : PROGRESS 

• SECTION fl Part A'. OVERALL PROGRESS - A descript ion of overall progress. 
• SECTION II Part B: MANAGEMENT AND ADMINISTRATIVE UPDATE -A high level summaiy of critical meetings, 

etc. that have taken place during the reporting period. Include: progress on administration and management to critical factors 
of the project (e.g. regulatory compliance audits and key pcrsonnc:l chai\gcs) . 

• SECTION II Patt C: TECHNICAL PROGRESS - A detailed descriptjon oftbe work performed structured to follow the 
activities and decision gates outlined at the Integrated Baseline Review and as described in tbe Integrated Master Plan. Tbc 
Report should include a descriplion of any problems (technical or financial) that occurred or were identified during the 
reporting pciiod, and how these problems were resolved. 

• SECTION I[ Part D: PROPOSED WORK - A summary of work proposed for the next year period to include ao updated 
Gantt Chart. 

• SECTION Ill: Estimated aDd Actual .Expenses. 
a. This section oftbe report shall contain a narrative or table detailing whether there were discrepancies 
between estimated and actual expenses over the past year. Acnial expenses sbouJd be broken down to the 
appropriate WBS levcL This section of the report should also contain estimates for outstanding costs for the 
previo11s year whicl1 may have been incurred. bur-not yet billed. 

Contractor also should include the followi.ng in the Annual Progress Report: 

I . Copies of manuscripts (published and unpublished), abstracts, and any protocols or methods developed 
specifically under the contract durlng lbe ceportjng period; and 

2. A summary of any Subject Inventions per the roqu.irernents under FAR Clause 52.227-11. 
iii, Draft Final Report and Final Report 

TI1ese reports are to include a summation of the work perfonned and results obtained for the entire contract pe1iod of 
performance. This report shall be in sufficient detail to describe comprehensively the resu.lts achieved. Toe Draft Final 
Repo1t and Fi.nal Report sh;ill be submitted in accordance with lhe DELIVERIES A.t1icle in SECTION F of the 
contract. An Annual Progress Report will not be required for the period when thc Final Report is due. The Draft Final 
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Report and tbe final Report sha ll bo submitted in accordance wrtb the dates set forth in the table ("Summary of 
Conlracl lJeliverab les") under ARTICLE F.2. oftbis contract. The report shall confom1 lo the following fom1at: 

l. Cover page to include tl1e coi1tract number . contract title. performance period covered. Contrac tor's name 
and address, telephone nuJnbcr, fax nwnber , email address and submission date. 

2. SECT ION I: EXECUT IVE SUMMARY - Sum11iarize the purpose and scope of the contract effor t 
including a summary of the major accomplishments relative to the specific activities set fotth i.n the 
Stateme nt of Work. 

3. SEC TION II: RES UL TS - I\ detai led description of the work pe1fom1cd related to WBS and Gantt chart, 
the results obtained, and the impact of the resu lts on the scientific and/or public health commun ity 
i11cluding a listing of all manuscripts (publisned and in preparation) and abstracts presented during the 
enLire period of pe rformance and a summary of all i.nventions. 

Draft Final Report: The Con tractor is required to submit the Draft Final Report to the Contracting Officer ' s 
Representative and Contracting Officer. The ContractiJ1g Officer's Representative and Conti-acting Officer will review the 
Drafl Final Report and prov ide the Contractor wiili commen ts in accordance with the dales set forU1 in ARTICLE F.2. 
of this contracL 

Final Report: The Contractor will deliver the final version of the Final Report on or before the completion date ufthe 
contract. The fina l version sha ll include or address the COR's and CO 's written comments on the draft report. F inal 
Report sha ll be submille <l on or befo re !he comp letion date of the contract. 

iv, Summary of S:,lirnt Results 

The Contractor shall SL!bmit. wi lh the Final Repon , a summary (not to exceed 200 words) of salient results achieved 
during the performance of the contract. 

v. AudH Reports 

Within thirty (30) calendar days of an aucLit related to conformance to FDA regulations and guidance, including 
adherence to OLP, GMP , GCP guidel ines, the Con tracto r shall provide copies of the audit report (so long a$ received 
from tbc FDA) and a plan for addressing areas ofoonconformaoce to fDA regulations and guidelines for OLP, GMP . 
or GC P guidelines as identified i11 the final aud it report. 

v1. Other Technical Reports 

I . Draft Report for Clinical and Non-Clinical Studies and Final Report for Clinical and Non-Clinical Studies 

• The cli.11.ical trial reports shall follow the format of [oteruat ional Conference on Harmo□izatioo document ICH 
E3 "Guideline for Industry on Structure and Content of Clinical Study Reports" 

• Drafl Final Report for Cliniea l and Non-Clinical Stud ies funded by this contract will be submi tted lo the 
Contracting Officer's Representative and Co11tracting Officer (CO) for review and comment with.ill the time 
frames set forth in the table ("Summary ofContrnct Deliverables"') under ARTICLE F.2. 

• Subcontractor prepared reports received by the Contractor shall be subn1itted lo the Con tracting Officer's 
Representative and Contracting Officer (CO) for review and comment as set forth by the table in this Article , 
Contractor shall consider revising reports to address BARDA 's recom111endations prior to FDA submission. 

• The Government shall provide written co111men ts to the Draf-l Finni Report for Clin ical and Non-Cl inica l 
St11dies in accordance with the dates set forth by the tabl e in th.is Article. 

• The comprehensive Final Report for Clinical and No11-Clinical Studies will be su bmitted to tl1e Contracting 
Office r and the Contracting Officer's Representa tive set forth by the tab le in this Article. 

2. Supplemental Technical Document~ 

AMERICAr--.. 
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Upon request, Contractor shall provide CO and COR witl1 tbe following contnic t funded documents as 
specified below but oot limited to: Process Development Reports: Assay Qualification Plan/Report, Assay 
Validation Plan/ Report, Assay Technology Transfer Report, Batch Records, Contractor / Suhcontractor 
Standard Operating Procedures (SOP's), Master Produc tion Records, Certificate of Ana lysis, Clinica l Studies 
Data or Reports. The CO and COR reserve the right to request within the Period of Performance a non­
proprietary technica l documem for dis tribut ion within the USG. Con trac tor shall provide technical document 
witbi1J LO business days of CO or COR request. Contractor can request additional time on an as needed basis. 
If edits are recommended , the Contractor must at.l<lress, in writing , concerns raised by BARDA. 
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B. Dc livcra,l.llcs Arising from FDA Correspo nde nce 

1. FDA Meet ings 
Tbe Contractor shall forward the dates and times of any meeting with rhe FDA Lo BARDA and make arrangements for 
appropriate-BARDA staff to attend the FDA meetings. BARDA staff shall include up lo a maximum of four people. 

• Contractor shall notify BARDA of upcoming FDA meeting within 24 liours of scheduling Type A, B or C meetings 
OR withi,n 24 hours of meeting occllrrence for ad hoc meetings. 

• The-Contractor shall forward initial Contractor and FDA-issued draft minutes and final minutes of any meeting with 
the FDA lo BARDA within 5 business days ofteceipl. AJI docu111e1ils shall be duly marked as eitbe( "Drafl" or 
"FiJ1al." 

ii. FDA Submissio ns 

The Contractor shall provide BARDA all documents submitted to the FDA. 
Contractor shall provide BARDA witb an electrouic copy of !be final FDA submission. All documents sball be duly marked as 
either ''Ora fl" OI' ·'Final." 

• When draft documents are submitted for BARDA review, BARDA will provide feedback to Contrac1ur wifbin 3 
business days ofreceipt. 

• When BARDA reviews draft documents, the Contractor shall revise thei1· documents to address BARDA's w1itten 
concerns and/or recom1uendalions priorto FDA submission . 

• Final FDA submissions shal I be submitted lo BARDA concurrently or no later rban I caJendar day of their submission 
to FDA. 

iii. FDA Audits 
In the event of an FDA inspection which occurs as a result of this contract and for the product, or for any other FDA inspection 
that has the reasonable potential to impact !he perfom,ance of this contract. the Contractor shull provide the USO with an exact 
copy (non-redacted) of the FDA Form 483 and the Establishment Lnspection Repon (EIR) within five (S) business days after the 
Contractors receipt of those documents. The Contractor shall provide the COR and CO with copies of the plan for addressing 
areas of 11011-confonnance to FDA regulations for GLP, GMP, or GCP guidelines as identified in the audit report, status updates 
during the plans execution and a copy of all final responses to the fDA. The Contractor shall also provide redacted copies of any 
FDA audits received from subcontractors that occur as a result of'this contract or for this product The Contractor shal l make 
arrangements for BARDA representative(s) to be present dudng rhe final debrief by tlie regulatory inspector. 

• Contractor shall notify CO and COR within LO business days of a scheduled FDA audit or within 24 hours of an ad 
hoc ~ire vi~it/uuclit if the FDA does not provide advanced notice_ 

• Contractor shall provide copies of any FDA audit report received from subcontractors that occur as a result of this 
contract or for this product within 5 business days of receiving con-espondence from the FDA, SubcontTaclor, or 
third pany. 

• Within IO business days of audit report, Contrnctor shall provide CO with a plan for addre~sing area~ of 

nonconfonnance , if any are identified. 

iv. Manu factm·ing Campaign Repor ts 
Contractor shall provide Manufacnning Campaign Reports to BARDA for review and comment p1ior to submission to FDA. 

The COR and CO reserve the right to request within the Period of Perfonrnrnce (PoP) a non-proprietary Manufacturing 
Campaign Report for distribution within the USG. 

• Contractor will submit Manufacturing Campaign Reports al least 15 business days prior to PDA submission. 
• If con-ective action is recommended, Contractor shall address, iii w1i1ing, t"he concerns raised by BARDA. 
• Contractor shall revise the reports to address BAR.DA's concerns and/or recommendations prior to FDA submission, 
• Final FDA submission shall be 8ubmitted to BARDA concu1Tently or no later than l business day after submission to 

the FDA. 
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v. Other FDA Correspondence 
The Contractor shall memorialize any correspondence betwet:n Contractor and FDA and submit to BARDA . A ll documt:nls 
shall be duly marked as either "Draft" or "Fioal." Contractor sha ll provide written summary of any FDA COITespondeucc with.in 
5 business days of corrcspondonce. 

i. Risk Manag~ment Plan 

The Contractor shall provide a Risk Management Plan that outlines the impac ts of each risk in relation to the cost , schedule, and 

perfom,ance objectives. The plan shall include risk mitigation strategies. Each dsk mitigation strategy will capture bow the 
corrective action will reduce impacts on cost, schedu le and perfom1ance . 

• Due within 90 days of contract award 

• Contractor provides updated Risk Management Plan in Monthly Progress Report 

• BARDA shall provide Contractor with a written list of concerns in response plan submitted 

• Contracto r must address . in writing. all concerns raised by BARDA within 20 bu!.iness days of Contractor '~ 

receipt ofBARDA's concerns. 
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3. Contract WBS Milestones/DeHverables and Technical Deliverab le!! 
Work Breakdown Stmc ture (Wl3S), Go/No Go Program Stage Gates Gantt Chart , Integrated Master Schedule 
(lMS) 
b){4} 
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Integrated PrOb<ram Gantt Chart 
Gantt Chart ofModcma's Proposal ''Developmen t ot' an mRNA Vaceiue mRNA vaccine" 

b)(4) 
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Deliverables 
·r1ie primary deliverable of this proposal is a licensed mRNA vaccine. IJ1 addition, the team, in partnership with BARDA, will also design a 
plan to enhance Motlerna's ability to rapidly respond to a Coronavinis pandemic by leveraging OLLr mRNA platform. Inter im deliverables 
are presented below. 

mRNA Vaccine Development 

1.1 Program Management 

I. I.I Program and Alliartce Management 

1.2 Nonclinical Toxicology 

1.2.2 Safety 

1.2.2.1 Development and Reproductive Toxicology 

1.3 Nonclinical 

l.3.J Model Development (reserved) 

1.3.J.2 NHP Efficacy Study 

1.3.1.3 Mouse Efficacy Study 

J.4 Clinical 

1.4.2 Phase 2 

l.4.2.1 Phase 2 Safety and lmmunogcnicity Study 

l.4.3 Phase 3 
l .4.3.J Phase 3 Efficacy or Safety and Imrnunogcnicity 

1.4.3.2 Phase 3 Lm-to- Lot 

1.4.3.3 Phase 3 Adolescents 

1.5 Regulator y 

1.5.1 IND 
1.5.1.1 rND Filing 

1.5.U IND Maintenance 

1.5.2 BLA 
1.5.2.1 Bl,A Submission 

1.6 CMC 
1.6.3 Pilot Scale Manufacturing 

1.6.3.2 CTM Manufacture for P20 I 

1.6.3.4 CTM Manufacture for P30 I 

1.6.3.6 CTM Manufacture for P302/P303 
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-Management Plans; RoLttine Reporting 
Deliverables 

- Final Study Report 

- Final Study Report 

- Final Study Report 

- Clinical Study Protocol 

- Final Clinical Study Report 

- Clinical Study Protocol 

- Final Clinical Study Report 

- Clinical Study Protocol 

- Final Clinical Study Report 

- Clinical Study Protocol 

- Final Clinical Study Report 

-NA 
- Record of PDA Communications 

-NA 

- CoA for Clinical Lots 

- CoA for Clinical Lots 

- CoA for Clinical Lots 
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G. CONTRAC T ADM lNIST RATION 
G.J Contracting Officer 

The Contracting Officer (CO) is lhe only individual who can legally comm it the Gove rnm ent to the expend iture of public fw1ds. 
No person othor rhao the Contracting Officer can make any changes to l'hc tenn s. cond itions. ge neral provisions or other 
s tipulations of this Con tract. 

The Contracting Ollice r is the on ly indi vidual with authorit y to act as agi:nt of the Government und er this Con tract , with 
authority to ( J) direct or negotiate any changes in the sta tement of work, (2) mod ify or e~'tend the period of performance . (3) 
au thorize rei mbur sement to the Co11tractor for any cost s incuned during the perfo rn1ance oft his Contract and/or (5) otherwise 
change any term s and conditions of thi s Contract. 

No information, other than that which may be. contained in an authorized modification to this contra ct duly issued by lbe 
Contrac ting Officer. which may bc received from any person emp loyed by the United States Govcmmcot, or othetwisc, shall be 
cons idered grounds for devia tion from any stipu lation of this contract. 

Wendell Conyers - (202) 692-4784 - wende ll.conyers@hhs.uov - Office No . 21 K 13 
Supervisory Contract Specialist Division of Contracts Managemem & Acquisi tion (CMA) 
Biome<lical Advanced Researc h & Developmt:nt Authority (BA RDA) 

G.2 Con tracting Oflicer 's Repre sentative 

As delegated by the CO , tbe Con tracting Officer's Represen tative (COR) is responsible for : ( I) monitoring tbe Contr actor's 
technical progress , includin g the surveil lance and assess ment of perfonnance and recommending lo the Contracting Officer 
changes in requireme 1lls; (2) assis ting the CO in interpreting the statemen t of wo rk and any other technical performanc e 
requirements; (3) performing technical evaluation as rcqt1irecL (4) pefiorming technical inspections required by this contrac t; and 
(5) assisting in the reso lution of technical problelll!J encountered during performance . 

Chuong Huynh - (202) 260-2177 - chuong .huvn h@ hhs.!!OV - Office No . 
Project Officer / CO R for Development Activities 
[nJ]ue11Za and Emerging In.fectiotis Diseases Division 
Biomedical Advanced Research & Development Authority (BAR DA) 

G.3 Deliveries 

All deliveries of physical docu monts, shall be add ressed io the fo llowing fom 1at: 

UPS/FedEx/USPS 
U.S. Department of Health & Huma11 Services 
lnsnt Recipient's Nome 
HHS/ ASPR/BARDA 
Insert Office Number O'Neill House Office Buildi.ng, 2'"1 F loor 
Washington, DC 20515 
fltsert Recipient's Telephone Number 

G.4 Invoicing lnstructions 

Invoices for payment shall be submitted to the Contracting Officer and Contracting Officer's Representative , as one (I) bard 
copy and one ( I ) elect ron ic copy add ressed in the forn1at indi cate d in G,3, shall follow the detailed invoic ing insh·uction s listed in 
Section J, and include an SF -1034. 

co 
·wendcll Conyers (Contracting 
Officer) 
HHS /AS PRJBAR.Di\/CMA 
O'Neill I louse Office 
Building 
Room Num her 2 IC06 
Wasbingtoll, DC 20515 
Email: 
wuede ll.convers@ .hhs.gov 
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COR 
Chuong Huynh (COR 
HI-IS/ ASPR /BARDA 
O'Neill House Office 
Building 
Room Number 
24 K.24 
Washing ton. DC 205 15 
TBD 

Alternate COR PSC 
TBD AltCO R 
HRS / AS PR/ BARD A 
O 'Neill Hou se Oflicc PSC Iuvoices @12sc .bhs. go 
Building '!. 
Room Number 24K13 
Washington. D.c.205 15 & 
TBD 

"HH S e-Room'" (shared 
access may be provided to 
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I 
tl1c Contractor after 

. award). 

a. Contractor invoice s/fimmcial reports shall conform to the form, format, aod content reqttirements of the 
instructio11s for Invoice /Financing requests and Contract Financi al Repo rting. 

b. Monthly invoices mu st include the. cumulative total expenses to da te. adjusted (as app licable) 10 show-any 
amounts suspended by the Governmenl 

c. Tb e Contractor agrees to immediately notify the CO in writing if there is an anticipated ovemrn (any amount) or 
une x-pended halance (greater than l 0%) of the estimated costs for the base period or any op lion pe1iod(~l (See estimated 
costs under Section B) and the reasons for the variance. These requirements are in addition to the specifie d requirements of 
FAR 52 .232-20, Limitation of Cost that is incorporated by reference under Section I. I which states: 

Limitation of Cost (Apr 1984) 

The parties estimate that performance of this contrnct, exclusive of any tee, will not cost the Govemmcnt more 
than (I) the estimated cost specified in tbe Schedule or, (2) if this is a cost-sharing con tract , the Government's share of the 
estimated cost specified in the Schedule. The Contractor agrees to use irs beS1 effons to perform the work specified in 1be 
Schee.Jule and all obligations under this contract within the estimated cost. which, if this is a cost-sharing conti-act. includes 
both the Government's and the Contractor's share of the cost. 

The Co ntract or sha ll notify the Co ntractin g Officer in writing whenever it has reaso n to believe that-

TI1e costs the Contractor expects to incur under this contract in the next 60 day~. when added to all costs 
previously incurred , will exceed 75 percent of the estimated cost specified in the Schedu le; or 

The total cost for the performance of this contract, exclusive of any fee, will be either greater or substantially 
less 1han bad been previously estimate d. 

As part of the notification, lhe Contractor shall provide the Contracti ng Officer a revised estimate oftl1e total 
cost ofperfom1ing this contracL Except as required by other provi s ions of thi s contract, spe<.:ificully citing and state d to be al'.l 
except ion to tbis clause--

The Government ii, not obligated 10 reimburse the Contractor for costs incurred in excess of (i) the estimated cost 
specified in the Schedule or. (ii) iftbis is a cost-sharing contract, the estimated cost to the Government specified in the Schedule: and 

The Cootractor is not obligated to continue perfonuaocc ·under this eoJ1tract (ioc luding actions under the Tennination 
claL1~e ufthis contract) or otherwise incur costs in excess of the estimated cost specified in the Sche.<lule, until the Contracting Officer (i) 
notifies the Contractor in wr iting that the estimated cost has been increased and (ii) provides a revised estimated total cost of performing 
this contract. I I' this is a cost-sharing contract, the increase shal I be al located in accordance with the fom1ula spec ified in the Schedu le. 

No notice. communicatiot1, or representat-ion in auy fonn other than that specified in paragraph (d)(2) oftnis clause, or 
from any person other than the Contracting Officer , shall affect thi s contract's estimated cost to the Government. In the absence of the 
spec ified notice, the Government is not obligated to reimburse the Contractor for any costs in excess of the estimated cost or , if this is a 
cost-sharing conlract , for any costs i11 excess oftJ1e es timated cost to Lhe Government specified in tJ1e Sc!JeduJe, whether those excess 
costs were iJ1curred during the course of the contract or as a result of termination. 

Irthe est imated cost specified in the Schedule is increased, any costs the Contractor incurs before the increase that are 
in excess ofrhe previously estimated cost shall be allowable to tJ1e same extent as i f incurred afterward, unless the Contracting Officer 
issues a termination or other notice directing that the increase is solely to cover termination or ofher specified expeJ1Ses. 

Change ordet-s sha ll not be considered an au thorizatio n to exceed the estimated cost to rhe Government spec ified in the 
Schedule. unless tJ1ey contain a statement increasing the estimated cost. 

If tJ1is contract is terminated or the estimated cost is not increased , the Government and the Contractor sball 
negotiate an equitable distribution of all prope1iy produced or purchased under the contract, based upon the share of costs 111cu1Ted by 
each. 

d. The Contractor shall submit an electronic copy of the payment reque st to the approving official i11stead of a paper copy. 
Tho payment request shall bl' transmitted as au attachment via e-mai l to the address listed above iJ1 oDe oftbc following 
fonnals: MSWord, MS Excel, 01· Adobe Portable Document Fmmat (PDP) . Only one payment req L1es1 shall be submitted per 
e-mail and the subject line of the e-mail sha ll iocludc the Contractor's name , contract number , and unique invoice number. 

e. An electronic copy of the payment request sball be uploaded into tile designated eRoom (as defmed in Sectioll F.3 
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Electronic Submission) and an e-mail notiJ,cation of the upload will be provided to the CO and COR . 

f. All invoice submissions shall be in accordance with FAR 52.232-25. Prompt Payment (Oct 2008) . 

g. fnvoices - Cost and Personne l Reporting, and Variances from the Nego tiated Budget. 

h. Invoices - Cost and Personnel Reporti ng, and Variances from the Negotiated Budget. 

The Contractor agrees to provide a detailed breakdown on invo ices of the fol lowing co~t categor ies: 

1. Direct Labor - List individuals by name, title/position , hour ly/annual rare, level of effort (actua l hours or % 
ofeffoit), and amount claimed. 

2. Fringe Benefits - Cite rate and amount 
3. Overhead - Cite race and amo unt 

4. Materials & Supplies - Include de.tailed breakdown when total amount is over $100 ,000 
5. Travel - Identify travelers. elates. destination. purpose of trip , and total breaking out amounts for 

transportation (plane, car , etc .), lodging, M&JE. Cite COA, if appropriate . List scpuratcly, domestic travel, 
general scientific meeting travel, and foreign lravel. 

6. Consultant J'ces - Identify individua ls. amounts and activ ities. Cite appropriate COJ\ 
7. Sllbcontract s - Attach subcon tractor invoice(s). Cite appropriate COA 

8. Equipment - Cite author.ization and am0Lu1t. Cite appropriate COA 
9. Other Direct Costs - Inc lude detailed breakdown wben tolal a.mow1t is over $100 ,000. 

JO. G&A - Cite rate and amount. 

1 I. Total Cost (and applicable cost-shared ratio) 
12. Fixed Fee (if applicable) 

13. Total Cost Plus Fixed Fee 

Monthly invoices must include the cum ulative total expenses to date, adjusted ( as applicable) to show any amounts 
suspended bytbe USG.Nothing in this section discharges tbc contractor's rcsponsibi lityto comply with any applicable 
FAR Parts 30 or 31 dauses' relating to cos t re imbursement subcontract.~. lb order lo verify allowability, further 
breakdown of costs may be requested al the USG' s discretion. The Contractor shall subcontract with Firm Fixed Price 

Contracts 10 the maximwn extent practicable. 

i\ddiliona l instructions and an fovoicc temp late arc provided 111 Section .I-List of Attachrmmts, lnvo icc/ Furnucing Request 
Instructions and Contract Financial Reporting Instructions for Cost- Reimbursement Contracts. All invoices must be signed by 
a representative of the contrnctor authorized to certify listed charge S' arc accurate and comp ly with government rcgtil::itions. 
Invoices ~hall be signed and submitted electronically (in accordance with Section P.3 Electronic Submission). 

rfapp licablc. the Contractor shall convert any foreign cummcy amount(s) in the monthly invoice to U.S. dollars each mouth. 
on the l st of the month , using the foreign exchange rate index pL1blished on www.federa lreser ve.gov. Payment of invoice s is 
subject to the U.S. dollar limits within the Total Costs ofC'LIN 0001 and 0002 in Section B of the contract. 

The Government shall use electronic funds transfer to the maximum extent possible when making paymenrs under this contract. 
FAR 52.232-33, Payment by Electronic Funds Transfer - System for Award Management, i11 Section I requires the Contrnctor to 
designate in writing a financial instillltion for receipt of electronic fonds transfer payments. 

The electronic version of the invoice can be submiued via e-mail or uploaded through HHS ' eRoom (shared access 
may be provided to the Contractor al:kr :nvard). 

The Government may request additiona l infonnation (ti.mecards. receipts. etc .) to support costs claimed in the Contractor's 
invoices. Incomp lete invoices may be suspended by the Conti;acting Officer if the Contractor 's claimed costs can not be 
substantfoted. 

G.5 RElMBURSEMENT OF COST 

The Government shall reimburse the ConLracLor the cos t determined by the Contracti .ng Officer to be allowable (hereinafter 

referred to as allowable cost) in accordance with FAR 52.216- 7, Allowable Cost and Payment incorporated by reference in 

Section I, Contract Clauses. of tltis contract , and FAR Subpart 3 J .2. Examp les of allowab le costs i.nclude. but are not limited 

to. the following: 

a) All di.reel materials arid supplies that are used io performing the work provided for under the co11Lracl, including those 

purchased for subcontracts and purchase orders. 

b) All direct labor , including supervisory , that is properly chargeable directly to the contract , plus fringe benefits . 
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r) All other items of cost budgeted for and accepted in the negotiation of this basic confracl or modificulio11~ thereto . 

d) Travel costs including per diem or actual subsistence for personnel while in an actua l travel status i.n direct perfonnance 

of the work and services required under this contract subject to the following: 

(i) Air tmvel shall be by the most direct route using '•air coac h" or ' •air touiist" (less than first class or business cl ass t 

unless it is clearly LU1reasooable or impractical (e.g., not available for reasons other than avoidable delay in making 

reservaLions, would require circuitous routing or entail additional expe!lse offsetting the savings on fare, or would not make 

necessary connections). 

(ii) Rail travel sha ll be by the most direct route. first class with lower be1ih or nearest equivalent. 

(iii) Costs iucurrcd for lodging. meals, and incidema l expenses shaU be considered reasonable and allowable to Lbe extent 

that they do not exceed on a daily basis the per diem rates set forth in die Federal Travel Re.gulation (PTR) . 

(iv) Travel via privately owned automobile shall be reimbw·sed at not more than the current General Services 
Administration (GSA) FTR established mileage rate. 

G.<, l'roviding Accelerated Payment to Small Business Subcontractors, FAR 52.232-40 (Dec. 20 13) 

{a) Upon receipt of acce lerated payments from the Govommom, the Conn·actor shall make accclcratccl payments to its sma ll 
business subconn-actors under this contrac.1, to the maximum extent practicable and prior to when such payment is otherwise 
required under the applicable contract or subcontract , after receipt of a proper invoice and all other required documentation 
from the small bu.sincss subcontractor , 

(b) The acceleration of payments under this clause does not provide any new rights under the prompt Payment Act.-
(c) Include tile substance of this c lause, include this paragraph c. in all subcontracts with small business concerns . including 

subcontracts with small business concerns for the acquisition of commercial items. 

G.7 Contract Communication/Correspondence 

The Contractor sha ll identify all correspondence. reports, and other data pertinent to i-his contract by impri!lting thereon the contract 
number from Page I of the contract. 

[b)(4) 
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:t,)(4) 

3. In accor danc e with FAR Part 5.216-7 (d), the con tractor sha ll submit an adequate final indirect cosr rates 

proposal to tbe contracting officer within the 6-month s period following the end of its fiscal years during the 

period of contract perfom1a11cc 

G.9 Vost-Aw ard Ev aluat'ion of Co ntractor Performan ce 

(a) P11rpos11: 111 accordance witb FAR 42. 1502(a), past performanc e evaluatio ns sha ll be prepared at least an.nually and at the 
time the work under a contract or order is comple ted, via CPA RS, the Gove rnment-wide evaluation tool (www.cpa rs.gov). 

(b) fa ,a/uators : The perfo rmanc e eva luati on will be completed jointly by the Contrac t ing 
OITLcer·s Representative and tbe Contract ing Officer. 

( c) P111.fomwn ce Eval11atio11 Faf'fors: Per FAR 42. l 503(b)(2}, evaluation fac tors for each a6Sessment shall include , at a 
nrinim um: tech nical (qua lity of product or service) ; cost control ; schedu le/timel iness; management and business relarions ; 
small bt1siness subco1,tracti11g; other (as app licable). 

(d) Coll/racror Review: II. copy of the eva luatio n will be clecrron ically sent to the ContTactor as soon as prac.ticab lc after 
completi o n of the eva luati on. The Co ntractor sha ll stlbn1it commen ts, rebu tting statement s, or add itional infonnat-ion to the 
Contracting O fficer within 14 calendar days a~cr receipt ot' thc evaluation. 

(e) Resolvi11g Disagreements between the Government and the Co111raclor: Disagreements between the parties regardi n g the 
evaluation will be reviewed at a level above the Contracting Officer. The ultimate conc lusion on the perforn1ance eval uation 
is a deci sion of the contracting agency. Copies of the eva luation, Contractor's response, and review comments, if any, will be 
retained as part of the evalua tion. 

(0 Release qf Con/Tactor Performance Evaluation lnjor111ario11: The co mpleted eval uatio1J will not be released to 0U1cr than 
Government personnel and the Contractor whose perfonnm1ce is being eva luated. Disclosm-e of such inform ation cou ld 
cause hann both to the commercial interest of the Government and to the competitive position of the Contractor being 
evaluated , as well as impetle the efficie ncy of Government operation~ . 

(g) Srmrre Selection l1ifr11111ation: Departm ents and agenc ies may share past performance information with othe r Government 
department s and agencie s when requested to support flllure award decisions. The informati o11 may be provid ed through 
interview a11d/or by sending the eva luation and commen t docLui1ent to the requesting source selection official. 

(li) Retention Period: Tbc age ncy will retai n past performance i.nform ation fo r a max_imum period of 3 years a'ftcr complctiorJ of 
c.ontrnct perfo rman ce for the purpu ~e of providing som ce selectio n inform ation fo r fut11re con tract awa rds. 
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H. S PECIAL CO NTRACT REQ Ul REMENTS 

H.1 Access a.ad Disposition of Data 

The Govemment shall have physical and electronic access to all documentation and data generated under this contract, including: 
all Contractor efforts; Subcontractor eJT01is; communications and correspondence with regulatory agencies and bodies to include 
all audit observations, inspection repons, meet.i11g minutes, and all Contractor commirmeuts and responses. 

H.2 Interactions w ifh the Fo od and Dru g Admini stration (FDA) 

The Contractor shall memorialize any interactions between the Co11tractor and U1e FDA, and submit documentation to tJ1e COR 
and CO. All documents sbaU be duly marked as either "Drafi·' or "Final." 

H.2.1 FDA Co rrespondence 
Contractor shall provide written summary of any FDA corres1wndence within five ( 5) business days of correspondence. 

H.2.2 FDA M eetings 
The Contractor shall forward the dates and times of any meeting with the FDA to the COR and CO, and make arrangements 
for appropriate BARDA staff to attend tbe FD/\ meetings. BARDA staff shall include up to a m/:IXimum of four people 
(COR, CO and Llp to 2 subject mailer experts). 

( l) Contractor shall notify the COR and CO of upcoming FDA meetiag within 24 hours of scheduling Type 
A, 8 or C meetings, or within 24 hours of meeti11g occLmence for ad hoc meetings. 

(2) The Contractor shall forward initial Contractor and FDA-issued draft and final minutes of any meeting 
with the FDA, to the COR and CO, within 2 business days of receipt. A ll document,, shall be <.h.tly 
marked as eitber "Draft'' or .. Fina1.·• 

H.2.3 FDA Pre-Suh missions, Submissions, and Other Related Correspondence 
The Contractor shall provide the COR and CO the opportunity to review and comment upon all draft submissions directly 
related to lh..is contract before submission lo tbe FDA. Contractor shall provide the COR and CO with an electronic copy of 
lhc final FDA submission. All documents shall be duly marked as eirher ''Draft .. or ' ·Flnar'. 

H.2.4 

( l) Contractor shall submit draft FDA submissions to the COR and CO at least 15 business days prior to 
FDA submission. 

(2) The COR and CO will provide feedback to Contractor wirhin 5 business days of receipt. 
(3) lfcorrective action is recomme-ndeJ, the Conti-actor must address, in wr1t-ing. its consideration of all 

concerns raised by the COR and CO. 
(4) The Contractor sha.ll consider revising their documents to address the COR and CO's concerns and/or 

recommendations prior to FDA submission. 
(5) Fi.nal FDA submissions shall be submit1cd to tbe COR and CO coacun-ently or no later than I calendar 

Jay ofiti, submission to FDA 

FDA A udits 
In the event of an FDA inspection which occurs as a result of th.is contract ~ad for the product. or for any other FDA 
inspection that has the reasonable potential to impact the pcrfom1ancc of this contract, the Contractor shall provide the USG 
with a11 exact copy (non-redacted) of the F'DA Fonn 483 and the E.~tablishmeot Inspection Report (EIR). The Contractot 
sbalJ provide the COR and CO with copies of the plan for addressing areas of non-conformance to FD/\ regulations for 
OLl', GMP. or GCP guidelines as identified in the audit report, statu~ updates dw-ing the plans execution and a copy ofaU 
final responses to the FDA. The Contractor shall also provide redacted copies of any FDA audits received from 
subcontrnctors that occur as a result of this contrnct or for this product. The Contractor shall make arrangements for BARDA 
representative(s) to be present during the final debrief by the regulatory inspector. 

(I) Contractor shall notify CO and COR within 10 business days of a scheduled FDA audit or within 24 
hours of an ad hoc site visit/audit if the FDA docs not provide advanced notice. 

(2) Contractor shall provide copies of any FDA audit r.:port received from subcontractors that occur as a 
result of tJ1is contract or for this product withu1 5 business days of receiving correspondence from the 
FDA or rhird rarty . 

(3) Witbin l0 bosiness days of audit repmt, Contractor shall provide CO a11d COR with a plan for 
addressing areas ol' nonconformimCe, if any are identified. 

H.3 Key Perso nnel 

Pursuant to HHSAR 352.237-75 (Dec 2015), Key Personnel, any key personnel specified in this contract are considered to be essential lo 
work perfo1mance. At leasL thirty (30) calendar days prior 10 the Contractor voluntarily diverting any of tJ,e 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 mu 't identify the proposed replacement and provide an explanation of bow the 
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replacement's ski lls, experie nce, and crede ntials meet or exceed tbe requirements of tho contract (includi11g. when applicable, Human 
Subjects Testing requiremen ts). If the employee of the Contracto r is tenninated for cause or separa tes from the Co ntractor vol untarily with 
less than thirty (30) calendar-da y notice, the Contractor shall provide the maximum not.ice practicable under the circumstances . The 
Con trnclor shall not divert, replace, o r announce-any such change Lo key personnel without the written consent of the Contracting Officer , 
The comract will be modified to add or delete key personne l as necessary to reflect the agreement of the parties. TI1e following iudividuals 
are Jete1111ined to be key personnel: 

b)i4} 

H.3.1 Per~onnel Qualificatio ns 
The ConlTactor shall provide cuniculum vitae (CV) for each individual identified as key personnel. The CV sha ll 
clearly describe the individual's knowledge~ work expedences, registratio11s, and cert-ifications, and applicable 
experience. The CV shall include a summary describing the individual's involvement in simi lar work. 

H.4 Subsf-itution of Key Personnel 

a. The Co ntractor agrees to assign to the contract those persons whose resumes/CVs were submitted with the 
proposal who are necessary to fill the requirements of the contract , No sub~titutions shaJI be made excep t in 
accordanc e with this clause. 

b. All requests for substitution must provide a detailed explanation of the circumstance necessitating the proposed 
suhstilution , a complete resume for the proposed suhstil11te and any other 111fom1ation requested by the contracting 
officer to approve or disapprove the proposed substitution. All proposed substitutes must have qualifications that 
are equal Lo or higher than the qualifications of the person to be replaced. The conh·acting officer or authorized 
representative wi ll eva luate such requests and promptly aot.ify the contractor of bis approval or disappro val 
thereof. 

c. The contrnctor finiher agrees lo inc!Lide the substance of this clause in any subcolitracl, which may be awarded 
under this contract. 

H.S Co ntractin g Officer 's Authori:c.ation (COA) for Subcon tract ing 

TI1e Contractor sha ll submit a Contracting Officer's Authorization (COA) approval request. lo tl1e Contrac ting Officer, for all 
subcontractor s, consultants and equipment purchases proposed during the course of this contract. COAs for subcontractol'S and consultant 
agreements shall be submitting when the potential subcontra ct is expected lo exceed $ 150,000 ; for equipment pm chases, when the llilit 
price per item is e,,pected to exceed $25,000. Sufficient time shall be provided for the Govemment to fully assess the transaction proposed . 
The supporring documents shall include , but not be limited to: 

I. Competiti on activities, as well as technical and cost/price eval uation activities perfom1ed, in the selection of the 
subcontractor(s ); 

2. The subcontrac .tor· s qualification s/capabi lities statement as they pertain to the activ ities included in the proposed 
subcontract; 

3. The subcontractor's willingness to pcrfonn under the Contractor (i.e. commitment letters/preliminary agreements) . 
with a list of speci.fic duties included in the propo sed subcontract; 

4. A complete subcontractor cost proposa l or quoto. in similar format as the Contractor 's cost proposal. 
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H.6 No Purson nl Se rvices or Inherently Govurumental Function 

Pursuant to FAR 37.1, no personal services shall be performed under th.is contract. All work requirements shall tlow only from tbc COR. to 
the Contractor's Projecl Manager. No Contractor employee will be directly supervised by the Government. All employee assignmenu;, and 
daily work direction, shall be given by tbe applicable Contractor supervisor. lfthe Contractor believes any Governmenl action or 
communicat-ion has bet,n given that would create a personal services relationship between the Government and any Contractor employee. 
the Contractor shall promptly notify the Contracting Officer of this communication or action. 

Pw-smmt to FAR 7.5, lbe Contractor shall not perform any inherently govemmental actions under this contract. No Contractor employee 
shall hold him or herself out to be a Government employee. agent. or rcprcscntativt-. No Conh·actor employee shall state orally or in writing 
al any time that he or she is acting on behalf of tl1e Govemmenl. In all communications with third parties in connection with this contract, 
Contractor employees shall identify themselves as Contractor employees and specify the name of the company for which they work. Ln all 
communicuti(Jns with other Government Contractors in connectioo with this contract.. the Contractor employee shall stale that they have no 
authority to in any way change this contract: and that if the ot:ber Contractor believes this communication to be a direction to change their 
conlrnct, they shall notify the Contracting Officer for that contrnct and not carry out the Jirection until a clmification has been issued hy the 
Contracting Officer. 

The Contractor shall ensure that au of its employees working 011 tbis contract are informed of the substance of this article. Nothing in this 
article shall limit the Government's rights i.n any way under the other provisions of this contract. iucluding those related to the 
Government'~ right to inspect and accept the services to be perfo1med under this contract. The substance of this article shall be included in 
all subcontracts at any tier. 

H.7 Acknowledgement of Federal Funding - Publi cation and Publici ty 

TI1e Contractor shall acknowledge the support of the Department of Heal!h and JI ttman Services. Office ufthe Assistant Secretary fur 
Preparedness and Response, Biomedical Advanced Research and Deve lopment Authority whenever publicizing the work under this 
co11tracl in any media by including an ackrn1wledgment substantially as follows: 

"This project has been funded i.n whole or in part with Federal funds from the Office oftbe Assistam Secretary for Prcparndn oss and 
Respo11se, Biomedical Advanced Research and Development Authority, under Contract No. 75A:50 I 20C00034." 

Press Releases: 

The Contractor shall clearly stare, whe1i issL1irtg statements, ptess releases, requests fol' proposals, bid solicitations aild other documents 
describing projects or programs funded in whole or in part with Federal money; (I) tbe percentage of the toti1l costs of the program or 
project which will be financed with Federal money; (2} the dollar amount of Pederal funds for the project or program; and (3) tJ1e 
percentage and dollar aa1mmt of tbe total cost5 of lbe project or program that will be financed by nongovernmental sow-ces. 

H.8 352.270-4b, Prot ection of Hum an Subj ects (Dec 2015) 

(a) The Contractor agrees tha t the rights and welfare of human subjects involved in research under this contract shall be protected in 
accordance with 45 CFR part 46 and with the Contractor's current Federal-wide Assurance (FWA) on file with tbe Off.ice for Human 
Research Protections (OHRP), Department ofrrealth and Human Services. The Conlrnctor further agrees to provide certification at least 
annually that the Institutional Review Board has reviewed and approved the procedures, which involve human subjects in accordance with 
45 CFR part 46 and the Assurance of Compliance. 

(b) The Contraelor shall bear full responsibi lity for the perfo1111ancc of all work and services involving the use of bu man subjects uudor this 
contract a11d shall ensure that work is conducted in a proper ma1111er and as safely as is feas-ible. ·rhe parties hereto agree lhal the Contractor 
retains the light to control and direct the performance of all work under this contract. Nothing in this contract shall create an agency or 
employee relationship between the Government and Lhe Contractor. or any subcontractor, agent or employee of the Contractor, or any other 
person, organizatioi1. i11stitutioo, or group of any kind whatsoever . The Colltractor agrees that· il has entered into this contract and will 
discharge its obligations, duties, and undertakings and the work pursuant thereto, whether requiring profos~ional judgmen1 or otnemise, as 
an independent Contractor without creating liability on the paii ofl he Government for the acts of the Contractor or its employees. 

(c) Contractors involving other agencies or institutions in activities considered to be engaged in research involving hwna11 subjects must 
ensure that such other agencfcs or institutions obtain their owu fWA if they arc routinely engaged in research involving human subjects or 
ensure that such agencies or institutions are covered hy the Contractors' F'W A via designation as agents of the institution or via individual 
investigator agreements (see OHRP website at: http ://www.hhs.gov/ohrp/policy/guidanceonaltemativetofv.ra.pdt). 

(d) If at any time during the performance of th.is contract the Contractor is nol in compliance with any of the requirements and or standards 
stated in paragraphs (a) and (bl above, the Contracting Officer may imrncdialcly suspend, i.n wbole or i11 part, work and further payments 
under this contract until the Co1itractor corrects the noncompliance. The Contracting Officer may communicate the notice of suspeitsion by 
telephone with confirmation in writing. If the Contractor foils to complete corrective action within the period of time designated in the 
Contracting Officer's written notice of suspension, the Contracting Officer may, aft.er consultation with OHR.P. terminate this contract in 
whole or io pm1. 
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H.9 BHSAR 352. 270 -Sa, Notic e to Off ero rs of Requir e ment for Compli ance-with the Publi c Hea lt h Service Poli cy on 
Hum ane Ca re and Use o f Laboratory Anim als (Dec 20 15) 

The Public Healtb Service (PHS) Policy on Humane Care and Use of Laboratory A.11jmals (PHS Policy) establishes a number of 
re4uiremenls for research activities involving animals. Before awarding a contract to an offeror , the organization shall file, witl1 
the Office of Laboratory Animal Welfare (OLA W), National Institutes of Health (N IH), a written Animal Welfare Assurance 
(Assurance) which commits the organization to comply with the provisions of the PHS Policy, the Anima l Wei fore Act, and the 
Guide for the Care and Use of Laboratory Animals (Nalional Academy Press , Wash.in gt on, DC). In accordance with the PHS 
Policy , offerors must establish an IJ1stitutio11al Animal Care and Use Committee (!ACUC). qualified through the experience and 
expertise of its membets, to oversee the institution's animal program, facilities, a11d pi-ocedures. Olferor s mllst prov ide 
verificati .on oflACUC approval prior lo receiving an award involving live vertebrate animals. No award involving the use of 
animals shall be made un.less OLA W approves the Ai,sunrnce and verification of IACUC app rova l for the propo sed animal 
activities has bee11 provided to the Contractlllg Officer. Prior to award . the Con1racting Officer will notify Contrnctor(s) selected 
for projects involving live vertebrate animals of the Assurance and verification of IACUC approva l requirement. TI1e ContTacting 
Officer will reqttest that OLA W 11egotiate a11 acceptab le Assurance with those Contrac tor(s) mid request ve rification of IACUC 
approval. For further infonuation. contact OLAW at NIH. 6705 Rockledge Drive, RKLl , Suite 360, MSC 7982 Bethesda. 
Maryland 20892-7982 (E-mail: olaw(@od.ni!Lgov; Phone: 301-496-7 163). 

(End of provision) 

H..10 H HSAR 35 2.271)-Sb, Care of Life Vertebr:1te Animals (Dec 20 15) 

(a) Before undertaking performance of any contract involving animal-related activities where the species is regu lated by the 
United Sates Department of Agrirnlture (USDA) , tbe Contractor shall register with the Secretary of Agriculture of the United 
States in accordance with 7 U.S.C 2136 and 9 CFR 2.25 through 2.28. The Contractor shall furnish evidence oflhe re1,tistration 
to the Coutractiag Officer. 

(b) The Contractor shall acquire vertebrate anima ls used in research from a dealer licensed by the Sec.retary of Agriculture under 
7 U.S.C 2133 imd 9 CfR 2.1 2.11 , or from a source that is exempt from licensing tmder those ~ections. 

(c) The Contractor agrees that the care. use, and intended use of any live vertebrate animals i.n tbe pcrfonnancc of this contract 
shall confonn with the Public I lea lth Service (Pl IS) Policy on I lumane Care of Use of Laboratory Animals (Pl IS Policy), the 
cuffeut Animal Welfare Assurance (Assurance), the Guide for the Care and Use of Laboratory Animals (National Academy 
Press, Washington, DC) und the pertinent laws and regulations of the United States Department of Agriculture (see 7 U.S.C. 213 l 
et seq. and 9 CFR subcbapte r A, Parts 1 "4). In case of connict between standards, the more stringent standard sha ll govern. 

(d) lfat any time during performance of this contract, the Co,ltracting Officer determines, in consultation with the Office of 
Laboratory Animal Welfare (OLA W). National Institutes of Hcaltl1 (NTH), that the Contractor is not in compliance with any of 
the requirement~ und standards slllted in paragraphs (a) th rough (c) above , the Contracting Officer muy immed iately suspend, in 
whole or in pa1t, work and further payments under tlJ.is contract until the Contractor corrects the noncomp liance. Notice of the 
suspension may be communicated by telephone and confirmed in writing. If the Contractor fails to complete corrective action 
within the period of time designated in the Contracting Officer 's written notice of suspension, the Contracting Officer may, in 
consultation with OLJ\ W. NO{, terminate this contract in whole or in part , and the Contractor 's name may be removed from the 
list of those contractors with Animal Welfare Assurances. 

Note: The Contractor may request registrati on of ils facility and a current listit1g of licensed dealers from the Regional Office of 
the Animal and Plant Health Inspection Service (APHIS). USDA, for the reg ion in which its research facility is located. The 
location of the appropriate APJ-11S Regional Office, as well as information concerning this program may be obtained by 
contacting the Anima l Care Staff, USDA/A.PHIS, 4700 River Road, RiverdaJe, Maryland 20737 (Email : ace@).apbis.usda .gov; 
Web site : http ://www.aphis .usda .gov/wps/portal /aphis/ourfocus /anima lwelfare) 

(End of clause) 

H.11 Animal Welfare 

All research involving live, ve11ebrate animals shall be conducted in accordance with the Public Health Service Policy on 
Humane Care and Use of Laboratory Anima ls (PJ-1S Policy) . The PHS Policy can be accessed at: 
http ://grantsI.nih.gov /grants/olaw/references /phspol. htm 

H.12 Disse mination of False or Delib erately Mis leadin g Inform ation 

Tbe Contractor shall not use contract Ii.Inds to disseminate infonnatfon that is deliberate ly false or mis leading. 
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H.13 Electronic Information a.nd Tcchnolo b'Y Accessibility Notice 

a. Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d), as ru.ne11dcd by the Workforce IJ1vcst111cnt Act of 1998 and the 
Architectural and Transp01iation Barriers Compliance Board Electronic .tml Information (EIT) Accessibility Stanc.lanls (36 CFR part 
l 194), require that when Federal agencies develop, procure, maintain, or use electro11ic and information technology, Federal 
employees with disabilities have ac.cess 10 and u8e ofinfonnation and <lala that is comparable to tl1e access and use by Federal 
employees who are not individuals with disabilities, unless an undue bmden would be imposed on the agency. Section 508 also 
requires that iJ1dividuals with disabilities, who arc members oftJ1e public seeking information or services from a Federal agency. have 
access to and use of information and data that is comparable to that provided to the public who are not individual~ with disabilities, 
unless an undue burden would be imposed on tbc agency. 

b. Accordingly. any Offeror responding to this solicitation must comply with established HHS EIT accessibility standards. Infonnation 
about Section 508 is available ul http://www.hhs.!!ov/web/508. 171e complete text of the Section 508 Final Prc,>visions can be accessed 
at http://www.access-board.gov/sec508/standards.hlm. 

c. The Section 508 accessibility standards applicable to this solicitabon are stated in the clause at 352.239-74, Electro11ic and lnfonnation 
Technology Accessibility. 

ln order to facilitate the Government's detc1mination whetber proposed EIT supplies meet app licable Section 508 accessibility 
standarc.ls, Offerors must submit an I lllS Sectiou 508 Product Assessment Template, in accordance with its completion instructions. 
The purpose of the template is to assist HHS acquisition and program officials in determining whether proposed EIT supplies confom1 
to applit~.ible Section 508 accessibility standards. 171e template allows 
Offerors or developers to self-evaluate their supplies and docuroeJ1t--in detail--wbether they coDfonn to a specific Section 508 
accessibility standard, and any i111dcrway remediation efforts addressing confonnancc issues. fostructions for prcpar111g tbe lllfS 
Section 508 Evaluation Template are avai lable under Section 508 policy on the HHS Web site http://hhs.gov/web/508. 

In order to facilitate the Government's determination whetlier proposed ElT services meet applicable Section 508 accessibility 
standards, Offerors must provide enough informatiou to assist the Government in detenuining that the EIT services coDform to 
Section 508 accessibility standards, including any underway remediation efforts addressing confonnance issues. 

d. Respondent~ to this solicitation must identify a1ty exception to Section 508 reqLLirements. lfa Ofleror claims its supplie~ or services 
meet applicab le Section 508 accessibility standards, and it is later determined by the Government, i.e., after award of a contract or 
order, that supplies or services delivered do not confonu to the described accessibility standards, remediation of the supplies or 
services to the level ofconform imce ~pecified in the contract will be tl1e responsibility of the Contractor at its expense . 

(End of provision) 

H.14 Confidentiali ty of Information 

a. Confidential informatio11, as used in tbis article, means infom1ation or data of a personal nature about an individual, or proprietary 
information or data submitted by or pertaining to a11 institution or organiwtion. 

b. The Contracting Officer and the Contract.or may, by mutual c•onsent, identify elsewhere i.n this contract specific information and/or 
categories o l' information which the Government will furnish lo the Contractor or that the Contractor is expected to generate which is 
confidential. Similarly, the Contracting Officer and the Contractor may. by mutual consent, identify such confidential iDformation 
from time to time during the perfonnancc of the contract. fai lure to agree will be settled pursuant to the "Disputes" clause. 

c. lf it is established elsewhere in this contract that infonnation to be utilized under this contract, or a portion thereof. is sub_ject lo the 
Privacy Act, the Contractor will follow the mies and procedures of d.isclosLLte set fortl1 in U1e Privacy Act of I 974. 5 U.S.C. 552a, and 
implementing regulations and policies, with respect to systems of records determined to be subject to the Privacy Act. 

d. Confident ial information, as defined in paragraph (a) of th.is article, shaJl uot be disclosed without the prior writtett consellt of the 
individual, in~titution. or organizat-ion. 

e. Whenever the Co11tractor is uncertain with rcgurd to tJ1e proper handling of material under the contract, or if the material in question is 
subject lo the Privacy Act or is confidential infonnation subject to the provisions of this article, the Contractor shall obtain a wriuen 
detonnination from the Contracting Officer prior to aoy release, disclosure, disseminatioD, or publicarioD. 

f. Contracting Officer Detenninations will reflect the result of intemaJ coordination with appropriate program and legal officials. 

g. The provisions of paragraph (d) of this article shall not apply to coDflicting or overlapping provisions in otber Federal, State or local 
laws. 

H.15 Institutiona l Resp onsibility Regarding Investiga tor Connicts of Jnterest 

The Institution (includes any Contractor, pub Lie or private, excluding a Federal agency) shalJ comply with Lbe requirements of 45 
CFR Pait 94, Responsible Prospective Contractors, which promotes objectivity in research by establisb.ing standards to ensure 
that Investigators (defined as the project director or principal Investigator and any other person, regardless ol' tille or position, 
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who is responsib le for the design, co11duct. or reporting of research fonded under BARDA contracts . or proposed for sucb 
funding, which may include, for example. collabora1ors or cons ultant s) will not be biased by any Investigator financial conflicts 
of interest, 45 CFR Part 94 is available at the followtng Web site: http: //www.ecfr.gov /cgi­
bin/textiux?c=ecfr&SID=Oaf84ca649a74846f102aaf664da I 623&nm=div5&view=text&node=45: 1.0. 1. 1.5 1 &idno=45 

As required by 45 CFR Part 94 , the Institution shall, at a minimum : 

a. Maintain an up-to-date , written. enforceable policy on financial conflicts of interest that complies with 45 C'FR 
Part 94. inform each fovestigator oflbe policy. the Investigator's reporting responsibil ities regarcLiug disclosltre of 
significant · financial interests, and the applicable regulation. and make sucJ1 policy available via a publicly 
accessib le Web si te, or if none currently exist, available to any requestor with in five busines s days of a request. A 
significant financial interest means a financial intere st consisting of one or more of the following interests of the 
Investigator (and those of the Inve stigator's spouse und dependent children) that reasonably appears to be related 
to the [nvestigator's institutional responsibilities: 

1. With regard to any publicly traded en tity, a significant financial interest ex ists if the value of any 
remuneration received from the entity in the twelve months preceding the disclosure and the value of 
any equity interest in the entity as of the date of disclosure , when aggregated, exceeds $5,000. focluded 
arc payments and equity interests; 

2, With regard to any non-publicly traded entity, a significant-financial interest exists if the value of any 
remunetation received from the entity in the twelve months preceding the disclosure, when aggregated, 
exceeds $5.000, or when the Investigato r (or the Investigator's spouse or dependent children) bold s any 
equity interest; or 

3. T.ntellecrual property rights and interests. upon receipt of income related to such rights and interest. 

Significant financial interests do not include the following: 

I. Income from seminars, lectures, or teaching , aad service on advisory or review panels for G agencies, 
lnstiturions of higher education. academic teaching hospitals. medical centers. or rosearcb institutes with 
an Institution of higher learning ; mid 

2. lncome from i nvestment vehicles. such as mutual funds and retirement accounts , as long as the 
Invest igator doe s not directly conlTOl the investment decisions made in these vehic les. 

b. Require each Investigator to complete train1ng regarding the Institution's financial conflicts of intere st policy prior 
to engaging in research related to any BARDA funded contract and at least every four years. The lnstitulion must 
take reasonable steps Lsee P(lrt 94.4(c)] to ensure that investigators working as collaborators , consultants or 
subcon tract ors comply with the regulations. 

c. Designate an official(s) to solicit and review disclosures of sign ificant financial interest s froln each Investigator 
who is planning to participate in. or is participating in. d1e BARDA fu11ded research. 

d. Require that each Investigator who is planning to participate in the BARDA fimded research disclose to the 
rnstituti on's designated official(s) the Investigato r's significant financial interest (am.I Umse of the [nvestigator's 
spouse and dependent children) no later than the date of submission of the Institution's proposal for BARDA 
funded research. Require that each Investigator who is participating in the BARDA funded research to submit an 
updated cLisclosure of significant fmancial interests at least annua!Jy. in accor dan ce with the specific time period 
prescribed by tbe Institution during tbe period of the award as well as within thirty days of discovering or 
acquiring a new signifi cant fu,ancial interest. 

e. Provide guidelines consistent with the regu lations for the designated official(s) tll detem1ine whether an 
Investigator's significant foiancial iuteresc is re lated to BARDA funded research a1Jd, if so related , whether the 
significant financial intere st is a financial connict ofintere ~t. An Investigator's significant financial interest is 
related lo BARDA funded research when U1e lnstitu1ion, thorough its designated official(s), reasonab ly determines 
that the significant financial i11tercst: Could be affoctcd by the BARDA funded research; or is in an entity whose 
financial interest cotdd be affected by the research. A financial couffict of interest ex..ists when lbe Institution , 
through its designated ofl:'icial(s) . reasonably detenninos that the sig11i±icant financial interest cou ld directly and 
significantly affect the design , conduct, or reporting of the BARDA funded research. 

f. Take suc h actions as nece ssary to manage financial confl icts of interest, including any financial conflict s ofa 
subcontractor Investigator. Management of an identified financial contliec of interest requires development and 
implementation of a management plan and, if necessary, a rctrospoctivo review and mitigation report pursuant to 
Part 94.S(a). 

g . Pro vide initial and ongoing FCOI reports to the Contracting Officer pursuant to Part 94 .5(b). 
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h. Mainta in records relating to all Investigator disclosures of financia l interests and the lnstitutio 11's review of. and 
response to. such disclosures , and all actions under the Institution's policy o, retrospective review, if applicable , 
for at )cast 3 years from the date of final payment or, where applicable, for the otber time periods specified in 48 
CFR Part 4, subpart 4.7. Contract Records Retention. 

1. E~tabli.sh adequate enforcement me<.;hanisms ~nd provide for employee sanc tions or other administrative actions to 
ensure Investigator compliance as appropriate. 

j. Complete the cerLification in Section K - Representat ions, Certifications, and Other Statemems ofConLrnctors 
titled "Certitication of Institutional Policy on Fina ncial Contlicts of Interest''. 

If the fai lure of an Institution to comply with an Institution's financial conflicts of interest policy or a financial conflict of intere st 
manage ment plan appears lo huve biased the design, conduct , or reporting of the BARDA funded reseurch , the Institution must 
promptly notify the Contracting Officer of the cmTective action taken or 10 be taket1. Tbe Contractit1g Officer will oot1sider the 
situation and , as neces sary, lake appropriate action ot refer the matter to the Institu tion for fun her action, which may include 
directions to the lnstitlltion on how to maintain appropriate objectivity in the BARDA funded research project. 

The Contracting Officer and/or HHS may inquire al any time before, during, or after award into m1y Investigator disclosure of 
financial interests, and the Institution's review ot: and response to, such disclosure , regardles s ofwhetber tbe disclosure resulted 
in the Institution 's determination of a financial conflic t of interests. The Contracting Officer may re4uire submission of the 
reco rds or review them on site, On the bas is of this review of records or other infonnation that may be avai lable, 1he Contracting 
Officer may decide that a particular financial conflict of interest wil I bias the objectivity of the BARDA funded research to such 
an extent that fur ther corrective action is needed or that the J11stitutio11 bas not managed the financia l con0kt of inlerest in 
accordan .ce witb Pa.11 94.6(b ). The issuance of a Stop Work Order by the Contracti .ng Officer may be necessary until the matter is 
reso lved. 

lflhe Contracting Officer determines tha t BARDA funded clinical research. whose purpose is to eva luate the safety or 
effectiveness ofa drug , medical device. or treatment, has been designed , conducted, or repmted by an Invest igator wiLh a 
·financia l conflict of interest that was not managed or reported by the lnstitutioo , tbc Imtitutioo sha l I require the Investigator 
involved to disclose the financial connict of interest in each public presentation of the results of the research and to request an 
addendum to previously pub lished presentations. 

li.1 6 Re1>0rting Matter$ Involving Fraud, Waste and Abuse 

Anyone who becomes aware of the existence or apparent existence of fraud, waste and abuse in BARDA funded programs is 
encouraged to report such matter s to (he HHS Inspector General's Office in wri ting or on the Inspecto r General's Hotline. The tol l 
free numbe r is 1-800-HHS-TIPS ( J-800-447-8477). All telephone calls will be bandied confidentia lly. The e-mail address is 
Htips @os.dhhs.gov and the mailing address is: 

Office of fnspector General 
Department of Health und I luman Services 
TIPS HOTLINE 
P.O. Box 23489 
Washington . D.C. 20026 

H.17 Prohibition on Contract or Involvement with Ter rorist Acti vities 

The Contractor acknowledges that U.S. Executive Orders and Laws. including but no! Limited h) £.0 . 13224 and Pub . L. 107-56. 
prohibit h·ansactions with , and the provision of resources and support to, individual s and organizations associated with terrorism 
It i~ the lega l responsibi lity of the Contractor to ensu re compliance with these Executive Orders an<l Laws. TI1is dause must be 
i11cluded in a ll subcontracts issued under tl1is contract. 

H .. 18 FAR 52.227-14, Rig hts in Data - General (M ay 2014), Alternate O (December 2007) 

As presctibed ill FAR 27A09(b)(3). the following paragraph is inserted into (g)(3) of the basic claus e: 

(g)(J) Notwithstanding paragrap h (g)(l) of this clause, the contract may identify and specify the c.lelivery oflimitec.l r1ght$ data , or 
the Contracting Officer may require by written request the de livery of limited tights data that has been witl1held or would 
otherwise be en tilled to be withhe ld. If delivery of lhat data is required , the Contractor shall affix the following ''Lim ited Rjghts 
Notice" to the data and the Government will treat the data. subject to the provisions of paragraphs (e) and (:I) of this clause. in 
accordance with the notice: 

Limited Rig hts Notice (Dec 2007) 

(a) These data are submitted with lim.ited rigbts under Govemment Contract No. 75AS0 J20C00034 and subcontracts. These data 
may be reproduced and used by the Government with tbe express I.imitation tbat they will not, without written permission of the 
Contractor , he used for purposes of manufact ure nor disclosed outside the Govern men I: except that lhe Government may disclose 
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these data outside the Government for die following purposes. if any: providod that the Government makes such disclosure 
s ubject to prohibition against further lL~e and disclosure: 

(i) Use (except for manufacture) by ~upport service. 

(b) This notice shall be marked on any reproduction of these data, in whole or in part. 
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PART II - CONTRACT CLAUSES 

I. CONTRACT CLAUSES 

1.1 52.252-2 Clauses Incorporated by Reference (Feb 1998) 

This contrae1 incorporates one or more cla,1ses by reference , with the same force and effect as if they were given in full text, Upon reque st, 
the Contracting Officer will make their full text avaihtble , Also, the full text of a clause may be accessed electronica lly at this addre$5: 
http://acguisJtion.gov /far/ 

1l1e following FAR clauses, pertinent to Sectiou I, are hereby incorporated by reference: 

FAR Clause 

52.202-1 

52.203 -3 

52.203-5 

52203 -6 

52.203-7 

522 03- 8 

522 03- 10 

52.203-12 

52203 - 13 

52.203-14 

52.203-17 

52.203- 19 

52.204- 1 

52.204-4 

52.204-7 

52.204-10 

52.204-13 

52.204-16 

52.204-L 7 

52.204-18 

52.204-L9 

52.204-23 

52.209-5 

522 09-6 

52.209-9 

52.209-10 

52.210-1 

52.215-2 

52.215-8 

52.215-10 

52.215-11 

52.215- 12 
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Title 

Definitions 

Gratuities 

Covenant Against Contingent Fees 

Restrictions on Subcontracto r Sales to the Government 

Anti-Kickback Procedure s 

Cancellation , Rescission, and Recovery of Funds for Illegal or Improper Activity 

Price or Pee Adjustment for Illegal or Improper Activi ty 

Limitation on Payments to Influence Certain Federal Transaction s 

Contractor Code of Business Ethics and Conduct 

Disp lay of Hotline Poster(s) 

Contractor Employee Whistleblower Rights and Requirement To J nfonn Employees of 
Wbistleblower Rights 

Prohibition on Requiring Certain 1.i1ternal Confidentiality Agreements or Statements 

Admini strative Matters Provisions and Clauses 

Printed or Copied Double -Sided on Postcoosumcr fiber Content Paper 

Sys tem for Award Management 

Reporting Executive Compensation mid First -Tier Subcontract Awards 

System for A ward Management Maintenance 

Commercial and Government Entity Code Reporting 

Ownership of Contro l or Offeror 

Commercial and Government Entity Code Maintenance 

Incorporation by Reference of Repre sentation s and Certifieation i; 

Prohibition on Contracting for l lardware , Soflware , and Services Developed or Provided by 
Kasperskv Lab and Other Covered Entitles 
Certification Regarding Responsibility Matters 

Protecting the Government' s Interests When Subcontracting With Contractor s Debaned, 
Suspended, or Proposed for Debarment 

Updates of Publicly Available lnfonnation Regarding Responsibility Matters 

Prohibition on Contracting with Inverted Domestic Corporations 

Market Re5carch 

Audit and Records Negotiation 

Order of Precedence - Uniform Contract Format 

PJicc Reduction for Defective Cost or Pricing Data 

Price Reduction for Defective Certified Cost or Pricing Data-Modifications. 

Subcontractor Certified Cosl or Pricing Data 
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Date 

Nov 2013 

Apr 1984 

May 2014 

Sep 2006 

May2014 

May2014 

May 2014 

Oct 2010 

Oct 2015 

Oct 2015 

Apr2014 

Jan 2017 

Dec 1989 

May 2011 

Oct 2018 

Oct 2018 

Oct 2018 

Jul20l6 

Jul 2016 

Ju.12016 

Dec 2014 

Jul 2018 

Oct 2015 

Oct 2015 

Oct2018 

Nov 2015 

Apr 2011 

Oct2010 

Oct 1997 

Aug 2011 

Aug 2011 

Oct 2010 
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52.215-13 

52.215-14 

52.215- 15 

52.215- 18 

52.215--19 

52.215-20 

52.215-21 

52.215-22 

52,215,23 

52.216-7 

52.216-8 

52217-8 

52.219-8 

52.219-28 

52.222-1 

52.222-2 

52.222-3 

52.222-21 

52.222 -24 
52.222-26 

52.222-35 

52.222-36 

52.222-37 

52.222•38 

52222-40 

52.222-50 

52.2 22-54 

52.223-6 

52223- I 8 

52.224-1 

52.224-2 

52.224-3 

52.225- 13 

52.225-25 

52.227-1 

52.227-2 

52.227-11 

52.227-14 

52.227-14 

52.228-7 

52232•9 
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Subcontractor Certified Cost or Pricing Data- Modifications Oct20JO 

Integrity of Un.it Prices (Over SAT) Oct2010 

Pension Adjustments and Asset Reversions Oct 2010 

Reversion or Adjustment of Plans for Postretiremeot Benefits (PRB) otber tbao Pensions Jul 2005 

Not ification of Ownership Cbanges Oct 1997 

Requirements for Certified Cost or Pricing Data and Data Other Than Cenified Cost or Pricing Oct 20!0 
Data) 
Requirements for Certified Cost or Pricing Data and Data Other Thao Certified Cost or Pricing Oct 20!0 
Data -Modifications 

L imitations on Pass-Through Charges - Identification of Subcontract Effort Oct 2009 

Limitations 011 Pass- Through Cbarges Oct 2009 

Allowable Cos t and Payment Aug 2018 

Fixed Fee Jun 201 I 

Option to Extend Services /within thirty (30) calendar ,taysfrom contract expiralion .j Nov 1999 

Utilization of Small Business Cm,cems Oct 2018 

Post-Award Small Business Program Representation July2013 

Notice to the Government of Labor Disputes Feb 1997 

Payment for Overtime Premiums /*$0.00} July 1990 

Convict Labor Jun2003 

Probibitioll of Segregated Facilities Apr 2015 

Pre -award On-Site Equal Opportunity Complfaoce Evaluation Feb 1999 
Equal Opportunity Sept20 16 

Equal Opportunity for Veterans ($150,000 or more) Oct 2015 
Equal Opportunity for Workers with Disabili ties Jul2014 

Employment Reports on Veterans Feb 2016 

Compliance with Veterans ' Employment Reporting ReqL1irements Feb2016 

Notificat ion of Employee Rights Under the National Labor Relations Act Dec 2010 

Comba ting Trafficking in Persons Jan 2019 

Employment £1igibility Verification Oct 2015 

Drug- Free Workplace May200 1 

Encouraging Con tractor Po licy to Ban Text Messaging While D1iving Aug 201 1 

Privacy Act Notification April 1984 

PJivacy Act April 1984 

Privacy Training Jan 2017 

Restrictions on Certain Foreign Purchases Ju□ 2008 

Prohibition on Contracting with Eatitios Engaging in Ce1tai11 l\crivitics orTraosactions Relating Aug 20 1-S 
to lran-Represe□lation and Certification s 
Authorizat ion and Consent Dec 2007 

Notice and Assistance Regarding Patent and Copyright Infringement Dec 2007 

Patent Rights-Ownership by the Contractor May 2014 

Rights in Data - General May 2014 

Rigbts in Data- General. Alternate II (Dec 200 7) May 2014 

Insurance - Liability 10 -rhird Persons Mar 1996 

Limitation on Witbbolding of Payments Apr 1984 
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52.232-L7 Interest May 2014 

52.232-20 Limitation o f Cost Apr 1984 

52.232 -23 Assigtunent of Claims May 2014 

52.232 -25 Prompt Payment Alt I Jan 2017 

52.232 -3.3 Payment by Electronic Funds Transfer --System for Award Management Oct 2018 

52.232-39 Unenforceability of Unauthorized Obligations Jun 2013 

52.232-40 Providing Accelerated Payments Lo Small Busine ss Subcontractors Dec 2013 

52.233 - 1 Disputes May2014 

52.233 -3 Protest Afle.r Award_ Alternate I (Jun 1985) Aug 1996 

52.233.-4 App licable Law for Breach ofContrnct Claim Oct 2004 

52.242-1 Notice oflntent to Disa llow Costs Aprl984 

52.242-3 Pena lties for Unallowable Costs May 2014 

52.242-4 Certificat ion of FioaJ lndirecr Costs Ja11 1997 

52.242- 13 Bankrup tcy fal 1995 

52.243-2 Change s---Cost -Reimbt1rsement , Alternate I ( Apr L 984) Apr 1984 

52,243-2 Changes-Cost-Reimbursement , Alternate V (Apr 1984) Aug 1987 

52.243 -6 Change Order Accounting Apr 1984 

52.243-7 Noti Ii cation of Changes Jan 2017 

52.244-2 Subcontract$ , Alternate I (Jun 2007) Oct 2010 

52244-5 Compe tition in Subcontracting Dec 1996 

52.244-6 Subcontrncts for Commercial Hems Jan 2019 

52.245 - 1 Govertuncot Property Jan 2017 

52.245-9 Use and Charges /\pr20J2 

52.246-25 Limitation of Liability Services Feb 1997 

52.249-6 Tennination (Cost -Reimbursement) May2004 

52.249 - 14 Exct1sablc De.lays Apr 1984 

52.253- 1 Computer Generated Forms Jan 1991 

1.2 Department of Health and Human Se nii ces Acquisition Regulation (HHSAR ) Clauses 

Full text of HHSAR clauses may be accessed electron ically at th.is address: http://www .hbs.gov/grants/comracts 1contracr -policies ­
regula1ions/hhsar 

H.aSAR Clause 

352.203-70 

352.208-70 

352.222.-70 

352.223-70 

352.224 -71 

352.227 -70 

352 .231-70 

352.233 -71 

352.23 7-75 

352 .239-74 

352.270-9 
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Till e Date 

Anti-Lobbying Dec 2015 

Printing and Duplication Dcc20l5 

Contractor Cooperation in Equal Employment Opportunity Investigations Dec 2015 

Safety and Health Dec 2015 

Confidential Information Dec 2016 

Publications and Publicity Dec 2015 

Salary Rate Limitation Dec 2015 

Litigalion and Claims Dec 2015 

Key Personnel Dec2015 

Electronic and Information Technology Accessibility Dec 2015 

Non-discrimination for Conscience Dec 2015 
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1.3 Addition al Contra ct Clauses 

l.3 .1 Addi tion al Federal Acquisition Regu lation (FAR) Clauses in Full Text 

52.21 7-9 Optio n to Extend the Ter m of the Co ntract (Mar 2000) 
(a) The Government may extend tbe term oflh.is contract by written notice to the Contractor within thirty (30) calendar 
days; provided tbat the Govenun.ent gives the Contractor a pre ! ilninary written notice of its i.ntent to extend at least 
thirty (30) days before the contract expires. The preliminary notice does not commit the Government to a11 extension. 

(b) lfthe Government exercises this opt.ir,m, the extended contract shall be considered to include this option clause. 

(c) The total dura tion oflhis contract. including the exercise ofany options under this clause, shall not exceed five 5) 
years and s ix (6) month s. 

(End of Clause) 

52.203 -JS Prohibition on Contrac ting with Entities that Require Ce rtai.n Internal Confid entialit y Agree me nts or 
Statements-R epresentation (Jan 2017) 
a) Definition. As used in this provi sion-
"lntemal con.fidcmtiality agreement or statement", "s ubcontract", and "subcontractor", are defined i.t1 the clause at 
52.203-19, Prohibition on Requiring Certain lntemal Confidentiality Agreements or Statements. 

b) In accordance with scc1ion 743 of Divicsion E, Title VII, of the Consolidated and Further Continuing 
Appropriations Act, 2015 (Pub. L. 113-235) and its successor provisions in subsequent appropriatio ns acts (and as 
extended in continuing reso lutions), Go vernment agencies are not permitted to use funds appropriated (or 
otherwise made available) for contracts witl1 an entity that requires emp loyees or subcontractors of such entity 
seeking to report waste, fraud, or abu se to sign inte111al confid entiality agreements or statemeol~ prohib iting or 
otherwise restricting such employees or sub contractors from lawfully reporting such waste, fraud, or abuse lo a 
designated invest igat ive or law enforcement representative-of a Federa l department or agency authorized to 
receive such informatioll. 

c) The prohibition in paragraph (b) of this pro vision does not contravene requirements applicable to Standard Fonn 
312, (Clussiftetl Informat ion Nondisclosure Agreement}, Forni 4414 {Sensitive Compartmen ted lnformation 
Nondisc losure Agreemen t), or any othe r fonn issued by a Federal department or agency governing Lhe 
aondisclosure of classified infom1atioo. 

d) Reprcse1Jtation . By submission of its ofter. the Offeror represents that it will not require its employees or 
subcontractor s to sign or comply with internal cQnfidentiaJity a1,rreements or statements pro hibiting or otJ1erwise 
restrictin g such employees or subco11tractors from lawfully reportillg waste, fraud, or abuse re lated to the 
perfonnam:e ofa Government contrac t to a designated investigative or law enforcement representative of a 
Federal department or agency alllhorized to receive such info1mation (e.g .. agency Office of the Inspector 
General) . 

( [llJd of provision) 

52.222-35 Equal Opportuni ty Ve terans (Oct 2015) 
a) Defin itions. As L1.Sed in tJ1is clairne--

"Active duty wartime or campaign badge veteran." ' 'Armed Forces ~ervice medal veteran,'' "disabled veteran," 
''protected veteran.'' "qualified disabled veteran ,' and "recently separated veteran'' have the meaniug s given at 
FAR 22.1301. 

b) Equa l opportunity clause. T11c Comractor shall abide by the requirements of the equa l opportunity clause at 4 1 
CPR 60-300.S(a), as of March 24, 20 I 4. This clause prohibits discrimination again st qualified protected veterans, 
and requires affirmative action by the Contractor to employ and advance in employment qua lified protected 
veterans. 

c) Subcontracts. T11e Contractor shall insert the terms of this clause ill subcontracts of$150,000 or more unl ess 
ex.empted by rules , regu lations, or orders of the Secretary of Labor. The Contractor shall act as specified by the 
Director, Office of Federal Contract Compliance Program s. to enforce the tcnns. including action for 
noncomp liance. Such necessary changes in language may be made as sha l I be approp riate of identify properly the 
parties and their undertakings. 
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52.222-36 Equal Opport uni ty for Work ers with Disabiliti es (Ju l 201 4) 
a) Equal opportunity clause. 1l1C Contractor shall abide by the requirements of the equal oppornmity clause at 41 

CFR 60 .741.5(a), as of Murch 24, 2014. This clause prohibi ts disc,im ination against qualified individ uals on the 
basis of disability, and requires affirmative action by the Contractor to employ and advanc e in emp loyment 
qualified individuals with disabilitie s. 

b) Subcontracts . The Contractor shall include the terms of this clause in every subcontract or purchase order in 
excess of $15,000 LtOless exempted by ruJes, regulations, or orders of the Secretary , so that such provisions will be 
binding upou each subcontractor or vcudor. 171e Contractor sha ll act as specified by tbc Director, Office of Fed eral 
Contract Compliance f'rogranis of the U.S. Department of Labor , to enforce the terms, inc luding action for 
noncomplia nce. Such necessai-y changes in language may be made as shall be appropriate to identify properly the 
parties and their tmdertakings. 

(End of Clause) 

PART Ul - LJST O F DO CUMEN TS, EXHIBIT S AND OTHER ATT ACHM ENTS 

J. LIST OF ATTAC HMENTS 

• Attac hment 2: INVOICING INSTRUCT IONS FOR COST REIMBURSEMENT CONTRACTS 
• Attachment J: SAIVIPLE INVOICE/PAYMENT REQUEST AND CONTRACT rfNANC!AL REPORT 
• Attachment 4 : FINANC IAL REPORT OF INDIVIDUAL PROJECT /CONTRACT 
• Attachment 5 ; JNSTRU CTION FOR CO MPLETING FINANCIAL REPORT OF INDIVIDUAL PROJECT /CONTRACT 
• Attachment 6 : INCLUS ION ENROLLMENT REPORT 
• Attachment 7: RESEARCH PATIENT CARE COSTS 

• Auacl1111ent 8: CONTRACTING SITE- CONTRACT NUMBER - INVENTORY SHEET 
• Attachment 9: DISCLOSURE OF LOBBYING ACTIV ITIES 
• Attac hment l 0: DATA ITEM DESCRIPTION 
• Attachment JI: SEVEN PRINCIP LES OF EARNED VALUE MANAGEMENT LITE 

AMEf ICAr-... 
pVERSIGHT 

Page 53 or 11:l 



HHS-20-1172-A-000054

ATTACHMENT #2 
fNVOTCE/FTNANCING REQU EST INSTRUCTION S - FOR COST-REIMB URSEMENT TYPE CONTR ACTS 

Format: Payment reques ts shall be submitted 011 the Contractor's self-generated form in the mauuer and format prescribed bereill and as 
illustrated in the Sample Invoice/ Financing Request. Standard Form I 034, Public Voucher for Purchases and Services Other Than 
Personal, may be used in lieu of the Contractor's self-generated form provided it contains all of the infonnation shown on the Sample 
Invoice/Financing Request. DO NOT include a cover letter with the payment request. 

Number of Copies : Payment requests shall be submitted in the quantity specified in the Invoice Submission Instructions in SECTION G 
oftbe Contract Schedule. 

Frequ ency : Payment requests shall not be submitted more frequently than once every two weeks in accordance with the Allowabl e Cost 
and Paym ent Clause incorporated into this contract. Small business concerns may submit invoices /financing requests more frequc11t ly than 
every two weeks when authorized by the Contracting Officer. 

Cost lncurr ence Period : Costs i11curred must be within the contract pe1formance period or covered by pre-contrac t cost provisions . 

Billin g o f Costs Tncn rred: If billed costs in.elude (I) cos rs of a prior billing period, but not previously billed, or (2) costs iocun-ed during 
the contract period and claimed after tJ1e contract period has expired, the Contractor shall site tbe amount(s) and month(s) in which it 
incurred sucb costs . 

Co ntractor' s Fiscal Yea r: Payment requests shall be prepared in such a manner that the Government can identify costs claimed with the 
Contractor's fiscal year. 

Currency : All govern.me11t contracts are expressed in United States dollars. When the Governme nt pays in a cunency other than United 
States do llars, billings shall be expressed, and payment by the Govemmenl shall be made , in that other cwrency at amo unts coinc ident 
with actua l costs incurred . Cunency fluctuations may not be a basis of gain or loss to the Contractor. Notwi thstanding the above, the total 
of all invoices paid under this contract may not exceed the United States dollars author ized. 

Costs Requiring Prior Appr ova l: Costs requiring the Contracting Officer's approval, including those set forth in an Advance 
Understand ing in the contract, shall be identified and reference the Contracting Officer's Authorization (COA) Number. In addition, the 
Contractor shall show a,ny cost set forth in an Advance Understanding as a separate line item on the payment request. 

Invoice /Financi ng Request Identification: Each payment request shall be identified as either: 

(a) Inter im Invoice/Contract F inancin g Rc<Jucst: These are interim payment requests submitted dur ing the contract performance 
period. 

(b ) Completion Invoice: The completion invoice sba l I be submitted promptly upon completion of the work, but no later than one year 
from tbe contract completion date, or withln 120 days after settlement of tbe final indirect cost rates covering the year in which tbe 
contract is physically comple te (whichever date is later). The Contractor shall submit the completion invoice when all costs have bee11 
assigned to the contract and it completes all performance provisions. 

(c) Final ln voice: A final invoice may be required after the amotmts owed have been settled between the Government and the 
Contracto r (e.g., rcsoh1tion of all suspensions and audit exceptions). 

PrepanHion and lt emizi1tion of the Invoice/Financing Request: The Contractor shall furnish the information set forth in the 
instructions below. The instructions are keyed to the entries on the Sample lnvoicc/F'inancing Request. 

(a) Designated Billing Office Name and Addre ss: Enter the designated billing office name and address, as identified in tl1elovoice 
Submission Instructions in SECTION G of the Contract Scbedale. 

(b) Contractor's Name, Addr ess, Point of Contact, VIN, and DUNS or DUNS+ 4 Number : Show the Contractor's name and address 
exact ly as tbey appear in the contract, along with tl1e name, title, phone number , and e-mail address of the person to notify in the eve nt of 
an improper invoice or, in the case of payment by method other than Electronic Funds Transfer, to whom payment is to be sent. Provide 
the Contractor's Vendor fdentification Nttmber (VTN), and Data Universal Numbering System (DUNS) number or DUNS +4. The DUNS 
number must iden tify tbe Contractor's name and address exactly as stated on the face page of the contract. When an approved assignment 
has been made by the Contrnctor, or a different payee bas been designated, provide Lbe same information for the payee as is required for 
the Contractor (i.e., name, address, point of contact, VlN , and DUNS). 

(c) Invoice /Financin g Request Num ber: Insert the apprnpriate serial number of the payment request. Include numbering in format of 
year month #. 

(d) Date 1Jtvoice/Fi11ancing Request Prepared : Insert the date the payment request is prepared. 

(e) Co ntract Numb er an d Order Number (if applicable): Insert the contrac t number and order number (if applicable) . 

(t) Effective Date: Insert the effective date of the contract or if billing under an order, the effective date of the order. 
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(g) Total Estimated Cost of Contrac t/Or der: Insert the total estimated cost of the contract, exclusive of fixed-fee. If billing under an 
order , insert the total estimated cost of the order, exclusive of fo,ed-fee. For incrementally funded contracts /orders, enter the amount 
currently ob ligated and available for payment. 

(h) Total Fixed-Fee : Insert the total fixed-fee (where applicab le) or the portion of the fixed-fee applicable to a particu lar invoice as 
defined in the contract. 

(i) Two-Way/Th ree-Way MatcJ1: identify whether payment is to be made using a two-way or three-way match . To determine 
required payment method , refer to the Invoice Submjssion Justructions in SECTION G of tbe Contract Schedule . 

(j) Office of Acquisitions: Insert the name of the Office of Acquis itions, as identified in the Invoice Submissio n lnstnictions in 
SECTION G of the Contract Schedule. 

(k) Centra l Point of Dist ribution : Inser t the Central Point of Dist,ibution. as identified in the Invoice Submissio n Instructions in 
SECTION G of the Contract Schedule. 

(I) Billin g Period: Insert tJ1e beginning and ending dates (month, day, and year) of U1e period in which costs were incurred and for 
which reimbursement is claimed. 

(m) Amount Billed - Current Period : Insert the amount claimed for the cu1Tent billing period by major cost element. including any 
adjustments and fixed-fee. Iftbe Contrnct Schedule contains separa tely priced line items, identify the concract line item(s) on the payment 
request and include a separate breakdown (by major cost clement) for each line item. 

(n) Amount Billed - Cumala tive: Insert the cumulative amounts cJajmed by major cost. element , including any adjustments and fixed­
fee. Jftbe Contract Schedule contai.ns separate ly priced line items, identify the contract line item(s) on the payment request and include a 
separate breakdown (by major cost element) for eacb line item. 

(o) Direct Costs: Insert the major cost elements . For each element, consider the appl ication of the paragraph entitled "Costs Requiring 
Prior Approval" on page I of these instructions. 

(I) Direct Labor: Include salaries and wages paid (or accrued) for direct performance of the contract. List indiv iduals by name, 
title/position , hourly/annual rate, level of effort (actual hours or % of effort), breakdown by task performed by personnel, and amotmt 
claimed . 

(2) Fringe Benefits: List any fringe benefits applicable to direct labor and billed as a direct cost. Do not include in this category 
fringe benefits that are included in indirect costs. 

(3) Accou ntable Pe rsona l Property: Include any property having a unit acquisition cost of $5,000 or more , with a life 
expectancy of more than two years, and sensitive property regardless of cost see the HHS Contractor 's Guide for Control ()f Government 
Property (https://archive.orgldetaifs/contracwrsguide00unit) (e.g. personal computers) . Note this is not permitted for reimbursement 
without pre-authorization from the CO. 

On a separate sheet ol'paper attached to the payment request, list each item for wruch reimbursement is requested . lnclude reference to tbe 
following (as applicable): 

- Item number for the specific piece of equipmen t listed in the Prop01iy Scbedulc, and 

- COA number, if the equipment is not covered by the Property Schedule. 

The Contracti.ng Office r may require the Con trnctor to provide further itemization of property having specific limitations set forth in tht: 
contract. 

( 4) Mate.rials and Supplh?s: loclude all consumable material and supplies regaJdless of amouut. .Detailed line-item breakdown 
(e.g. receipts , quotes, etc .) is required. 

( S) Premium Pay: List remuneration in excess of the basic hourly rate. 

(6) Co nsultant Fee: List fees paid to consultants . Identify co nsultant by name or category as set forth in the contract or COA , as 
well as the effort (i.e. , number ofhou.rs. days, etc .) and rate billed . 

(7) Travel: Jnclude domestic and foreign travel. Foreign travel is travel outside of Canada, the United States and its territo1ies 
and possessions. However , for an organization located outside Canada, the United States and its territories and possessions, foreign travel 
means travel outside that country . Foreign travel must be billed separate ly from domestic travel. 

(8) Subcontra ct Costs: List subcon tractor(1') by name and amount billed. Provide subcontract invoices /rece ipts as backup 
documentation. ff subcontract is of the cost-reimbursement vaiicty, detailed breakdown will be required. Regardless, include backup 
documentat'ion (e.g. subcontractor invoices, quotes , etc.) . 
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(9) Other : Include all other direct costs nm fitting into an aforementioned category. If over $1,000, list cost elements and dollar 
amounts separately. If the contract contains restrictions on any cost element, that cost element must be listed separately. 

(p) Cost of Money (COM) : Cite the COM factor and base in effect during the time the cost was incurred and for which reimbursement 
is claimed, if applicable. 

(q) Indir ect Costs : Identify the inilirect cost base (IDC) , indirect cost rate, and ammmt billed for eacb indiJ"ect cost categoty . 

(r) Fhed-Fee: Cite the fonuula or method of computation for fixed-lee, if applicable. The lixed-Jec must be claimed as provided for 
by the contract. 

(s) Total A mounts Claimed: lnsertthe total amounts claimed for the current and cumulative periods . 

(f) Adjustments: Include amounts wnceded by the Contractor, outstanding suspensions, and/or ilisapprovals subjec t lo appeal. 

(u) Grand Tota ls 

(v) Certification of Salary Rate Limitation: If required by the contract (see r□voice Submission Instructions in the Contract 
Schedule), the Contractor shall include tbe following cert ification at the bottom oftl1e payment request: 

" I hereby certify tbat the salaries billed in this payment reques t are in compliance with the HHS Salary Rate Limitation Provisions in 
Section Hof the contract." 

**Note the Contracting Officer may require the Contractor to submit detailed suppott for costs claimed on payment reqttests ; Every cost 
must be determined to be allocable, reasonable, and allowab le per FAR Pali 3 l. 
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Attachment 3 - SAM PLE INVOICE/PAYMENT REQUEST AND CONT RACT FINANCIAL REPORT 

(a) Designated Billing Otlice Name and Addre ss ; (c) lnvoicc /Financi11g Reque st No.: 

ATTN : Co ntracti 11g Oflicer (d) Date Invoice Prepared: 
U.S . Depa rtment of Hea llb & Human Service s 
Office of the Ass istant Secretary for Prepa redness (c) ContTact No . and Ordt' r No . (if app licabl e): 
and RespMse 
.Biomedica l Resea rch aud OC\lelopme111 Authori ty 
Contract Management and Acquis ition (CMA) 
o ·Nci ll Ho us e O ffice Bui lding (t) Effective Date ; 
Roo m Number : 2 1 C06 

Washingto n, DC 20 515 (g) Tota l Estima ted Cos t of Co ntract /Order: 

(11) Co ntractor·s Nam e, Address. Po int ofCoo tact , VlN, (h) To tal Fixcd -f'ec (if appl icable): 
and DLJNS or DLJNS-,..4 Numbe r: ( i) □Two-Way Ma tch: _ _ 

□Three-Way Matc h: __ 
ABC CORP ORA TlON 
I 00 Main Street (j ) Office of Acquisitions: 
Anyw here , US A Zip Code 

(k) Cent ral Po int of Distribution: 
Name, Tit le, P hone Number , and E--mai] Address 
of pers on to notify in the event ofa n im prope~-
invoice or, in the case of paymen t by metho d other 
than Electro nic Fund s Tra nsfi:r, to who m payment 
is to be sent. 

Vl.N: 
DUNS or DUNS+4: 

(I) Thi s invo ice/ financ ing req uest repr esents reimb ursable costs for rhe perio d from [O 

Expenditu re Ca tego ry-" 
A 

( o) Direct Costs: 

{J ) Direct Labor 

(2) Fringe Benefit s 

(3) Acco un table Pro perty 

(4) Ma terials & Suoo l.ies 

(5) Prem ium Pav 

(6) Consul tan t Fees 

(7) Trave l 

(8) Subco ntracts 

(9) Other 

Total Direc t Cos ts 

(o) Cost of Money 

(q) indirec t Cost s 

tr) Fixed Fee 

(s) Total Amo unt Claime d 

(() Adjustments 

(u) Grand To tals 
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Cumulativ e P ercen tage of 
Effort/Hrs. 

Nego tia ted Actua l 
B C 

Amount Bill ed 
Cost at 

(m ) (n) Co mp lctio Con tTacl 
CUrrent Ctnmt lati \le 11 Amo unt 

D E F G 
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I certify that all payments arc for approp riate purposes and in accordance with the contract. 

(Name of Officia l) 

"' Attac h detai Is as s ccificd in tbe contract 
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Attachment 5 
INSTRUCTI ONS FOR COMPLETING 

"FINANCIAL REPORT OF INDIVIDUAL PROJECT /CONTRACT" 

GENERAL INFORMATION 

Purpose. This Quarterly Financ ial Report is designed to: (I) provide a management tool for use by tbe Government in monitoring the 
application of financial and personnel resources to the BARDA funded contracts; (2) provide contractors with financial and personnel 
management data which is usab le in their management processes; (3) promptly indicate potential areas of contract undemms or ove1Tuns 
by making possible compar isons of actua l performance and projections with prior estimates 011 individual elements of cost and personnel: 
and ( 4) obtain contractor's analyses of cause and effect of significant variations between actual and prior estimates of financial and 
personnel perfonnance. 

REPORTING REQUlREMENTS 

Scope. The specific cost and pe rsonne l eleme nts to be repo1ted shall be establis hed by mutual agreement prior to award. The Government 
may req uire the contractor to provide detailed documentation to support any element(s) on one or more financial reports . 

Number of Copies and Mailing Address. An electronic copy of the reportts) sbaJL be sent to the contracting officer at the address shown 
i:n the contract, no later than 30 working days after tlie end of the period reported . However, the contract may provide for a copy to be sent 
directly to the Coutracting Officer 's Representative. 

REPORTlNG STATISTICS 

A modj-fjcation which extends the period ofperfonnance of an existing contract will not require reporting on a separate quarterly report, 
except where it is determined by the contracting officer that separate reportiug is necessary. Furthermore , when incrememally fonded 
con tracts are involved, each separate allotment is not considered a separate contract entity (only a funding action). T herefore, the stat istics 
under increme ntally funded contracts should be rep01ted cumulati vely fi-0111 the inception of the contract through comp letion. 

Definitions and Instructio ns for Completing the Quarterly Report. For the purpose of estab lish ing expenditure categories in Column 
A, the fo1lowi11g definitions and instrucfions will be utilized. Each contract wiU specify the categories to be reported . 

(I) Key Personnel. Include key personne l regard less of annual salary rates. All such individuals should be listed by names and job 
tit les on a separate line including those whose salary is not directly charge d to the contract but whose effort is direc tly associated 
with the contract. The listing must be kept up to date. 

(2) Pcrso nncl--Oth er. List as one amount unless otherwise required by the contract. 

(3) Fringe Benefits. Lnclude allowances and services provided by the contractor to employees as compensation ia add ition to regular 
salaries and wages. lf a fringe benefit rate(s) has been established, identify the base, rate, and amount billed for each category . Lf a 
rate bas not been estab lished, the various fringe benefit costs may be required to be shown separately. Fringe benefits which are 
included in the indirect cost rate should not be shown here. 

(4) Accountab le Personal Property. Include nonexpendable personal property with au acquisition cost of $1,000 or more and with an 
expec ted useful life of two or more yea rs. and sensi tive items regardless of cost. Form HHS 565, "Report of Accountable Propetty ," 
must accompany the contrac tor's public voucher (SF 1034/SF to3S) or this report if not previous ly submitted. See "Contractor's 
Guide for Contro l of Government Property." 

(5) Supplies. Include the cost of supplie s and material and equ ipme nt charged directly to the contract, but excludes the cost of 
llOncxpelidablc equipme nt as defined in (4) above. 

(6) Inpatient Care. Include costs associated with a subject while occupyiHg a bed in a patient care setting. 1t normally includes both 
routine and anc illary costs. 

(7) Outpatient Care. lnclude costs associated with a subject while not occupying a bed. It uo1111ally includes ancillary costs only. 

(8) Tra, 1el. Include all direct costs of travel , including transportation, subsistence and miscellaneous expenses. Travel for staff and 
consultants shall be shown separately. Identify foreign and domestic travel separately. If required by the contract, the following 
information sbalJ be submitted: (i) Name of traveler and purpose of tr ip; (ii) Place of departme, destination and return, including 
time and dates; and (iii) Total cost of trip . 
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(9) Consulta nt Fee. laclude fees paid to consu ltant(s). ldeDtify each consu ltant with effort expended, billing rate, and amount b illed. 

(I 0) Premium Pay. Include the amount of sa laries and wages over and above tbe basic rate of pay. 

(J 1) Subcontrac ts. List each Sl1bcontract by name and amount billed. 

(J 2) Other Costs. Include any expenditure categor ies for which the Government does not require individual line item reporting. It may 
inclt1de some of the above categories. 

( 13) Overhead/Indirect Costs. Identify the cost base, indirect cost rate, and amount billed for each indirect cost category. 

(14) General and Administrative Expense. Cite the rate and the base. ln the case of nonprofit organizations, this item will usually be 
included in the indirect cost. 

(15) Fee. Cite the fee earned, if any. 

(16) Total Costs to the Government. 

PREPARATION INSTRUCTIONS 

These instructions are keyed to the Columns on the Quarterly Repo1t 

Column A--Expenditure Category. Ente r the expendit Lu-c categories required by the contract. 

Column B--Pcrccntage of Effort/Hours Negotiated. Enter the percentage of effort or number of hours agreed to during contract 
negotiations for each labor ca tegory listed iu Col umn A. 

Column C--Percentage of Effort/Hours-Actual. Enter the cumulative percentage of effort or nwnber of hours worked by each employee 
or group of employees listed in Column A. 

Column D-Cumulative incurred Cost at Encl of Prior Period. Enter 1J1e cwnulative incurred costs up to the end of the prior reporting 
period. Thi s co lumn will be blank at the time of the submission of tile initial report. 

Co lumn E-J ncurred Cost-Current J;>eriod. Enter the costs which were incuned dmi ngt he curre nt period. 

Column F-Cum ulative Incurred Cost to Date. Enter the combined total of Columns D and E. 

Column G--Estimated Cost to Complete. Make entries only when the contractor estimates that a particular expenditlu-e category will 
vary from the amount negotiated. Realistic estimates are essential. 

Column H--Estimated Costs at Completion . Comp lete on ly ifan entry is made in Column G. 

Column !--Negotiated Contrac t Amount. Ente r in this column the costs agreed to during contract negotiatio ns for all expenditure 
categories listed in Co lumn A. 

Column J--Variance (Over or Undel'). Complete only ifan entry is made in Co lumn H. Wilen en tri es have been made in Column IL 
this column should show lhe difference between the estin iated cosls at complet ion (Co lumn H) and negotiated costs (Colwnn 1). When a 
line item varies by plus or minus l O percent. i.e ., the percentage arrived at by dividing Co lutnn J by Column 1, an explanation of the 
variance should be submitted. lo the case of an ove rrnn (net negative vatiance), this submission shall not be deelned as notice under the 
Limitation of Cost {Funds) Clause of the-contract. 

Modiftcations. List any modification in tbe amount negotiated for an item si1ice the preceding report in lhc appropriate cost catego ry. 
Expenditure s Not Negotiated. List any cxpenditw-e for an item for which no amount was negotiated (e.g., at the discretion or the 
contractor in performance of its contrnct) in the appropriate cost category and complete al I columns except for I. Column .I will of eomse 
sbow a 100 percent va riance and wi ll be explai ned along witb those identified under J above. 
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Attac hment 6 
INCLUSION ENROLLMENT REPORT 

Thi s report ·orma s ou e use ·or a a co fi t h Id NOT b d fi d t ec 1011 om stu JV part1c10ants LI f fr d 
Study Title: 

Total Enroll ment : Protocol umber: 

Contract Numbe,·: 

PART A. TOTAL ENROLLMENT REPORT: Number of Subject s Enrolled to Date (Cumulative) by Ethnicity 
and Race 

Sex/Gender 
Et.lulic Category 

Females Ma les Unknown or Not Total 
Reported 

Hispani c or Latino 

Not Hispan ic or Latino 

Unknow n ( Individuals not repo rting ethnic ity) 

Ethn ic Category: Tota] of All Subjects* 

Racial Categori es 
American Indian/Alaska Na tive 

Asian 

Native Hawaiian or Other Pacific Islande r 

Black or Afr ican American 

Whlte 

More than one race 

Unkn own or not reported 

Racial Categories: Tota l of All Subjects* 

PA.RT B. HJSPA.NIC ENROLLMENT REPORT:Numbe r of Hispanics or Latinos Enrolled to Date (Cumulative) 
Racial Categor ies 

American lnd.i.tn or Alaska Native 

Asian 

Native Hawaiian or Other Pac..'-ific Islander 

Black or African Arnerican 

White 

More Than One Race 

Unknown or not reported 

Racial Categorie s: Total of Hispa nics or Latino s** 

*These tota ls must agree 
**These totals mus t agree 

AMERICAr--.. 
pVERSIGHT 

FcmaJes Ma les Unk nown or Not Total 
Reported 

Page 62 of 112 



HHS-20-1172-A-000063

Attachment 7 - Research Patient Care Costs 

Research Patient Care Costs 

(a) Research patient care costs are the costs of routine and ancillary services provided to patients participating in 
research programs described in this contract. 

(b) Research patient care costs shall be computed in a manner consistent with the principles and procedures used by 
the Medicare Program for determining the part of Medicare reimbursement based on reasonable costs. The Diagnostic 
Related Group (DRG) prospective reimbursement method used to determine the remaining portion of Medicare 
reimbursement shall not be used to determine research patient care costs . Research patient care rates or amounts shall 
be established by the Secretary of HHS or his/her duly authorized representative . 

(c} Prior to submitting an invoice for research patient care costs under this contract, the contractor must make every 
reasonable effort to obtain third party payment , where third party payors (including Government agencies) are authorized 
or are under a legal obligation to pay all or a portion of the charges incurred under this contract for research patient care. 

(d) The contractor must maintain adequate procedures to identify those research patients participating in this contract 
who are eligible for third party reimbursement. 

(e) Only those charges not recoverable from third party payers or patients and which are consistent with the terms and 
conditions of the contract are chargeable to this contract. 
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Attachment 8 - Report of Government Owned, Contractor Held Property 

REPORT OF GOVERNMENT OWNED. CONTRACTOR HELD PROPERTY 
CONTRACTOR: CONTRACT NUMBER: 

ADDRESS: REPORT DATE: 
ADDRESSl: 
ADDRESS2: FISCAL YEAR: 
CITY: 
STATE: 
ZIP: I r 

CLASSIFICATION BEGINNING OF ADJUSTMENTS END OF PERIOD 
oi:c1nn 

#ITEMS VALUE GFP CAP DELETIONS -#ITEMS VALUE 
ti.nni:-n ti.nni:-n 

LAND >=$25K 
LAND <S25K 
OTHER REAL >=525K 
OTHER REAL <$251< 
PROPERTY UNDER CONST 
-,.-,c;?c;I( 

PROPERTY UNDER CONST 
..-c;'Jc;I( 

PLANT EOUIP >=S25K 
PLANT EQUIP <$2SK 
SPECIAL TOOLING >=S2SK 
SPECIAL TOOLING <525K 
SPECIAL TEST EQUIP >=S25K 
SPECIAL TEST EOUIP <S25K 
AGENCY PECULIAR >=52SK 
AGENCY PECULIAR <S25K 
MATERIAL >=$25K 
Ir! IMI II ATIVI=\ 

PROPERTY UNDER MFR 
'>---cc;'Jc;I( 

PROPERTY UNDER MFR 
<C:'JC:lt 

SIGNED BY: 

SIGNATURE DATE SIGNED: 

NAME PRINTED Email 

TITLE TELEPHONE 

Report of Government Owned , Contracto r Held Property (Rev 10/2014) 
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ATTACHMENT #10 
DISCLOSURE OF LOBBYING ACTIVITIES 

Complete this form to disclose lobbying activities pursuan t to 31 U.S.C. 1352 
(See reverse for oublic burden disclos ure.) 

1. Type of Federal Action : 2. Status of Federal Action : 3. Report Type : 
~ a. contract ,---------,a. bid/offer/application ~ a. initial filing 

b. grant b. initial award b. material change 
c. coopera tive agreement c. post-awa rd For Material Change Only : 
d. loan year quarter 
e. loan guarantee date of last report 
f . loan insurance 

Approved by 0MB 

0348-0046 

4. Name and Address of Reporting Entity: 5. If Reporting Entity in No. 4 is a Subawardee , Enter Name 
D Prime D Subawardee 

Tier 
' 

if known : 

Congressional District , if known: 4c 

6. Federal Department/Agency : 

8. Federal Action Number , if known: 

10. a. Name and Address of Lobbying Registrant 
( if individual, last name, first name, Ml): 

11 Information req11ested through this fom1 ls authorized by title 31 U.S C. sect,on 
• 1352. This disclosure or lobbying ac1iv1Ues is e material representation of fad 

upoo which reliance was placed by Iha lier aliove when lhis transaction was ma<fe 
or e~tered Into. Jtils disclosure Is required pursuant 10 31 U.S.C. 1352. This 
informatloo wdl be available ror public Inspection, Any person who tails· to file the 
required disclosure shall be subject to a civil penalty or not less u,an $10,000 am! 
not more than $100 .000 for each such failura 

Federal Use Only: 
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and Address of Prime: 

Congressional District , if known: 
7. Federal Program Name/Description : 

CFDA Number, if applicab le : 

9. Award Amount , if known: 

$ 

b. Individuals Performing Services (including address if 
differen t from No. 1 Oa) 
(last name, first name, Ml) : 

Signature: 

Print Name: 

Title: 

Telephone No.: Date: 

I Authorized for Local Reproduction 

Standard Form LLL (Rev, 7-97) 

Pa.ge 65 of 112 



HHS-20-1172-A-000066

INSTRUCTIONS FOR COMPLETION OF SF-LLL, DISCLOSURE OF LOBBYING ACTIVITIES 

This disclosure form shal l be completed by the reporting entity, whether subawardee or prime Federal recipient, at the initiation or receipt of a covered Federal 
action, or a material change to a previous fil ing, pursuant to title 31 U.S.C. section 1352 .. The filing of a form Is required for each payment or agreement to make 
payment to any lobbying entity for 1nfluencing or attempting to influence an officer or employee of any agency, a Member of Congress , an officer or employee of 
Congress , or an employeeof a Member of Congress in connection with a covered Federal action, Complete all items that apply for both the init1al filing and material 
change report. Refer to the implementing guidance published by the Office of Management and Budget for additional information. 

1. Identify the type of covered Federal action for which lobbying activity 1s and/or has been secured to influence the outcome of a covered Federa l action. 

2. Identify the status of the covered Federa l action. 

3. Identify the approprfatec lassificatlon of th is report, If this 1s a followup report caused by a material change to the information previously reported, enter 
the year and quarter in which the change occurred. Enter the dale of the last previously subm itted report by this reporting entity for this covered Federal 
ac1ion. 

4 . Enter the ful l name, address, city, State and zip code of the reporting entity . Include Congressional District , if known. Check the appropriate classification 
of the reporting entity that designates if it is, or expects to be, a prime or subawa rd recipienL Identify the tier of the subawardee, e,g. , the first subawardee 
of the prime is the 1st t ier. Subawards include but are not limited to subcontracts, subgrants and contract awards under grants. 

5. If the organizat ion filing the report In item 4 checks "Subawardee ," then enter the full name, address, city. State and zip code of the prime Federa l 

recipient. Include Congressiona l Distr ict, If known . 

6. Enter the name of the Federa l agency making the award or loan commitmenL Include at least one organizationaJJevel below agency name, if known . For 

example, Department of Transportation , United States Coast Guard. 

7. Enter lhe Federal program name or description for the covered Federal action (item 1 ). If known , ente r the full Catalog of Federal Domestic Assistance 

(CFDA) number for grants , cooperative agreements, loans, and loan commitments. 

8. Enter the most appropriate Federal ident ifying number available for the Federal action identified in item 1 (e.g., Request for Proposa l (RFP) number; 
lnvitaLion for Bid (IFB) number ; grant announcement.number; the contract, grant, or loan award number ; the application/proposa l control number 
assigned by the Federal agency), Include prefixes , e.g ., "RFP-DE-90-001.'' 

9. For a covered Federal action where there has been an award or loan commitment by the Federal agency, enter the Federal amount of the award/loan 

comm itment for the prime entity identified in item 4 or 5. 

10. (a) Enter the full name. address, city, State and zip co(le of the lobbying registrant under the Lobbying Disclosure Act of 1995 engaged by the reporting 

entity identified 1n item 4 to influence the covered Federal action . 

(b) Enter the full names of the individual(s) performing serv ices, and include full address if different from 10 (a). Enter Last Name, First Name, and 

Middle Initial (Ml). 

11. The certify ing official shall sign and dale the form, print his/her name, title, and telephone number. 

According lo the Paperwork Reduction Act, as amended, no persons are requi red to respond lo a collection of information unless ii displays a valid 0MB Control 
Number . The valfd 0MB control number for this information collection Is 0MB No. 0348-0046. Public reporting burden for this collection of informaLion Is 
estimated to average 1 O minutes per response , includin g time for reviewing instructfons, searching existing data sources , gathering and mainta infng 1he data 
needed, and comple'ling and reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of 
information, including suggest ions for reducing this burden , to the Office of Management and Budget , Paperwork Reduction Project (0348-0046), Washington , 
DC 20503. 
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ATTACHMENT # 10 

DATA ITEM DESCRIPTION 

TITLE : CONTRACT PERFORMANCE REPORT (CPR) 
NUMBER: DI - MGMT- Sl466A APPROVAL DATE: 20050330 
AMSC NUMBER: D7549 LIMITATION: 
DTIC APPLICABLE: GIDEP APPLICABLE: 
PREPARING ACTIVITY : OUSD(AT&L)ARA/AM(SO) 

APPLICABLE FORMS: DD Forms are available and shal l be used to submit requ i red 
formats as follows : 

CPR Format DD Form Number Sample Format No . 
Work Breakdown St ructure 2734/1 ::. 

Organ iz at i ona l Categories 2734/2 2 
Baseline 2734/3 3 
Si:affing 2734/.4 4 

Exp l anations and Problem Analyses 2734/5 5 

USE/RELATIONSHIP: This reporc cons is ts of five formats c oncaining data for 
measuring contractors ' cost and schedule perfo r mance on Depar t ment o f Defense 
(DoD) acquisi t ion contracts . Format 1 (Samp l e Format l ) pro vides data to 

measure cost and schedule perfo rmance by product-oriented Work Breakdown 
Structure (WBS) e le ments , the ha r dware , software , and s er vices the Government 
is buying . Format 2 (Samp l e Formal 2 ) provides the same data by the 
contractor's organization (functional or I ntegrated Product Team (IPT) 
structure) . Format 3 (Sample Format 3) provides the budget baseline plan 
against which performance is measured . Format 4 (Samp le Format 4) provides 
staffing forecasts for cor r elat i on with the budget pla n an d cost es ti mates . 
Format 5 (Samp le Formal 5) is a narrative report used lo explain significant 
cost and schedule variances and other i dentified contract problems and topics. 

CPR da t a shall be used by DoD system managers to : (1) integrate cost and 
schedule performance data with technical performance measures , (2) i den tify 
the magnitude and impact of actua l and potential problem areas causing 
significant cost and schedu l e var i ances , and (3) prov i d e val i d , time l y program 
sta t us information to higher managemenl . 

The CPR is a management report . I t pr ovides timely , re li able summary-level 
data wii:h which to assess current and projected contract performance . The 
CPR 's primary value to the Governmen t is i ts ab i l ity to reflect current: 
contract status and reasonab l y project future p r ogram performance . It is 
importan t that the CPR be as accurate as possible so it may be used for its 
intended purpose , which is to fac i l i tate in formed , time l y decisions . It will 
be us ed by t he DoD component staff , inc l uding p rogram managers , engineers , 
cosc estimacors , and f inanc i a l management personnel , to confirm , quan t ify , and 
track known or emerging contract p r ob le ms and serve as a basis for 
communicating with the contractor . The CPR data sha l l accurately reflect how 
work is being planned, perfo r med , a nd measured and shal l be consisten t wit h 
the actual contract status . 

a . This Data Item Description (DID) conta i ns the format and content 
preparai:ion instruc t i ons f or the data product generated by the specific and 
discre le ta sk requ ir ements as de l ineated in Lhe contract . 

b . This DID shall be used in con jun ction with the Integrated Master Schedule 
(IMS) DID , DI-MG MT- 81650 . This DID may be used in c o n junct i on with t:he 

ContracL Funds Status Report (CFSR) DID , DI - MGMT- 8 1468 , the Contract Work 
Brea kd own Structure (CWBS) DID , DI - MGMT- 8 1334A , the Cost Da t a Summary Report 
DID , DI -FNCL-8 1565A , and the Functiona l Cost-Hour and Progress Curve Re por t 
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DID, DI-FNCL-81566A . The same WES shal l be uti l ized for the Integra t ed Master 
Plan (IMP) , IMS1 CPR, and Contractor Cost Data Report (CCDR) as applicable. 

c . The CPR sha l l be used to obta i n cost and schedu l e performance informa t ion 
on contracts requiring compliance with the American National Standards 
Inscicuce/Electronic Industries Al l i ance Standard 748 (ANSI/ EIA - 748), Earned 
Value Management Systems (EVMS) (current vers i on i n effect at time of con tr act 
award) . Refer to the Federal Acquisition Regulation (FAR) or Defense Federal 
Acquisition Regula t ion Supp l ement (DFARS) c l ause on contract . The CPR data 
elements shall reflect the output of the contractor ' s ANSI/EIA - 74B compliant 
in tegrated management system. 

d. The CPR shall be requi r ed no l ess frequent l y than month l y. All formats 
shall be submit te d to the procu rin g activity no l ater than 12 working days 
following the contractor ' s account ing period cutoff date . This requirement 
may be tailored through contract negotiations to a l l ow subm i ssion as late as 
17 working days , provided that the contractor and Government agree that 
program complexi t y and i ntegrat i on of subcontractor and vendor performance 
data warrant additiona l t i me and wi l l y i e l d more accurate performance . 
Reports may reflect data either as of the end of the calendar month or as of 
the contractor ' s accounting pe ri od cutoff date , provided it is consistent with 
the IMS . Formats 2 , 3 , and 4 may be submitted on a l ess fre quent basis in 
some cases . Refer to the Earned Value Management I mplementat io n Guide (EVMIG) 
for guidance on t ailoring reporting . (Note : Contractors may elect co attach 
subcontraclor Format 5 reporting and cross r efe rence this analysis in the 
format 5 reporting submitted to the Government to gain time efficiencies and 
me€t submission dates . ) 

e. Unless o t herwise provided in the contract, data reported in the CPR sha l l 
per tain to all a~thorized contract work , including both pr ic ed and unpriced 
effort. Refer to the EVMIG for guidance on tailoring reporting. 

f. Submission of Format 1 using a product-oriented WBS in accordance with the 
WBS Handbook, MI L- HDBK-88 1 , and t he CWBS DID , DI -MGMT-8 1334A , is mandaLory . 
(Note : For contracts that require CCDRs , Lhe CWBS shall be developed , 
approved , and maintained in accordance wit h DoD 5000 . 4- M-1 , Cost and Software 
Data Reporting Manua l , and the CWBS DID . ) Certain aspects of the report are 
subject to negotiation between th e Government and the contractor , such as : 

f . l The level of detai l to be reported in Format 1 norma l ly will be ac level 
three of the CWBS, but lowe r levels may be specified for high - cost or high­
risk i t ems . The Government and the contractor sha l l period i cally review and 
adjust as necessary CWBS reporting l eve l s on Format 1 to ensure they continue 
to provide appropriate visibility without requ irin g e xcess ive information. If 
t he r e is a significant prob l em at a lower :'..evel , detailed report i ng for chat 
CWBS element may be required until t he problem ls reso lved . 

f . 2 Formats 1 and 5 are mandatory in a l l cases . Formats 2 , 3 , and 4 are 
optional in some cases . Refer to the EVMIG for guidanc e on tailoring 
reporting. 

f . 3 Variance analysis thresholds which , if exceeded , requ ire problem analysis 
and narrative explanations i n Format 5. If the contract does not specify 
variance ana lysis thresholds , the contractor shall provide appropriate 
variance analyses . (See 2.6.3 below.) Variance ana lysis thresholds shall be 
reviewed period i cally and adjusted as necessary to ensure they continue to 
provide appropriate visibility . 
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f . 4 If the organizational categories for Format 4 are different from Format 
2 , the Government may request that different organizational categories be used 
for reporcing scaffing in Format 4 i nstead of those used i n Format 2 . If so, 
the Government and the conlractor shal l negotiate lhe Format 4 categories . If 
required , the Format 2 categories shall reflect the contractor ' s internal 
organization being used to execute the contract . 

g. Subject to f. , Lhe CPR Contract Data Requirements List (CORL) is subject 
to tailoring . Requiring more i nformation in the CPR CORL than specified in 
this DID is contrary to DoD po l icy. Al l negotiated reporting provisions shall 
be specified in the contract . Refer to the EVMI G for guidance on ta iloring 
reporting . 

REQUIREMENTS: 

1. Formac . Use che relevan t DD Forms as l i sted above. A~l formats shall be 
submilled electronical l y in accordance with the fol l owing requirements . All 
forma t s shall be in a readab le digital format (e . g . , pdf f i les are not 
acceptable) . The American National Standards Institute (ANSI) X12 standard 
(839 cransaction set) , the United Nations Electronic Data Interchang e for 

Administration, Commerce and Transport (UN/ED I FACT) standard (PROCST message) , 
or the XML equivalent shall be used to subm i t data electronically co the 
pr ocuring activity. Contractor formats may be substituted whenever they 
contain all of the required data elements at the specified reporting levels 
and are compliant with the Xl2 standard, XML schema , or equivalent. On- line 
access to the data may be provided to augment formal CPR submission. (Note : 
Until the ANSI X12 / XML standards are redefined to incorporate rhe changes to 
the forms, t he new data elements sha l l be repor ted in Format 5 . ) 

2 . Content . The CPR shall contain the fo l low ing : 

2 . 1 Head i ng Informat i on - Formats 1 - 5 . Preparation instructi ons for 
Heading Information (Bl ocks l through 4) app l y to Formats 1 through 5 . 

2 . 1.1 Contractor . En t er in Block 1.a the contractor's name and division (if 
applicable) . Enter in Block l. b the faci l ity locat i on and mailing address of 
the reporting contractor. 

2 . 1.2 Contract. En t er t he concract name in Bloc k 2.a, the contract number 
(and the applicable Contract Line :tern Nurnber(sl (CLI N(s)) in Block 2 . b, the 
contract type in Block 2 . c, and the contract share ratio ( if applicable) in 
Block 2 . d . 

2 . 1 . 3 Program . En t er in Bloc k 3 . a Lhe p rogram name , number , acronym , type , 
model, and series, or othe r designation of the prime item(s) purchased under 
the contrac t . Indicate the program phase (deve l opment , production , etc . ) i n 
Block 3.b. Indicate whether the contractor ' s EVMS has been accepted by the 
GovernmenL and the date of the acceptance. 

2 .1 . 4 Report Per iod . Enter the beginning date in Block 4 . a and the ending 
date in Block 4.b of the period covered by the report . 

2 . 1 . 5 Security Classification. En te r th e appropriate security c lassification 
at. the top and bo t tom of each page . 

2 . 1 . 6 Dollars in 
millions , or billions, 
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2 . 2 Format 1 - Werk Breakdown Structure . 

2 . 2 . 1 Con tr ac t Data . 

2 .2. 1 . 1 Quantity . En te r in Block 5 . a the number o f p ri ncipa l items to be 
procured on this contract . 

2.2. 1 .2 Negotia te d Cost. En te r in Bl oc k 5 .b the dol l ar va l ue (exc l uding fee 
or profit) on which contractua l agreement has been reached as of the cutoff 
date of t he re p ort . For an incentive contract , enter the definitized contract 
tar get cost . Amounts f or cha nges sha l l not be i ncluded in th i s item until 
they have been priced and incorporated in the contract through contract change 
or der or supplemen t al ag reem ent . For a cost plus f ix ed fee , award fee, or 
incencive fee concract , enter the est im ated cost negotiated . Changes to t he 
estimated cost shall consist only of estimated amounts for changes in the 
contract scope of work , not for cost g r owth (" over r un " ) above the original 
estimated cost: . 

2 . 2 . 1 . 3 Es ci mate d Cost of Author i zed, Unpr i ced Work . En te r in Bloc k 5 . c the 
amount (excluding fee or profit) estimated for that work for which wri t ten 
au thoriz at i on ha s b een rece i ved , b ut f or which definitized contract p ri ces 
hav e not be en inc o rp orated i n the c ontract through contract change order or 
supplemental agreement . 

2 . 2 . 1 . 4 Target Profil/Fee . Enter in Bloc k 5 . d Lhe fee or percentage of 
profit that shall a pply if the negotiated cost o f the contract is met. (See 
2 . 2 . 1 . 2 above . ) 

2.2. 1 . 5 Targe t Pric e . Enter in Block 5 . e th e target price (negotiated 
contract cost p l us prof i t/fee) appl i c able to the definitized contract ef fort . 

2 . 2 . 1 . 6 Estimated Pri ce . Based on t he most l ike ly est imat e of cost at 
completion for all authorized contract work and the ap p ropriate profit/f e e , 
incentive , and cos t sharing provisions , enter i n Bloc k 5 .f the estima t ed final 
contract pr ice (t otal est i mated cost to the Government) . This numbe r shall be 
based on the most like l y management EAC in Bl ock 6 . c . l and normally will 
change whenever t he management estimate or the contract is revised . 

2 . 2 . 1 . 7 Con t ract Ceiling . Enter in Bl ock 5 .g the contract cei l ing price 
app li cab le to th e de finitized e ffor t . 

2 . 2 . 1 . 8 Estimated Contract Ceiling . Enter in Block 5 . h the estimated ceiling 
price applicable to a l l authorized contract effort inc lud in g b o th defi n i tiz ed 
and undefinitiz e d effort . 

2 . 2 . 1. 9 Over Tar get Base l ine/Over Ta rg et Sched ule . Enter i n Bl oc k 5 . i the 
da te the last over target base l ine or over target schedu l e was implemented (if 
app l icable) . 

2 . 2 . 2 Estimated Cost at Completion . These blocks shall present the 
concractor ' s range of est i mated c osts at comp le tion . The range of estimates 
is incended to allow contractor management f!exlbl l ily to e xpress possible 
cos t outcomes . Contractors sha l l provide the most a cc u ra t e Estimates at 
Complet i on (EACs) p ossible through p rog ram - l eve l as sessme nts of factors that 
may affect the cost , schedule, or technica~ outcome of the contract . Such 
program - leve l assessments sha l l inc l ude considerat~on o f known or ancicipaLed 
risk areas, and planned risk reduct i ons or cost containment measures . EACs 
shall be repor t ed wi t hout regard to contract ceiling . 
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2 . 2 . 2 . l Management Estimate at Compl e t i on - Best Case. Enter in Bloc k 6 .a . l 
the contractor ' s bes t case EAC. The best case estimate is the one t hat 
resulcs in th e l owes t cost to the Government. Thi s est i mate shall be base d on 
the outcome of the most. f avorable set of circumstances . I f this estimate is 
dif f e r en t from the most l ike ly EAC (Block 6 . c . l) , the assu mp tions, conditions , 
and metho dology underlying this est i mate s ha l l be exp l a ined b r i efly i n Fo rmat 
S . This estimate is fo r informational pu r poses only ; it is not an official 
c ompany es ti mate. The r e i s no req uireme n t f or the contractor co prepare and 
maintain bac k up data beyond the explanat io n p rovided in Format 5 . 

2 . 2 . 2 . 2 Management 2st ima t e at Compl eti on - Worst Case . En te r in Block 6 .b .1 
the contractor ' s worst case EAC. Th e worst case est imate is the one that 
resulcs in the highest cost to the Governmen t. Th is estimate shall be base d 
on che outcom e of the l e ast f a vo rable set of circumstances . If th i s estimate 
is different from the most l i kely EAC (Bl ock 6 . c . 1), the assumptions , 
conditions , and met hodo l og y under l y i ng th i s est i mate sha l l be explained 
briefly in rormat 5 . This es timate is for informationa l pu rposes only ; it is 
no t an official company estimate . There is no require ment for t he contractor 
t o prepare and mainta i n backu p data be yond the explanat i on p ro v ided in Formac 
5 . 

2 . 2 . 2 . 3 Management Est i mate at Compl e t i on - Most Like ly . En ter in Block 
6 . c . l the contractor ' s most l ike ly EAC. This estimate is the contrac t or ' s 
off ici a l con tr ac t EAC and , as such , tak es precedence over the estimates 
p resen l ed in Column (15) of Formats 1 and 2 and Blocks 6 . a .l and 6 . b . l . This 
EAC is the value that the contractor ' s management be l ieves is the most likely 
outcome based on a know l edgeab l e estimate of a l l author i zed wor k, known ris k s , 
and probable future conditions . This value need not ag ree with th e tocal of 
Column (15) (Bl o c k 8 . e) . However, any diffe r ence shal l be ex pl a i ned in Format 
5 in such terms as ris k , use of Management Reserve (MR), or higher management 
kno wledge of current or future cont rac t conditions . The assumptions , 
con di tions , and met h od o l ogy under l y i ng th i s est i mate shall be explained 
br i efly in Format 5 . This £AC need not agree with EACs contained in the 
contractor ' s internal data , but must be reconci l ab~e to them . Th e most l i kely 
EAC sh a ll also be reconci l able to the cont ra ctor ' s l atest statement of funds 
required as re p orted in the CFSR , or its equiva l ent , i f this re p ort is a 
contractual re qui r e me nt . 

2 . 2 . 2 . 4 Con t ract Budget Base . Enter in Block 6 . c . 2 the total of negotiated 
co sc (Block 5 . b) and e stima t ed cost o f authorized, unpriced work (Block 5 .c). 

2 . 2 . 2 .5 Variance . En t er in Block 6 . c . 3 the Contract Budget Base (Bl ock 
6 . c . 2) min us th e most l i ke ly estim ate at c ompl ete (Bloc k 6 . c . l). This value 
shall be exp laine d in Format 5 according to ap p l icable contractual 
requirements . 

2 . 2 . 3 Authorized Contractor Representat ive . Enter in Block 7 .a the name of 
t he au t ho ri ze d person (p rog ram manager or des i gnee) s i gning the r epo rt. En t er 
that person ' s tit le in Block 7 . b . The authorized per son shall sign in Bloc k 
7 . c . En t er the da t e signed in Bloc k 7 . d . Electronic signatures are 
encouraged . 

2 .2. 4 Pe r formance Data . 

2 . 2 . 4 . 1 Column (1) - Work Br ea k down Structure Ele ment . En ter in Column (1 ) 
o f Block 8 . a ~he noun descr i ption o f the CWBS items for which cos t inform acion 
is be in g reporLed . CWBS e:ements and levels reported shall be those specified 
in the contz:act . (See f . 1 above .) 
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2 . 2 . 4 . 2 Cost of Money . En ter in Columns (2) through (16) of Block 8 . b t he 
Facilities Capital Cost of Money app l icable to the contract . 

2 . 2 . 4 . 3 General and AdministraL iv e . Enter in Co l umns (2) through ( 1 6) of 
Bloc k 8 . c the appropriate General and Admi n i st r ative (G&A) costs . If G&A 
costs have not been inc l uded i n the CWBS costs reported in Bloc k 8 .a above , 
G&A shall be shown as an add entry in Block 8 . a . I f G&A costs have been 
included in t he CWBS costs reported in Block 8 . a above , G&A shal l be shown as 
a non-add entry in Block 8 . c wit h an appropr i ate notat i on to tha t effect . For 
contracts that re quire CCDRs , contractors may also have to submit separate 
costs wi thout G&A for the CWBS e lem e nts reported in Bl ock 8 . a on an excep t ion 
basis 1f th e Government spec i fies such a requirement in the CORL. If a G&A 
classifica ti on i s no t used , no entry shal l be made other than an appropriate 
no t a t ion to t hat effect . 

2 . 2 . 4 . 4 Undis tr ibuted Budge t. En t er t he amount of b udge t appl i cab l e to 
contract effort that has not yet been i dentified to CWBS e l ements at or below 
the reporting level . For example , if contract changes were authorized late in 
the reporting perio d, they shou l d hav e rece i ved a tota l budge t; however , 
assignmen t of work and a l local io n of budgets Lo ind ividual CWBS elements may 
no t have been accompl i shed as of the con t racto r' s accoun t ing perio d cutoff 
dat e . Bu dge t s that can be i dentified to CWBS e l ements at or below the 
specified reporting level shal l be included in the total budgets shown for the 
CWBS elemencs in Block 8 . a and shal l not be shown as Undistribu t ed Budget 
(UB) . Enter in Column (15) of Block 8 . d the EAC for the sco pe of work 
represented by the UB in Column (14) of Block 8 . d . Enter in Column (16) of 
Bloc k 8 . d the variance , i£ a ny , and ful l y exp l a i n it in Forma t 5 . Ihe 
reason(s) for UB shall be fully ex p lained in Format 5 . 

2 . 2 . 4 . 4 .1 Use of Und i str i buted Budget . UB is used t o accommodate tempora r y 
situations where time constraints prevent adequate budget planning or where 
contract effo rt can only be defined in very general te r ms . UB shall not be 
used as a substitute for adequate contract planning . Forma l budgets shall be 
allocated t o contract effort and ~es ponsib le organizat ions at t he earliest 
possible t i me , preferab l y wi thin the ne x t re porting pe ri od . 

2 . 2 . 4.5 Sub t o t al (Pe r formance Measurement Base l ine) . In Columns (2) through 
(16) of Bl oc ks 8 . a through 8 . e , enter the sum of t h e costs and b udgets for 

direct , indirect , cost of money , and G&A. This subtotal represents the 
dollars in che allocated budget (l ess MR) , which is the Pe rf orman c e 
Measurement Baseline (PMB) aga in st which performance is measured . 

2 . 2 . 4 . 6 Management Rese r ve . MR is an amount of the overal l contract budget 
withheld for management control p urposes and is he:..d f or program unknowns 
(realized risks on author i zed wor k scope ). Reserve is he l d for fucure needs 

and shal l no t be used to of f set cumulat i ve cost var i ances . I t shall no t be 
eliminated from contract prices by the Government during subsequent 
nego ti ations nor used to absorb the cost of contract changes . I n Co l umn (14) 
of Block 8 . f enter the tota l amount of budget identified as MR as of the end 
of the current reporting period. The amounts shown as MR in Formats 1, 2 , and 
3 should agree . Amounts of MR appl i ed to CWBS e lements du r ing t he reporting 
period shall be listed in Bl ock 6 . b of Formal 3 and explained in For mat 5 . 

2 . 2 . 4 . 6 . 1 Negative Manage ment Reserve . Negat i ve entries sha l l not be made in 
Management Reserve (Column ( 14 ) of Block 8 . f ) . There i s no such thing as 
"negacive MR. " If the contract is budge t ed in excess o f t he Contract Budget 
Base (the negotiated contract cost plus the est i mated cost for authorized , 
unpriced work) , the p rov i sions app l icab l e to formal reprograrrtming and the 
instructions i n paragraphs 2 . 2 . 5 . 1, 2 . 2 . 6 . 6 , 2 . 2 . 6 . 7 , and 2 . 4 . 1 . 7 apply . 
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2.2.4.7 Total . Enter the sum of all direct, indirect , cost of money, and G&A 
costs, and UB and MR (if app l i cable) i n Columns (2) through (14) of Block 8.g. 
The Total lines of Format 1 (Bloc k 8 . g) and Formal 2 (Block 5 . g) should agree. 
The total of Column (14) , Block 8 . g , should equal the Total Allocated Budget 
shown in Bloc k 5 . f on Format 3. 

2.2.5 Reconciliation to Contract Budget Base. 

2 . 2 . 5.1 Formal ~eprogramming . In exceptional cases , the contractor may 
establish performance measurement budgets that exceed the Contract Budget 
Base . Acceptance of the new baseline in excess of the Contract Budget Base 
will be predicaced on Government approva l . This process is called formal 
reprogramming . The contractor and the Government sha l l agree on how th e 
results of a formal reprogramming will be reported in the CPR before the 
formal reprogramming is initiated. This agreement and any other pertinent 
d etails on th e reporting of the formal reprogramming shall be included in 
Format 5 . Blocks 9.a and 9.b are used to reconcile the higher performance 
measurement budge ts , a l so called an " over target base l ine, '' to the Contract 
Budget Base . (See 2 . 2 . 6 . 6 , 2 . 2 . 6 . 7 , 2 .4.1. 7 , and 2 . 6 . 5 be low for more 
information on reporting over target baselines (Fo r mal Reprogramming) . ) 

2 . 2 .5.2 Variance Adjustment. In a formal reprogramming (ove r target 
baseline) , the con t ractor may: (1) app l y the addit i ona l budgec to comple t ed 
work , Lhereby eliminating some or all of the existing cost or schedule 
variances , (2) apply the additional budget to remaining work , (3) apply some 
of th e additional budget to completed work and some to remain i ng wor:k , and/or 
(4) apply some of the additional budget to MR. If the contractor uses a 

porcion of the additional budget to eliminate variances applicable to 
completed work , the tota~ adjustments made to the cost and schedule variances 
shall be shown in Columns (10) and (11) o f Block 9 . a . The total cost variance 
adjustment entered i n Column ( 11) of Block 9 . a shou ld be the sum of the 
individual cost variance adjustments shown in Column ( 12 ) of Bloc k 8.g . 

2.2 . 5 . 3 Tocal Contract Var i ance . In Columns (10) and (1 1 ) of Block 9 . b, 
enter the sum of the cost and schedule variances shown on the Total line 
(Block 8 . g) and on the Variance Adjustment l ine (Block 9 .a). In Column (14) 

enter the Contract Budget Base from Bl ock 6 . c . 2 . In Co l umn (15) enter the 
management EAC from Block 6 . c . l . In Column (16) of Block 9 . b enter the 
difference beLween Co lu mns (14) and (15) of Bl ock 9.b . 

2 . 2 . 6 Columns (2) Through (16) When compliance with the ANSI/EIA-748 
(current version in effect at time of contract award) is con tractuall y 
required , the data in Columns (2) through (16) sha:l reflect the output of the 
concractor ' s ANSI/EIA-748 compliant integrated management sys t em . 

2 . 2 . 6.1 Column (2) and Column (7) - Budgeted Cost - Work Scheduled . For th e 
time period indicated , enter the Budgeted Cost for Work Scheduled (BCWS) in 
these columns . 

2.2 . 6 . 2 Column (3) and Column (8) - Budgeted Cost - Work Performed . For the 
Lime period indicated , enter the Budgeled Cost for Work Performed (BCWP) in 
t hese columns. 

2 . 2 .6.3 Column (4) and Column (9) - Actual Cost - Work Performed. For the 
t ime period indicated, enter the Actual Cost of Work Performed (ACWP) withouc 
regard to ceiling . In all cases , costs and budgets shall be reported on a 
comparable basis . 
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2 . 2 . 6 . 4 Column (5) and Column (10) - Vari ance - Schedu l e (i . e . , 
accomplishment ). For t he t ime period indicated , these columns reflect the 
differ e nces between BCWS and BCWP. For the cu r rent per i od column , Column (5) 
(schedl.lle variance) is derived by subtracting Column (2 ) (BCWS) from Column 
(3) (BCWP) . For the cumulat ive to date c olumn , Column (10) (schedu le 
var i anc e) is derived by subtracting Column (7) (BCWS) from Colu mn (8) (BCWP). 
A positive number in Column (5) and Coiumn (10 ) indic ates a favorable 
var i ance . A negac.ive number (ind i ca ted by paren t heses) ind i cac.es an 
unfavorable variance . Significant variances as specified in the contract 
shall be fully explained in format 5 . I f the contract does not specify 
v ari anc e analysis thresholds , the cont ra ctor shall p ro v i de appropriate 
variance analyses . (See 2 . 6 . 3 below .) 

2 . 2 . 6 . 5 Column (6) a nd Column (1 1 ) - Va ri anc e - Cost . For the ti me period 
indica ted , these columns re f lect the difference between BCWP and ACWP. For 
th e current period column , Co lumn (6) (c ost vari ance ) is de rived by 
subtracting Column (4) (ACWP) from Column (3 ) (BCWP) . For th e cumulativ e to 
date column , Column (11) (cost variance) is derived by subtracting Column (9) 
(ACWP) from Co l umn (8) (BCWP) . A pos i t i ve va l ue ind icates a fav ora ble 
variance. A negative value (i ndicated by p arentheses) i ndicates an 
unfavorab le variance . Sign i f icant variances as speci f ied in the contract 
shall be fully ex p lained in Format 5 . I f the contr act does not spec if y 
variance analysis th resho l ds , the contractor sha l l provide appropriate 
variance analyses . (See 2.6.3 be l ow .) 

2 . 2 . 6 . 6 Column (12 a) and Column ( 12b) Reprogramming Adjustments - Cost 
Var i a n c e and Sche du le Va ri a nc e. Formal r eprogramming (ove r target base l ine) 
results in budget allocations in excess of the Contract Budget Base and , in 
some ins t ances, a d jus tm en ts to prev i ous l y report ed variances . If previously 
reporced variances are be i ng adjusted , the adjustment app l icable to each 
reporting line item affected shall be entered in Column (1 2 a) if for a cost 
v ari ance and Column (12b ) i f f or a schedule va ri ance . The total of Column 
(12a) and Column (1 2b) shoD ld equa l the amount shown on the Variance 
Adjustment line (Bloc k 9 .a) i n Column (10) and Column (1 1 ) . 

2 . 2 . 6 . 7 Column (13) Reprog ram mlng Adjustments - Budget . Enter the tota l 
amounts a dded t o the budget f or each report i ng l ine item as the resul t of 
formal reprogramm i ng (over targ et basel i ne) . The amounts shown shal l cons i st 
of the sum of t he budgets used to adjust cost variances (Column (12 ) ) plus t he 
a dditi onal bu dget a dde d to the CWBS e l ement for remaining work . En t er th e 
amount of budge t added to MR in the space prov ided on the Management Reserve 
line (Block 8 . f of Column (13)). The tota l o f Column (13) should equal the 
budget amount by which th e Tota l Al l ocated Budget exceeds th e Con tr ac t Budget 
Base as shown in Block 5 . g of format 3 . An ex pl anation of the re p rogramming 
shall be prov ide d in Format 5. 

2 . 2 . 6 .7. 1 Formal Reprog ramming Reporting . Columns (12 ) and (13) are intended 
for use onl y i n situations i nvo l v i ng f ormal reprogramming (ov e r ta r ge t 
baseline ) . Int e rnal replanning actions within th e Contract Budget Base do not 
require en t ries i n these columns . Where contcactors are submit t ing CPR data 
d irec cly from automa te d sy stems , the addition of Columns (!2) and (13) as 
shown may not be practical due to computer reprogramming problems or space 
lim itations. I n such cases , the inf orm ati on sha l l be pr ovided in For mat 5 . 
Contracto r s shall not be requ ir ed to abandon o r mod i fy ex i sting au to mate d 
reporting systems to inc l ude Columns (12 ) and (1 3) if significant costs will 
be associated wi t h such change . Nor sha l l co nt racto rs be r equired t o prepare 
the report manually so lel y to i nclude Lhis inf ormat i on . 
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2 . 2 . 6 . 7 . 2 . Formal Rep r ogramm i ng Time l iness . Formal reprogramming (over 
targe t baseline) can be a sign i ficant undertak in g that may require more than a 
month to i mplement . To preclude a disruption of management v i sibility caused 
by a reporting hiatus , formal reprogramm in g shall be imp l emented 
expeditiously . If a report i ng hiatus is needed , the con t ractor an d the 
Gov e rnm e nt shal l agree on the date and duration of the hiatus before t he 
formal reprogramming is initiated . 

2 . 2 . 6 . 8 Column (14) - At Completion - Budgeted . Enter the budge t.ed cosl at 
completion for the items listed in Column (1) . This entry shall consist of 
t he sum of th e orig i na l budgets plus or mi nus budget changes r e sulting from 
contract changes , internal replanning , and app lic ation of MR. The total 
(Bl ock 8 . g) should equa l the Tota l Al l ocated Budget shown in Block 5 . f on 
Format 3 . 

2 . 2 . 6 . 9 Column (15) - At Compl e ti on - Estimated . Enter the latest rev i sed 
estimate of cost at completion inc~uding estimated overrun/underrun for all 
authorized work . If the subtotal (Bloc k 8 . e) does not ag ree with the most 
l ik ely managemen t EAC (Block 6 . c .l ) , the diffe r ence sha l l be explained in 
Format. 5 . (See 2 . 2 . 2 . 3 above . ) 

2 . 2 . 6 . 10 Column (1 6) - At Comp l etion - Var i ance . Enter the difference 
between the Budgeted - At Completion (Co l umn (1 4)) and the Estimated - At 
Comple t ion (Column (15)) by subt r acting Co:umn (15) from Co l umn (14). A 
negative value (indicated by parentheses) re f lects an unfavorable variance . 
Significant variances as specified in the contract sha l l be fully explained in 
Format 5 . If the contract does not specify var i ance a n alys i s thresholds , the 
contractor shall provide appropr i ate var i ance analyses . (See 2 . 6 . 3 below . ) 

2 . 3 Format 2 - Organ i zat i ona l Categories . 

2 . 3 . 1 Pe r formance Data . 

2 . 3 . 1 . 1 Column (1) - Organizational Category . In Block 5 . a list the 
organ i zational caLegori e s that ref: e ct the c ontractor ' s internal managemenL 
structure . This format sha l l be used to co l l ect organizational cost 
information at the tota l c ontrac t l evel for organiza ti ona l elements rather 
than for individual CWBS elements . This co l umn sha l l a l so i dent i fy each major 
subcontractor as defined in the contract . The indiv id ua l subcontractor line 
sha l l reconcile wi t h the c ost to the pr i me (inc l udes subcontrac t or fee , MR, 
UB, G&A, cost of money , etc . ) or sha l l track d ir ect l y wi th the subcontractor 
submittal consis t ent w~th the company/program documented process for 
subcontract int e gration . The process for subcontract integra t ion shall be 
ex p lained in Format 5 . This column shal l also ident ify each major 
subcontrac t or and each ma j or vend or separately as an add i tem. (Not e : The 
separat i on of su b con t ractor efforts is for report i ng purposes and not i ntended 
to impact how contracts are managed . ) Except for material included in the add 
item for each major subcontractor or major vendor , the co l umn sha l l a l so 
identify material separately as an add item . The level of detail to be 
reported normally will be limited to the organizational le vel immediately 
under t he operacing head of the fac i l i ty . The contracto r may repor t this 
information according lo ils own internal management sL ru cLure . If th e 
contracto r i s organ i zed by product teams , this format may not be nee ded 
because it may resemb l e Format 1 . 

2 . 3 . 1 . 2 Cos t of Money . Eni::er in Columns (2 ) through (1 6) of Bl ock 5 . b the 
Facilities Capital Cost of Money app lic able Lo t he conLracl . 
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2 . 3 . 1 . 3 General and Administrative . Enter in Columns (2 ) through (16) of 
Block 5 . c th e appropriate G&A costs . I f G&A costs have not been inclu ded in 
the CWBS costs reported in Block 5 . a above , G&A sha l l be shown as an add entry 
in Block 5 . a. If G&A costs have been included in lhe CWBS costs reported in 
Block 5 . a above , G&A shall be shown as a non-add entry in Block 5 . c with an 
appropriate notation to that effect . If a G&A classification i s not used , no 
en try shall be made other than an appropriate notation to tha t effect. (See 
2.2.4.3 above.) 

2 . 3 . 1 . 4 Undistributed Budget . En te r in Column (14) of Block 5.d the budget 
applicable to con tra c t e ffor t that cannot be planned in sufficient detail to 
be assigned to a responsible organizational area at the reporting level . The 
amounL shown on this format may exceed the amount shown as UB on FormaL 1 if 
budget is identified ~o a task at or be l ow the CWBS reporting level but 
organizational identification has not been made ; or may be less than the 
amount on Format 1 where budgets have been assigned to organizations but not 
to CWBS elements . Enter in Column (15) of Block 5 . d the EAC for the scope of 
work represented by the UB in Column (14) of Block 5 .d. Enter in Column (16 ) 
of Block 5 . d Lhe variance , if any, and ful ly explain i t in Format 5 . (See 
2 . 2 . 4 . 4 above . ) 

2 . 3 . 1 . 5 Subtotal (Performance Measurement Base l ine) . En ter the sum of the 
direct , indirect , cost of money, and G&A costs and budgets in Columns (2) 
t hrough (16 ) of Blocks 5.a through 5.e. (See 2.2 . 4.5 above . ) 

2 . 3 . 1.6 Management Reserve. In Column (14) of Block 5.f enter the amount of 
budget iden ti fied 3s MR. The Management Reserve entry should agree with the 
amounts sr1own in Formats 1 and 3 . (See 2 . 2 . 4 . 6 above . ) 

2 . 3 . 1 . 7 Toi:::al . Eni:::er i:::he sum of all direct , indirect , cost of money, and G&A 
costs and budgets, UB, and MR (if applicable) in Columns (2) through (141 of 
Block 5 . g . The totals on this page should equal the Total l in e on Format 1 . 
The total of Column (14) should equal the Total Allocated Budget shown in 
Block 5.f on Format 3 . 

2 . 3 . 2 Columns (2) Through (16) . The instructions applicable to these columns 
are the same as the instructions for corresponding columns on Format 1. (See 
2 . 2 . 6 and 2 . 2 . 6 . l through 2 . Z . 6 . 10 above . ) 

2.4 Format 3 - Baseline . 

2 . 4 . 1 Contract Data . 

2 .4 . 1.1 Original Negotiated Cost . Enter in Block 5 .a the dollar value 
(excluding fee or profit) negotiated in the origina l contract . For a cost 

plus fixed fee , incentive, or award fee c ontract , enter the esi:::imated cost 
negotiated. Fo r an incentive contract , enter the definitized contract target 
cost . 

2 .4.1.2 Negotiated Contract Changes. Enter in Bloc k 5.b the cumulative cost 
(excluding fee or profit) applicable to definitized contract changes that have 
occurred since the beginning of the contract . 

2 . 4 . 1 . 3 Current Negotiated Cost . Enter in Block 5 . c the sum of Blocks 5 . a 
and 5.b. The amount shown should equal the current dollar value (exc luding 
fee or profi t ) on which contractual agreement has been reached and should be 
the same as the amount in Negotiated Cost (Block 5 . b ) on Format 1 . 
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2 . 4 . 1 . 4 Es timate d Cost of Authorized , Unpr i ced 11/ork. Ent.er in Block 5 . d the 
estimated cost (exclud i ng fee or profit) for contract changes for which 
autho riz ation has been rece i ved from the contract i ng officer , but fo r whi ch 
con t ract prices have not been i ncorporated in the contract , as shown in Block 
5 . c of Format 1 . 

2 .4. 1 . 5 Contract Budget Base . Enter in Block 5 . e the sum of Blocks 5.c and 
5 . d . 

2 . 4 . 1 . 6 Total Allocated Budget. Enter in Block S . f the surn of al l budgets 
alloca te d to the perfo r mance of the contractual effort . The amount shown 
shall include all MR and UB. This amount shou l d be the same as that shown on 
t he Total lin e in Column (14) on Format 1 (Block 8 . g) and Format 2 (Block 
5 . g) . 

2 . 4 . 1 . 7 Dif fere nce . En t er in Block 5 . g the difference between Bl ocks 5.e and 
5 . f . In most cases , the amounts shown in Blocks 5 . e and 5 . f will be 
identical . If the amount shown in Block 5.f exceeds that shown in Block 5 . e , 
it usual l y is an indi cation of a formal reprogramming (over targe t baseline) . 
The difference shall be explained in Format 5 at the t i me the nega t ive value 
appears and su b sequently f or any changes i n the difference between Contract 
Budget Base and the To t a l Al located Budget . 

2 . 4 .1. 8 Con t rac t SLart Date . En Ler in Block 5 . h the da te the contractor was 
authorized t o start work on the contract , regard l ess of the date of contract 
definitization . (Note : Long - l ead procurement efforts authorized under prior 
contracts are not to be co n sidered . ) 

2 . 4.1 . 9 Contr ac t De fi n iti zat i on Date . En t er in Block 5 .i the date the 
contract was de finiti zed . 

2 . 4 . 1.10 Planned Completion Date . En t er in Bl ock 5 .j the comp l etion date to 
which the budgets allocated in the PMB have been p l anned . This dat_e 
represents the planned completion of a~l significant effort on t he contract. 
The cost associated wi th th e schedu l e from whi ch this date is taken i s the 
Total Allocated Budget (Block 5 . f of Format 3) . 

2 . 4 . 1.10. 1 Pe rformance Measurement Schedule In cons i stent With Contractual 
Schedule . In exceptional cases , the contractor may determine that the 
ex i s t ing con tr ac t schedule cannot be achieved and no l onge r represents a 
reasonable basis for management contro l . With Government ap p roval , t he 
contractor may rephase its performance measurement schedule to new dates that 
exceed the contractual mi le st ones , a condition known as " over target 
schedule ." These new dates are for performance measurement purposes only and 
do nOL represenc an agreemen t to modify the contract terms and con di cions . 

2 . 4 . 1 . 10.2 Over Target Schedu l e Agreement . The Government and the contractor 
sha l l agree on the new performance measurement schedule pr ior to reporting it 
in the CPR . The contractor shall provide pe rtinent information in Format 5 on 
any schedule milestones that are inconsistent with contractual milestones , 
be g i nning the month the schedule i s imp l emented and each monch th ereafter . 

2 . 4 . 1 . 10.3 Ind i cators of a Pe r formance Measurement Schedule Inconsistent With 
the Contractual Schedule . Fo rm a l reprogramming or i nternal rep l ann i ng may 
result in performance measurement milestones that are inconsistent with the 
contractual mi les tones (Over Target ScheduLe ). A d iff erence between th e 
p lanned completion date (Block 5 . j) and the contract complet i on date (Block 
5 . k) usually indicates that some or al l of the performance measurement 
milestones are in cons i stent wi th the contractual mi l estones . 
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2.4.1.11 Contract Completion Date. Enter in Block 5 . k the contract scheduled 
completion date in accordance wi th the l atest contract modificat i on . The cost 
associated with the schedule from which this date is taken is th e Contract 
Budget Base (Block 5 . e of Format 3) . 

2 . 4 . 1 . 12 Estimated Completion Date. Enter 1n Block 5 . 1 the contractor ' s 
la t est revised esc:.imated comp l etion date. This date represen t s che estimated 
completion of all significant effort on the contract . The cost associated 
with the schedule from which this date is taken is the " most likely " 
management EAC (Bloc k 6 . c . 1 of Format 1) . 

2 . 4 . 2 Performance Data. 

2 . 4 . 2 . 1 Column (1) - Performance Measurement Baseline (Beginning of Period) . 
En t er irr Block 6 . a the time - phased PMB (inc l uding G&A) that ex i sted at the 
beginning of th e current reporting period . Most of the entr i es on this line 
(e.g . , for Columns (4) through (9)) are taken direct l y from the PMB (End of 
Period) line on the previous report . Fo r examp l e, the number i n Column (4) on 
the PMB (End of Period) line from the last. report becomes the number in Column 
(3) on the PMB (Beginning of Period) l ine on th i s report. The number in 
Column (5) (End of Period) l ast report becomes Column (4 ) (Beginning of 
Period) on this report , etc. ( i f each of the two columns covers the same 
leng t h of time) . 

2 . 4 . 2 . 2 Baseline Changes . In Block 6 . b , list all s ign ificant baseline 
changes t hat have occurred during the reporting period. Th i s listing shall 
inclu de the contract changes and supplemental agreements authorized during the 
reporting period , allocations from MR and UB, and any s i gnificant rephasing of 
budgets . All s i gnificant authorized base l ine changes sha l l be listed whether 
priced or unpriced . 

2 . 4 . 2 . 3 Performance Measurement Baseline (End of Period ) . Ent er in Block 6 . c 
the time-phased PMB as it exists at the end of the reporting period. The 
difference between th i s l i ne and the PMB (Beg i nning of Period) represents the 
effects of all significant changes , inc lud in g the authorized changes , 
allocations of MR made during the period , and changes to time phasing due to 
internal replanning or formal reprogramming . The reasons for these changes 
shall be explained in Format 5 . 

2 . 4 . 2 . 4 Management Reserve . Enter in Block 7 the total amount of MR 
remaining as of the end of the reporting period. This value should agree with 
the amounts shown as MR in Formats 1 and 2 . 

2.4 . 2 . 5 Total . Enter in Column (16) of Block 8 the sum of Co l umn (16) o f 
Bloc k 6 . c (PMB (End of Period)) and Column (16) of Block 7 (Management 
Reserve). This amount should be the same as that shown on the Total line 
(Block 8.g) in Column (14) on Format 1 . 

2 . 4 . 3 Column (2) - BCWS - Cumulat~ve To Date. On the PMB (Beginning of 
Per i od) line (Block 6 . a) , enter the cumulative BCWS as of the firsc day of the 
reporting period . This should be the same number reported as BCWS -
Cumulative To Date on the Total line (Column (7) of Bl ock 8 . g) of Format l of 
the previous C?R . On the PMB (End of Period ) l i ne (Block 6 . c) , en te r the 
cumulative BCWS as of the last day of the report ing period . This should be 
t he same number reported as BCWS - Cumu l ative to Date on the To t al line 
(Column (7) of Block 8 . g) of Format l fo r Lhis CPR . 
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2 . 4 . 4 Column (3) - 3CWS For Report Pe ri od . On the PMB (Beginning of Period) 
line (Block 6 . a), enter the sews planned for the reporting period . This 
should be the number i n Column (4) on the PMB (End of Per i od) line (Block 6.c) 
on the previous CPR . 

2 . 4 . 5 Columns (4) Through (14) . Enter the names of each month for the 
contract period of performance in the headings of each of the Columns (4) 
t hrough (9) , and che names of the appropriate periods in the headings of each 
of the Coluinns (10) through (14) of Block 6 . Columns beyond (14) may be added 
when necessary or desirable . In the PMB (Beginn in g of Period) line (Block 
6 . a) , enter t he BCWS projection reported i n Format 3 of the previous CPR as 
PMB (End of Period) (Bloc k 6 . c) . In the PMS (End of Period) line (Block 6 . c) 
of chis reporc, en t e r the projected BCWS by month for the nex t six monchs and 
for per i odic i ncrements (monthly , quarter l y , or annua l ly ) thereaf t er for the 
remainder of the contract . The time phasing of each item lis ted in Column (1) 
of Block 6 .b need not be shown i n Columns (4) through (14) . It is useful to 
show th e tim e phasing of any baseline changes . (Note : For the purposes of 
illustr ation , Sample Format 3 has Columns (4) through (14) for reporting sews. 
The ac t ua l number of co l umns wi l l vary from contract to contract . ) 

2 . 4 . 6 Column (15) - Undistributed Budget . On the PMB (Beginning of Period) 
line (Bloc k 6 . a) , enter the number from Column (15) on the PMB (End of Period) 
line (Block 6 . c) from the prev ious CPR. On the PMB (End of Period) line, 
enter t he UB shown in Co l umn (14) of Bloc k 8 . d on Format 1 of Lhis report. 

2 . 4 . 7 Column (16) - Total Budget . On the PMS (Beginn in g of Per iod ) l ine 
(Block 6 . a) enter the number from Column ( 16) on the PMB (End of Period) line 
(Block 6.c) from th e previous CPR . In the section where baseline changes th at 
occurred during t he per i od are l isted (Co l umn (1 ) of Bloc k 6 . b), enter t he 
amount: of each of the changes listed . On the PMB (End of Per i od) line (Block 
6 . c) , enter the sum of the amounts .i.n the p recedin g columns on this line . On 
the Management Reserve l ine (Block 7), enter the amount o f MR available at the 
end of th e period . On the To ta l l in e (Bloc k 8) enter the sum of the amounts 
in this column on the PMB (End of Period) line and the Management Reserve 
line . (Note : This should equa l the amount in Bl ock 5 . f on chis format: and 
also the amount of the Total l ine in Column (14) , Bl ock 8 . g , of rormat 1 . ) 

2 . 5 Format 4 - Staff i ng . 

2 . 5 . 1 Performance Data . For those organizationa l categories shown in Column 
(1) of Block 5, e q u.i.valent months shall be .i.ndicated fo r the current reporting 

period (Column (2)) , cumulative through the current period (Column (3)), 
forecast to complet i on (Columns (4) through (14)), and at completion (Column 
(15)) . Direc c equivalent months shall be shown for each organizational 
ca t egory for che contract . An equiva l ent month is defined as che effo r t equal 
to chat of one person for one month . Values shal l be reported in whole 
numbers . (Note : Partial months , .5 and above , shall be rounded to l ; below 
. 5 to 0 . ) When the Government and the contractor agree , staffing may be 
reported in eq uiva lent days or hours . 

2 . 5 . 1 . 1 Column (1) - Organ i zational Category . In Block 5 , list the 
organizational categories that reflect the contractor ' s intern al managemen t 
structure . Format 4 categories may d i ffer f rom t hose r epo r ted in Format 2 . 
If the Government needs different categories i n Formats 2 and 4 , the Format 4 
categories shall be addressed during negot iat ions . (See f . 4 above.) 

2 . 5 . 1.2 Total Direct . In Block 6, Columns (2) through (15) , enter the sum of 
all direct equivalent months f or the organizational categories shown in Column 
( 1). 
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2.5.2 Column (2) - Actual - Curre~t Period. Enter the ac tua l equivalent 
months incurred during the current report in g period . 

2.5.3 Column (3) - Actual End of Curren t Period (Cumu la tive) Enter the 
actual equivalent months i ncur re d to date (cumulative) as of the end of the 
reporting period . 

2 . 5 . 4 Columns (4) Through (14) - Forecast (Non -Cumu lal l ve ) . Enter the names 
of each month for the contract period of performance in the beadings of each 
of th e Columns (4) th r ough (9), and the names of the appropriate periods in 
the headin gs of each of the Columns (10) through (14) of Block 5 . Ent e r a 
staffing forecast by month f or the next s i x months and for periodic increments 
{monthly , quarterly , or annua l ly ) thereafter for the rema i nder of the 
contract. The staffing forecast shall be updated as part of the formal EAC 
process followed by t he contractor. The staf f ing forecast shall reflect the 
same staffing estimate used as the basis for the EAC in Co~umn (15) on both 
Format 1 and Format 2 . (Note : For the purposes of illustration , Sample 
Format 4 has Columns (4) thr ough (14) fo r reporting staffing f orecast: . The 
aclual number of columns wi l l vary from conLract. to contract. . ) 

2 . 5 . 5 Column (15) - Forecast at Completion . Enter the est i mate of egu i valent 
months necessary for the total contract in Column ( 15) by organizational 
category. This estimate shall be consis t ent with the ' 'most l ikely'' managemen t 
EAC shown in Column (15) of Block 8 . e of Format 1 . Any significant change in 
the total number of equivalent months at completion of the contract ( i . e ., 
Column (15) To t al) shal l be exp l a in ed in Format 5. 

2 . 6 Format 5 :::xplanations and Frob l em Ana::.yses . 

2 . 6 . 1 General . format 5 , Explanations and Problem Analyses , is a narrative 
report prepared t o amplify and explain data in the other CPR formats . Format 
5 shall normally address the following : (1) contractually require d cost, 
schedule , and EAC variance analyses , ( 2 ) MR changes and usage , (3) UB 
conten t s , (4) d i fferences betwe e n the b e st case, worst case, and most likely 
management EAC, if any , (5) the difference between the most. likely management 
EAC and t he es ti mate i n Bl ock 8 . e of Co l umn ( 15 ) , i f any , (6) signif i cant 
d i fferences between beginning of period PMB t ime phas i ng and end of period ?MB 
time phasing in Format 3 , (7) perfo rmance measurement milestones that are 
inconsis t ent wic:i 1 contractual mi l estones (Over Target Schedule) , (8) formal 
reprogramming (over target baseline) implementation det.ails , and (9) 
significant staffing estimate changes in Format 4 . Any other topic relevant 
to contract cost , schedule , or technical performance may be addressed in this 
format . The date(s) of the Integrated Base l ine Review(s ) may also be 
addressed in this format . Contractors may elect to attach subcon tr ac t or 
format 5 re po rting and cross reference th i s ana l ysis i n the Forma t 5 reporting 
submitted to the Government to gain time efficiencies and meet submission 
da t es . 

2 . 6 . 2 Total Contract . Provide a summary ana lys is that identifies significant 
problems affecting performance . I ndicate correct i ve actions required , 
includin g Government action where $.pplicable . Significant changes since the 
previous r epo rt sha l l be highlighted . Discuss any other issues affecting 
successful atta inm ent of contract cost , schedule , or technical objectives tha t 
the co n tractor deems significant or noteworthy . This section is brief , 
normally one page. 

2 . 6.3 Cost and Schedule Variances . Explain all variances that exceed 
specified variance th resho lds . Exp l anations of variances shall clearly 

AMERICAr--.. 
pVERSIGHT 

Page 80 of 112 



HHS-20-1172-A-000081

DI-MGMT-81466A 

identify the nature of the problem , significant reasons fo r cost or schedule 
variance , effect on the immediate task , im pact on the tota: contract , and the 
corrective action taken or planned . Exp l anations of cost variances shall 
i denti fy amounts attributable to rate changes separately from amounts 
applicable to hours work ed ; amounts attributable to material price changes 
separately from amounts app l icable to material usag e; and amounts attributable 
to overhead rate changes separately from amounts applicable to overhead base 
changes or changes i n the overhead al l ocation basis. To reduce the volume of 
variance analysis ex pl anations , the contractor may refer to a prior CPR ' s 
variance analysis explanations if the explanation for the current CPR ' s 
var i ance has not changed sign i f ican tly . Explanations of sch e dule variances 
and the impact on the contract shall be perfo rm ed in parallel with the 
schedule analysis cal l ed out by the IMS DID. Accord i ngly, there is a 
requirement in b . above for the IMS DID, DI-MGMT-8!650 , t o be used in 
conjunction with this DID . (See 2 . 2 . 6 .4 and 2 . 2 .6. 5 above . ) 

2 . 6 . 3 . 1 Setting Variance Analysis Thresholds . In Format 5 , th e Government 
will require only that amount o f variance analysis that satisfies i ts 
management inf o rmati on needs. Excessive variance ana l ysis is burd ens ome and 
costly , and detracts from the CPR ' s usefulness , while too l ittle information 
is equally undesirable . 

2 . 6 . 4 Other Analyses . In addition to variance explanations , the following 
ana l yses are mandato r y : 

2 . 6 .4. 1 . Management Estimate at Completion . If the bes t or worst case 
management EACs differ from the most likely est ima te (Column (1) of Block 6 of 
Format 1) , a brief explanation of the difference shall be p rovid ed. Also , if 
th e most likely management EAC dif:'ers from the to tal en ter ed in Co l umn (15) 
of Format 1 or 2 , the d i fference shal l be explained. The explanations shall 
focus on such areas as a k now ledgeab le , realistic risk assessment; proj ec te d 
use of MR; estimate fo r UB; and h i gher management's know l edge of curren t or 
future contract conditions . The assumpt ions , conditio ns, and methodology 
underlying all management EACs sha:l be explained . (See 2 . 2 . 2 to 2 . 2 . 2 . 3 , 
2 . 2 . 2.5, 2 . 2.6 . 9 , and 2 . 2 . 6 . 10 abov e . ) 

2 . 6 . 4 .2 Undistributed Budget. Identify the effort to which the UB app l i es . 
Also, expla in any var i ance between the UB and the estimate for UB in Formats 1 
and 2 . (See 2 . 2 . 4 .4 and 2.3.1.4 above.) 

2 . 6 . 4 . 3 Management Reserve Changes . 
changes during the reporting period. 
elements to which MR i s app l ied , and 
2 . 2 . 4 . 6 abo11e . ) 

Identify the sources and uses of MR 
Ident ify the CWBS and organizational 

the reasons for i ts application . ( See 

2 . 6 . 4 . 4 Baseline Changes . Explain reasons for s ign ificant shifts i n t i me 
phasing of the PMB shown on format 3 . (See 2 . 4 . 2 . 3 above .) 

2 . 6 .4 . 5 Staffing Level Changes . Explain significant changes in the total 
staffing EAC shown on format 4. Also , explain reasons for significant shifts 
in time phasing of planned staffing . ( See 2 . 5 . 5 above . ) 

2.6 . 5 For mal Reprogramming (Over Target Baseline). If t he d if ference shown 
in Block 5 . g on Format 3 becomes a negative value or changes in value , p rovide 
information on the following : 

2 . 6 . 5 . 1 Authorization . Procuring activity authorization for the baseline 
change that resulted in negative value or change . 
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2 . 6 . 5 . 2 Reas on . A discussion of the r e ason (s) f or the change . 

2 . 6 . 5 . 3 
(i.e ., 

etc . ). 

CPR Repor tin g . A discussion of how the c h ange aff e cted CPR reporting 
amount allocated to MR, ad ju stments Lo cost or schedule va.r iances , 

(See 2 . 4 . 1 . 7 , 2 . 2 .5 . 1 , and 2 . 2 . 6 . 7 above.) 

2 . 6.5 . 4 Schedule . Indica t e whe th er the contract schedu l e was retained for 
performance measurement or was replaced with a schedu l e tl1a t e xce e d s t he 
con t ractual schedule (Over Ta r get Schedu l e) . 

2 . 6 . 6 Over Target Sc hedule . I f a pe rform anc e measurement schedule e xc e edi ng 
the contrac~ual schedu l e (Over Target Schedu l e) has been implemented , provide 
a discussion of t he pertinent informa t ion , such as autho ri zacion , reasons , an d 
significant da te s . (See 2 . 4 .1. 10. 1 above . } 

END OF DI - MGMT- 81466A 
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OVERVTEW 

Eamed Value Management (EVM) is a program management tool, technique , and discipline that 
facilitates systematic planning for and monitoring of. high value, complex projects. It integrates a 
project 's scope of work with the related budget and schedule to permit detajled assessment of 
overall perfonnance dw-ing the life of the project. 

Several government-wide guidance documents govem the definition and use of EVM systems . 
Gwdelines outlining the qualities and characteristics of an EVM system are set forth in the 
American National Standards Instit11te/Electronic IJ1dustries Alliance (ANSI/ELA) Standard- 748 
(most current version). More detai led and specific guidance and direction is contained in 0MB 
Circular A-11 , Preparation, Submission and Execution of the Budget, specifically in Part 7 of 
that Circular A-11, Planning. Budget ing, Acquisition, and Managem ent of Capital Assets, and its 
supplement , the Capital Programming Guide. Based on this collective 0MB guidance, EVMS is 
intended to be used on those parts of acquisitions that will involve developmental effort. This 
would include not only those acquisitjons designated by the agency as major systems but also 
those acquisitions that include significant developmental, modification, or upgrade <luring the 
operational or steady-state phase of a program. 

The PAR rule on EVMS became effective on July 5, 2006. Its purpose is to implement EVMS 
policy in accordance with 0MB Circular A-11. Because the new FAR coverage applies 
throughout the executi ve branch and to agencies with disparate definitions of aud processes and 
procedures for major systems acquisitions, the FAR Council decided agai11St a ··one-size-fits all" 
approach and left several significant aspects of the detailed implementation up to the discretion of 
each covered agency. 

The FAR and Health and Hmnan Services Acquisition Regulations (HHSAR) language for 
£VMS will be utilized for all construction or Information Technology (IT) projects. Since most 
of the acquisitions at the Biomedical Advanced Research and Development Agency (BARDA) 
are unique in that most acqu.isitions arc not lnfonnation Technology projects or construction 
projects, BARDA is developing EVM language that incorporates the 7 Principles of Earned 
Value Management. These principles allow flexibility to an EVM system sh·ucture but still meet 
the spi1it of the ANSI/EIA St:andard-748. lt also incorporates discjpJine in implementat ion ru1d 
operations and a lso provides the same reporting data outlined by 0MB. 

The Seven Principle s of Earned Value Management are as follows: 

I. Plan all work scope to completion 

2. Break down the prngrrun work scope into finite pieces that can be assigned to a 
responsible person or organization for control of technical , schedule and cost objectives 

3. Integrate program work scope, schedule , and cost objectives into a performance 
measurement baseline plru1 against which accomplishments can be measured . Control 
changes to the baseline . 

4. Use actual costs i.□curred and recorded in accornplishlng the work performed. 
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5. Objectiv ely assess accomplishments at the work performance level. 

6. Analyze significant variances from the plan , foreca s t impacts , and prepare an est imate at 
co mpletion based on performance to date and wo rk to be perforrned. 

7. Use earned va lue information in the company's m anage ment processes . 

Page 86 qf l t2 



HHS-20-1172-A-000087

7 Principles ofEVM Tier 2 System Implementation, Intent Guide 

EVM IMPL EMENTA TION TTERS 

BARDA will be implementing a tiered approach to EVM based on the type of acqu isit ion, size of 
the acquis ition and the technical readiness level. There are three tiers and they are as follows: 

TIER l 

For all construct ion contracts and 1T contracts the ANSI/EIA-748 Standard for Ea med Value 
Management Systems wi ll apply and all relevant F AR/HHSAR c lauses pertaining to EYMS wiU 
be incorporated in the contract. The National Defen se Industrial Association (N DI A) Program 
Management Systems Commjttee (PMSC) ANSI/EIA-748 Standard for Eamed VaJue 
Management Systems Intent Guide should be used as guidance. 

TIER2 

For countenneasure research and development contract s that have a tota l acquisition costs greater 
than or eq ual to $25 mil Lion and have a Technical Readine ss Leve l (TRL) of less than 7 will 
apply EVM princip les for tracking cost, schedule and technjcal pei-fonuance that comp ly with the 
7 Principl es of EVM implementation, 

TJER3 

For cow1termeasure research and development contrncts that have tota l acquisition costs Less than 
$25 million but greater than $10 mi llion will app ly EVM principles for tracking cost , schedule 
and technica l performan<.:e that are 0onsistent with the 7 Principle s ofEVM Implementation. 

This Guide is an explanat ion of the intent of what is expe<.:ted for a Tier 2 system implementation 

of the 7 Principles ofEVM. 
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SEVEN PRJNCTPLES OF EVM 

Principle 1: P lan all Work Scope 

In a performance measurement system imp lementat ion the Statement of Work (SOW) should 
reflect all work that is to be performed. In a 7 Principles implementation a Work Break down 
Structure (W BS) shall be deve loped to include all elements of the SOW . Th e level of the WBS 
may not be as detailed as in a Tier l imp lemen tat ion. 11 would be developed at a hig her level, 
such as level three or four , however, the govern ment may expa nd specific tec hnical legs to lower 
than leve l four and it may retract some non-technical legs to higher than 3. lt is beneficial and 
required to develop a WBS d ictionary that exp lains what work is going to be performed in each 
WBS in detail. This w ill ens ure tha t the contractor has identifie d all work scope and left no major 
work undefi ned . It is recomme nded that the work packages desc riptions are t:lear and detailed so 
that there is an understanding of the work that is to be performed in the work packages. for the 7 
Princip les imp lementation programs it wou ld be accepta ble for the WBS Dictionary be expanded 
to include infonnation that woul d norma lly be kept on a Work Aut hor ization Document, such as 
charge numbers assoc iated with the work , period of performance, the manager who is responsible 
for the work, and budget assoc iated wit h the WBS. The additional "WAD info" would only be 
added to the lowest. level (i .e. level 3 or 4) of the WBS. The roll up leve l WBS would on ly 

include scope . By doing thi s documentation is limited to one document instead of two. 

By developing a WBS and a WBS Dictionary /Work Authorization Document the work scope has 
been deftned but the documentation is greatly reduced and the costs associated with deve loping 
and updating the documentation is reduced. The intent of the combination docwnent is not to 
reduce the leve l of information provided to the government but to reduce the amoun t of 
documents that need to be produced. An example ofa WBS dictionary and Work Authorization 
document and what is expected on the document(s) is proyjded. 

P1·incipJe 2: Brea k Work into Finite Pieces and Define Person /Organization Responsib Je 
for Work 

ln a 7 Principles Tier 2 imp lementatio n it is recommended that the work be broken into finite 

pieces in the schedule tool. 1t is recomme nded to plan the work by the lowest level WBS. The 
lowest level WBS (leve l 3 or 4) shou ld be the co ntro l account and the activities wou ld act as the 
work packages . For Tier 2 programs th at are of larger va lue (greater than $25M) the expectation 
is that the control account will be at least at level 4 and poten tially level 5, Most of the norma l 
functions accomp lished when schedu ling will be requir ed on a 7 Princ iples T ier 2 
implementation. These norm al functions include, network schedul ing, horizontal and ver tical 
traceability, forecasting schedule sta rt and completio n dates, and running critical pa th analys is. 
As part of vert ical trace abili ty it is expec ted tl1at all contract milestones will be listed on the 
schedu le. 

The schedule should include but is not limited to include the following fields: 

WBS number 
Co ntro l Account number 
Work package number 
Tas k name 
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Duration 
Baseline Start and Finish Dates 
Actua l Start and Finish Dates 
Forecast Sta11 and Finish Dates 
Predecessor /Successo rs 
Ac.:tivity Percent Complete 

All the work scheduled at the lowest level WBS should be identified by a single responsible 
manager. This manager , known as a Control Account Manager should be identified in the 
schedule tool and/or in a cost tool. In a 7 Principles .implementat ion, only individuals at the 
lowest level WBS need be identified and there is no requirement for the costs to rol l up by 
orga nizat ion, a lthough if it is not cost intensive or tool restricted then developi ng the OBS is 
recommended. In many cases , BARDA will provide the top three levels of the WBS for the 
contractor to use. 

PrincipJe 3a: Integrate Scope, Schedule and Budget into a Performance Measurement 
Baseline 

This principle integrates the work scope , the schedule and the budge t into a performance 
measurement baseline. Since we discussed wo rk scope and schedule the focus of this princip le is 
the incorporation of the budget in a time-phased manner. The budget must be integrated with the 
scope of wo rk and the schedule into a Performance Measurement Baseline (PMB). The budget is 
made up of both direct and indirect dollars. An accepted way of incorporating the budget and 
integrating with the scope and schedule is to resource load the Microsoft Project (or other 
scheduling tool) schedule. TI1is is done by loading the individual people and their loaded rate 
into the tool. Th is budget data will be input at the work package level with a rate that includes 
the indirect costs. The budget will have to have the capabi lity to be rolled up to the contro l 
accou nt level and wi ll need to be reported in a way that provides the responsible manager 
(Contro l Account Manager) with information needed to manage the program. Resow·ce loading 
of the sched ule is not the only way to incorporate the budget. As long as tbe budget in the 
budget/EV tool is linked to the sched ule activities and it is flex..ible to change when schedu le 
baseline dates change, then loading the budget in the Budget/EV tool is an acceptab le way to 
integrate the cost and sched ule baselines. The budget information will be djsplayed on the time­
phased Control Accou nt Plan reports. These rep011s shou ld have the flexibi lity to report the 
dollars both in total dollars, as well as, direct and indirect broken out separate ly. Also the report 
is generally requi red as a deliverable on most contrac ts and must have the capab ility to include 
earned value or Budgeted Cost of Work Perfonned (BCWP) and actual costs or Actual Costs of 
Work Perfonned (ACW P). 

Budgeting of subcontrnctor effort will vary depencling on wheU1er or not the subcontractor is a 
cost plus or fixed price subcontract. If it is cost plus theo tbe expectation is that there will be 
monthly bill ing of costs from the subcontractor to the p1ime contractor and therefore budget must 
be planned in accordance with the work completed and billed. If it is fixed price then tbe budget 
shou ld be planned with work execution or milestones completed and budget should only be 
planned in those months where work is expected to be completed. 
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It is recommended that management reserve and undistributed budget be utilized in the budgeting 
process. Undistributed budget is budget that has not yet been distributed to a control account and 
it requires additional time to plan the work and distribute the budget to a control account. It is a 
temporary holding account and budget should only stay in Undistributed Budget for one or two 
months. If the work scope is easily identified to all the control accounts then the use of 
Undistributed Budget may not be necessary. 

Management Reserve is budget that is set aside , nonnally by the Program Manager, to be used to 
budget future but currently unknown tasks. lt is associated with tisk issues and is to be used to 
mitigate risk. It is not part of the Performance Measurement Baseline and it should not be used 
for out of scope work and to cover ovcnuns. 

Principle 3b : Co ntrol Changes to the Baseline 

A properly controlled PMB is crucial to effective program management. The timely and accurate 
incorporation of contractual changes ensures that the information generated from the execution of 
the baseline plan provides an accw-ate picture of progress and facilitates co1Tect management 
actions and decisions. The accurate and timely incorporation of authorized and negotiated 
changes into the PMB ensures that valid performance measurement information is generated for 
the new scope being executed. Near tenn new scope effort should be planned and have budget in 
control accounts. Far term new scope effort that cannot be reasonably planned in the near term 
can either be put in planning packages in the control account or left in Undistributed Budget if the 
control account has not been identified. TI1e tfmely and accurate incorporation of authorized and 
negotiated changes into the PMB ensures that valid performance measurement information is 
generated fo( the new scope being executed. Budget revisions are made when work is added to 

the contract and are traceable from authorized contract target costs to the control account budgets 
or from management reserve. Management reserve may be used for future work when additiona l 

in-scope work has been identified. 

Retroactive changes to the base line may mask variance trends and prevent the use of performance 
data to project estimates of cost and schedule at comp letion. Controlling retroactive adjustments , 
which should only be made in the current period, jfpossible , is imperative because they could 
arbitrarily eliminate existing cost and schedule variances. 

The use of program budget logs should be used to track and log all budget changes. The ability to 
track budget values for both the internal and external changes will help in the maintenance of the 
performance measurement base line from program start to completion. Contractor is expected to 
utilize baseline change documentation facilitating the change. It should provide the 
rat ionale /justification, approva l process, work scope additions or deletions, dollars, changes to 
schedules, estimate at completion, etc. It should also include contractual change documents for 
external changes , such as a contract modificati011, letter to proceed, not to exceed letter, change 
ordeT, etc ., that transmit and authoTize the change or addition to work, budget, and schedule. 
Other documents that shou ld change if a change of scope has been authorized is: Statement of 
Work, WBS (changes if applicable); WBS Dictionary (addjtions or deletions to scope); work 
authorization documents authorizing new scope , schedu le and budget; schedttles. 
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Principle 4: Use Actual Costs Incurred and Recorded in Accomplishing the Wo rk 
Perfo rmed 

Some of lhe new acquisitions at BARDA will be required to be compliant with the Cost 
Accow1ting Standards. For 7 Principles implementation contractors must utilize a work order /job 
order /task code charge number structure !bat uniquely idenlifies costs at the control account level. 
This will allow for accumulation and summarization of costs to higher levels of the work 
breakdown structure . Actual costs are accumulated in the formal accounting system in a manner 
consistent with the way the related work is planned and budgeted. Actual costs reported in the 
performance reports agrees with the costs recorded in the accounting system or can be explained 
as timing differences. The contractor will have to be ab le to incorporate and reconcile to the 
accounting system actual costs on their Contract Performance Reports (CPR) to the customer. 

Depending on tbe amount of material and subcontractors on the program , il may be necessary for 
repmting purposes , to inc lude accrua ls, or estimated actuals, for these costs. Since material and 
subcontractor invoices are not paid and recorded in. the accounting system for up to several 
months after the work has been p lanned, performance data will be skewed. Accruing or 
estimating actual costs based on receipt (for material) aod expended bours for subcontractors will 
alleviate this issue. The use of accmal/estimated actuals should be reviewed on a case by case 
basis depending on the size of program, the amount of materia l or subcontractor budget and costs. 
Tf the material and subcontract effort on the project is minimal (represents less than 5% of the 
project b11dget) then the time and effort needed to manage the accruals would outweigh the 
benefit of having the costs accrued since the perfonnance data would only be minima lly affected . 
Although actual costs are generally reported to the USG in total dollars the system must be able 
to differentiate and report direct costs and indirect costs -if requested. 

If the subcontractor has a fixed price contract the prime contractor , then the prime contractor must 
report actual costs in accordance with the work that is accomplished. This is acheived by 
recording the actual costs equal to the work that was performed in the EVM system and on the 
CPR. If the subcontractor is a cost plus contract its imperative the costs tbe prime reports is i.n 
accordance with the costs incuned in that month. This is neces.sary to ensure that the data 
reported is not skewed. With this premise, fixed price subcontractors cost variances should not 
exist or be reported on the CPR whereas the cost repo1ted for cost plus subcontractors should be 
based on what was incu1Ted and not what bas been invoiced to date , which may be montbs 
behind. 

Principle S: ObJectively Assess Accom plishments at the Work Performa nce Leve l 

1n order to meet this Principle, the scheduling of the scope of wo rk in work packages or activities 

need to incorporate measurable units or milestones in order to objectively assess 
accomplis hments or obtain what we call "earned value ' '. These units or milestone s are given a 

value based on labor resources needed to accomplish the work (which becomes the Budgeted 
Cost of Work Scheduled or BCWS). When they are accomplis hed (known as Budgeted Cost of 
Work Perfonned or BCWP) they receive the value associated with the budget which measures 
progress. 
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Schedule status to measw·e progress needs to be on at least on a monthly basis although it is 
prefeJTed on u bi-weekly basis. As part of the status process progress dates, such as actual 
start/complete and forecast start/complete need to be updated. 

Since Microsoft Project seems to be the schedule tool of choice by most contractors, there are 
four types of earned value methodologies utilized by Microsoft Project of which two assess 
progress by the completion of milestones and they arc the 50/50 and 0/ 100 methodologies. In 
both cases, progress is repon ed for completion milestones and in the 50/50 methodology fifty 
percent of the -value of the work package /activity is credited for starting the work. The otJ1er two 
earned value metho dologi es are assessed percent complete (also know as Supervisor ' s Estimate) 
and level of effort (LOE). All fOLff methodologies arc legitimate earn value measurement 
techniques bui the assessed percent comp lete based or supervisor's estimates are highly 
discouraged. The reason is that it is highly subjective and is not based on any quantifiable 
criteria. BARDA will not accept these earned value methodologies unless approved as an 
exception on a case by case basis. lfperccnt complete on work packages is used with objective 
measurable actjvities, the contractor must show distinct relationship between the budget planned 
at the work package leve l and the value earned at the activity level. lf this is done properly then 
Lhe measurement wi ll be objective and the schedule variance will be clearly under stoo d and easy 
to explain. ff this is not done properly then schedule activities are not aligned with the budge t it1 
the performance measurement bas eline a□d schedule variances will not be easy to understand. If 
the latter is the case, BARDA will not accept that as an acceptable earned value methodology. 

There are built in weaknesses with the 0/ 100 und 50/50 methodologies also. Tf the responsible 
manager is being asked to plan their work in monthly increment~ in order to utilize the 0/ 100 
methodology then they may be asked to break the work up in pieces that don ·t make logical sense 
or repre sent the natural ending of the work. Also the 50/50 methodology, which is usually used 
for a two month work package , will provide skewed monthly data if the resources in the work 
package are not loaded equally for each month. It will give an artificia l positive or negative 
schedule variance the first month and vice versa the next month. 

Additional earned value methodologies, such as the weighted milestone methodology and percent 
complete witJ1 milestone gates may be utilized. The weighted mi lestone method allows value to 
be earned based on the resourc e va lue in each month , which eliminates artificia l schedule 
variances. 

For all discrete measurable work packages or control accounts , there must be an activity in each 
month to measure. Gaps, in which there is nothing to measure in a month or months is not 
acceptab le. 

For subcontractors that have a fixed price contract with the prime contractor, the expectation is 
that there wi ll be no cost variance. The ACWP reported on the CPR will equal the BCWP earned, 
regardles s of the payment schedule with subcontractor. 

Principle 6a: Analyze Significant Variances F.-om the Plan 

The purpose of this p rincip le is to ensure that the earned value data is ana lyzed by the contractor 
and reported to the customer. The 7 Principles program s should be able to calculate the cost 
variance (BCWP minus Actual Cost of Work Performed (ACWP) and the schedule variance 
(BCWP minus BCWS) at least on a CLunuJative basis . lt is recommended that variances be 
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calculated on a current month basis also. The EVM system should also provide both monthly and 
cumulative Cost Performance Index (BCw-P divided by ACWP) and Schedule Performance 
Index (BCWP divided by the BCWS). This data should be provided at the control account level 
and at the roll up levels and it needs to be in a format for Contro l Account Manager s and program 
management to be able to utilize in managing the work. 

It is also recommended that the To-Comp lete Performance Index (TCPl) be included in the 
Control Account Manager performance reporl. The TCPl is a valuable index that calculates the 
cost perfonnancc the contrnJ account needs to perform at in order to complete the work within the 
current reported EAC. When the TCPl is compared against the cumulative CPI it gives a good 
indication whether or not the current EAC is reasonable. For example, if a cumulative CPI is .85 
and the TCPl calculates to equal 1.15 that is the pcrfo1mance factor that work would need to 
perform at in order lo meet the current EAC. lfthe cumulative CPI is .85 then it can be 
determined that the current EAC might not be reasonable. ft allows management and Project 
Controls the opp01illnity to question the Control Account Manager as to the validity of the 
current EAC. As a rule in thumb if the deviation between the CPI and the TCPI is greater than .2 
then the CAM should reassess the contro l account EAC. 

These repo1ts, which should be provided monthly , should also include the current Budget at 
Completion (BAC) and the current Estimate at Completion (EAC). ln addition , it would be a 
p lus if the CAM could see a report with their time-phased spread of hours and dollars for their 
budget plan (BCWS), work accomplished (BCWP) and actua l costs (ACWP). 

For all variances that exceed the contrnctua l variance threshold will include a description of what 
caused the variance , impact to the control account and the program, and a corrective action. 

Principle 6b: Prepare an Est imate at Completion Based on Performance to Date and Work 
to be Performed 

Prnviding an updated EAC is a prime concern of the customer and the contractor. Therefore a 
robust £AC process should be in place whether the program is ANSI compliant or not. 

Based on the performance to date the Estimates at Completion can be updated on a monthly basis 
by the Control Account Manager in the scheduling tool during the status process or in tJ1e 
cost/EVM tool at the end of the month's process prior to submittal of the EVM report. The EAC 
is an e lement of the pe1formance measurement system that needs to accurately reflect the 
contractor's best estimate of what it will cost to complete the project. 

Program management should be ab le to validate control account manager ' s EACs by lookii:ig at 
performance indices, such as the To-Complete Performance Index, as well as independent 
statistical EACs. 

Principle 7: Use EVMS Information io the Company's Management Processes 

One of the key areas that concems government Program Management Offices (PMO) is the level 
of importance that contractor's place on EVM as a management tool. During a site visit, such as 
conductillg an integrated Baseline Review, the PMO gauges what the interest, knowledge, and 
mosl importantly, the usage of the performance measurement data in managing the program. 
They want to know that the managers on the program, including the program manager. have 
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received some earned value traini ng. The level of involvement and use of the EVM data to 
manage their schedu le, cost and technical issues is ascertained by questions. The PMO can also 
tel1 by how rnbust the EA Cs are and if the variance narTatives are being written with impacts to 
the program and correct ive actions being monitored by the contractor. lt is important that the 
contractor ' s management team, including the Program Manager.utilize the data from the 
performance measurement system as a management tool. They should be knowledgeable and 
understand the data. They should know what is causing the variances and ensure that the 
variance narratives are written properly and answer what the issues, impacts and coITective 
actions are . They should be able to demonstrate that they use the infomiation to assist them in the 
management decision process. They shou]d hold their Contro l Account Managers accountable to 
use the data and write clear proper variance ana lysis report (VAR). If the Contrnl Acc0t111t 
Manager does not write a proper VAR then Project Controls needs to help instruct them how to 
do it. 11 is recommended that prior to the Ea.med Value report be sent to the govemmeut that the 
Program Manager has a meeting with the Contro l Account Managers and Project Control and 
review the data and ensure that the variance analy sis is complete and that the Program Manager 
agrees with it. This review is also used to ensure that the EA Cs are acceptable to the Program 
Manager, who is ultimately responsible for the program EAC. This j g an efficient and qu ick way 
to make any adjustments to the earned value report since all tJ1e key personnel are in one room. if 
the data appears to be unreliable then the PM needs to hold Project Controls accountable to 

ensw·e that they are using discipline in changing baselines, assessing process properly, and 
capturing actual costs to ensw·e that the data that is reported is accurate . 
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AP PENDICES 

The following appendices prnvide fu 11her suppo11 in understru1ding the meaning and intent of 
properly implementing the 7 Principles of EVM . 

Appendix l is a glossary of the terms used in the Intent Ciujde. 

Appendix 2 is supplemental guidance on EVM implementation. It provide s some guidelines on 
what is expected in tbe implementation , required documents nee<led for the Performance 
Measurement Baseline Review, expected EVM imp lementation costs, EVM engines functiona lity 
needs, explains what is expected in the monthly EVM facilitation, disc usses what EVM 
consultants need to know, and what the expected costs of EVM to BARDA . 

Appendix 3 are examples of some of the EVM document s that are needed in an EVM system. 
There are three documents and they mostly apply to Tier 2 EVM imp lementations. These 
documents are samples and are not a reflection of the specific way the document must look. It 's 
included to provide contractors with an understanding of the type of information that is expected 
on th ese fom1s. 

APPENDIX 1: Glossary of Terms 

Actual Cost of Work 
Perfo1111ed (ACWP) 

Actual Direct Cost 

Advance Agreement (AA) 

Authorized Work 

The costs actually applied and recorded in accomplishing 
the work pertom1ed within a specified period. 

Those costs identified speci flea l ly with a contract. based 
upon the contractor's cos t identification and accom ulation 
system as accepted by the cognizant DCAA representatives. 
(See Direct Costs). 

An agreement between the contractor and the Contract 
Administration Office concerning the application ofan 
approved earned value management system to conttacts 
withm the affect ed facility. 

That eff01t which has been author ized and is on contract, or 
that for which authorized contract costs have not been 
agreed to but for which written authorization has been 
received . 
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Baseline 

Budget at Completion (BAC) 

Budgeted Cost for Work 
Performed (BCWP) 

Budgeted Cost for Work 
Scheduled (BCWP) 

Change Order (CO) 

Contract Modification 

Contract Budget Base (CBB) 

(See Performance Measurement Baseline). 

The sum of all budgets (BCWS) aJlocatecl t.o the contract. 
Synonymous with the tenn Perfonnance Measurement 
BaseLine. 

The sum of the budgets for completed Work Packages and 
cotnp leted porlions of open Work Packages, plus the 
appropriate portion of the budgets for level of effort and 
apportioned effort (Also see Earned Value). 

The sum of the budgets for completed Work Packages, 
planning packages, etc., scheduled to be accomplished 
(including in~process Work Packages). plus the amount of 
level of effort and app01tioned effort scheduled to be 
accomplished within a given time period. 

A f01mal autho1ization by the ProcUTing Contracting Officer 
for a change of scope to an existing coo tract 

A written and binding authorization to proceed created afi.er 
change proposal negotiations . 

The negotiated contract cost plus the estimated cost of 
authorized unpriced work, where: 

( l) Negotiated Contract Cost is that cost on which 
contractual agreement has been reached. For an incentive 
contract, it is the definitized contract target cost plus/m inus 
the value of changes which have been priced and 
incorporated into the contract through contract change order 
or supp lemental agreement. For fixed-fee contracts, it is the 
negotiated estimated cost. Changes to the estimated cost 
will consist only of the forn1al contract modifications or 
change orders or change in the contract statement of work, 
not for cost grm,vth, and 
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Control Account 

Control Account Manager 

(CAM) 

Control Account Plan (CAP) 
Report 

Contract Performance Report 
(CPR) 

Contract Target Cost 

(2) Estimated cost of authorized , unpriced work is the 
estimated cost (excluding fee or profit) for that work for 
which written authorization has been received, but for wruch 
definitized contract prices have not been incorporated into 
the contract through supplemental agreement 

A management control point at which actual costs can be 
accumulated and compared to budgeted cost for work 
performed. A control account is a natural control point for 
cost/schedule planning and contro l since it represents the 
work assigned to one responsible organizational eleme nt on 
one contract work breakdown structure (CWBS) clement. 

A member of a functional organization responsible for task 
performance detailed in a Control Account and for 
managing the resources authorized to accomplish the tasks. 

A CAP reporc is a timepbased report wruch reflects aII the 
work and effmt to be performed in a control account The 
CAP report will reflect the hours and dollars by element of 
cost (labor, subcontract, ODC, etc). 

The monthly report submitted to the customer showing the 
current, cmnulative and at comp letion status , the 
performance measurement baseline , manpower loadjng , and 
a narrative explanation of significant program variances. 

The dollar value ( excluding fee or profit) negotiated in the 
origina l contract plus the cumu lative cost (excluding fee or 
prnfit) applicable to all definitized changes to the contract 
It consists of the estimated cost negotiated for a cost plus 
fixed fee contract and the definitized target cost for an 
Lncentive contract. The contract target cost does not include 
the value of authorized /un-negotiated work , and is thus 
equal to the contract budget base only when all authorized 
work has been negotiated /definitized . 
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Cost Performance lndex (CPl) An efficiency rating reflecting a project's budget 
performance - either over or under. Measured as a ratio of 
the budgeted value of work accomplished versus the actual 
costs expended for a given project time pc1iod. The formula 
for CPI is BCWP /ACWP. 

Discrete Effort Program effort that bas a measurable output. product or 

service. 

Ditect Costs 

Earned Value 

Earned Value Management 
System (EVMS) 

Estimate at Completion (EAC) 

Those costs (labor, material, etc.) that can be reasonably and 
consistently related directly to service performed on a unit 
of work, and are charged directly to the contract, without 
distribution to an overhead unit. 

See Budgeted Cost for Work Performed (BCWP) 

A project management system utilized for measuring project 
progress in an objective manner. Combines measurements 
of scope, schedu le, and cost in a single integrated system . 

A va lue (expressed in dollars and/or hours) developed to 
represent a realistic appraisal of the final cost of tasks when 
accomplished. It's the sum of direct & indirect costs to date 
plus the estimate of costs for all authorized Work remaining. 
The EAC = ACWP + the Estimate-to-Complete. 

Estimate to Completion (ETC) A value (expressed in dollar and/or hours) developed to 
represent a realistic appraisal of the cost of the work still 
required to be accomplished in completing a task. 

Indirect Costs Represents those costs. because they are incurred for 
common or joint objectives, are not readily subject to 
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Integrated Baseline Review 
(TBR) 

Integrated Master Plan (lMP) 

Integrated Master Schedu le 
([MS) 

Integrated Product Team 
( [PT) 

f ntemal Replanning 

Level of Effort (LOE) 

treatment as direct costs. (See overhead). 

An Integrated Baseline Review (lBR) also known as 
Performance Measurement Baseline Review (PMBR) is a 
formal review led by the Goveh1ment Program Manager and 
Techni cal Support Staff. An IBR is conducted jointly with 

the Government and their Contractor counterparts. 

The purpose of an IBR is to: verify the technical content of 
the Performance Measurement Baseline (PMB); assess the 
accuracy of the related resources (budgets) and schedu les; 
identify potential risks . 

The overalJ program plan including the work definition, 
technical approach, pe1formance criteria, and completion 
criteria. 

The LMS expands the ]MP to the work planning level. lt 

defines the tasks, their durations, milestone s, milest one 
dates wh.ich relate to the IMP completion criteria, and 
interdependencies required to complete the program. Th e 
IMP and IMS are used to track and execute the program. 

A grouping of project persoru1el along project objective 
lines rather than along organizational lines. Integrated 
Product Teams are work teams that repres ent a transition 
from a functional organi zation structuTe to a multi ­
functional project objective arrangement. 

Replanning actions perfom1ed by the program for remaining 
effort within the recognized total allocated budget. 

Work that does not resu lt in a final product, c. g., liaison , 
coordination, foUow-up, or otheT support activities, and 
which cannot be effectively associated with a definabl e end 

15 Page 99 of I 12 



HHS-20-1172-A-000100

7 Prin cip les ofEV M Tier 2 Syste m fmplementa tion. Intent Guid e 

Manageme nt Reserve (M R) 

Nego tiated Cont rac t Target 

Cos t 

OriginaJ Budget 

Over head 

Other Dir ect Cos ts 

Petfonnance Measurement 
Baseline (PMB) 

Perfomi.ing Organization 

product process result. It is measured only in terms of 
resources actua lly consw 11ed within a g iven time period. 

An amount of the tota l Contr~c t Budget Base (CBB) 
withheld for management contro l purposes rather than 
designated for the accomp lishme nt of a spec ifa: task or set 
of tasks. It is uot a part of the Performan ce Meas ureme nt 
Baseline. 

The esti mated cost negotiated in a Cost l?lus Award Fee 
(CPAF ), Cost Plus Fixed Fee (C PFF), Cos t Plus Incentive 
Fee (C PIF) or Fixed Price 1ncent ive Fee (FPIF ) con tract. 

The budget estab lished at, or near. the time the contract was 
signe d, based on the negotiated contract cost . 

Indirect labo r and material, supp lies and services costs and 
othe r charges, which canno t be consiste ntly identified with 
ind ividual programs . 

A group of accou nting elements which can be isolated to 
specific tasks, other than labor and material. Included in 
ODC are such items as travel, computer time , and serv ices 

The time-phased budget plan agai nst wh ich contract 
performance is measured. IL is formed by the budgets 
ass igned to schcduJcd Control Accounts and the allocation 
of over head costs . For future effort, not planned to the 
Contr ol Account level, the performance measurcmcnl 
baseline also inc ludes budgets assigned to higher level WBS 
elements, and undistributed budgets. It equals the total 
ass igned budget less management reserve. 

A defined unit within the program organization structu re. 
which app lies tbc resomces to per fonn s the authorize d scope 
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PlanniJ1g Package 

Reprogra mmin g 

Responsible Organization 

Risk Register 

Schedule Perfom1ance [ndex 
(SPI) 

Significan c Vai-iances 

Statist ical Estima te at 
Complet ion 

of work. 

A logical agg regatio n of far term work within a Control 

Acco unt that can be identified and budgeted but not yet 
defined into Work Packages. 

Replannin g of the effo rt remaining in the co ntract, resulting 
in a new budget a llocabo n which exceeds the contract 
budget base. The resulting base line is called an Over Target 
Base ljne (0 TB ). 

A defined unit within program's orga nizatio n structu re that 
is assigned responsibi lity for accomp lishing specific tasks. 

ls a tool commonly used in project planning and 
organizational risk assessmen ts. 1t is often refeITe<l to as a 
Ri sk Log. It is used for iden tifying, analyzing and 
managing risks . 

An efficiency rating reflecting how quickJy or slowly project 
work is progres sing. Measured as a ratio of woi'k 
accomp lished versus work planned for a g iven period of 
time. The formula for SP I is BCWP /BCWS . 

Those differences between planned and actual cost and 
schedule performance which require further review , 
analysis , or action. Appropri&te thresholds are established as 
to the magnitude of variances wl:uch will require variance 
analysis. 

ls a sin gle point estimate that can be quickly prepared and 
used to test the reasona bleness of the current cost estimates 
and budget and to indicate when a comprehensive EAC 
shou ld be prepared 
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Time-Phased SIP/A Report. 

To-Complete Performance 
Index {TC Pl) 

Total Allocated Budget (TAB) 

Undistributed Budget (UB) 

Variance Analysis Report 
(VAR) 

Va riances 

Work Author ization Document 
(WAD) 

Provid es the timphased budget, performance (earned va lue) 
aild acntal costs at a specific level. It may be at the 
reporting level, control account, and/or work package leveL 
In all cases the report will also provide the data at the total 
project level. 

An effic iency rating that provides a projection of the 
anticipated performance required to achieve the EAC. TCP) 
indicates the fuhire required cost efficiency needed to 
achieve a target EAC (Estimate At Complete). Any 
significant differ ence between TCPI and the CPI needed to 
meet the EAC sho uld be accounted for by management in 
their forecast of the final cost. 

The sum of all budgets allocated to the contract. Total 
allocated budget consists of the performance measmement 
baseline and all management reserve . The total allocated 
budget wi ll reconcile directly lo the Contrac t Budget Base 
(CBB). Any differences will be documented as to quantity 
and cause , 

Budget applicable to contract effort which bas not yet been 
identifie d to \VBS elements at or below the lowest level of 

reporting to the Government. 

The internal repo1i completed by the Control Account 
Manager and submitted , through the .lotennediate Manager. 
to the program manager for those Control Accounts which 
have variances i o excess of establi shed thresholds. 

(See Significant Variances). 

A form used to fonnally authori ze aod budget work to the 
Contr ol Account Manager. This document must include , as 
a minimum, the Contro l Accouot numbei-, Statement of 
Work, scheduled stai1 a11d finisb dates , budget , and the 
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Work Breakdown Structure 
(WBS) 

Work Packages 

identity of the CAM. It must be approved by Intem1ediate 
Manager , and be agreed to by the Control Account Manager. 

A product-oriented, family-tree composed of hardwa re. 
software, services. data and facilities which results from. 
system engineering efforts. A work breakdown structw-e 
display s and defines the product(s) to be developed and/ or 

produced and relates the elements of work to be 
accomplished to each other and to tbe end product. 

(I) Program WBS. The work breakdown sh·ucture that 
covers the at:quisition of a specific defense material item 

and is related to contractual effort. A program work 
breakdown structure includes all app licab le elements 
consisting of at least the first three levels of the work 
breakdown structure and extended by the program manager 
and /or contractor(s). A program work breakdown structure 
has uniform element terminology, definition. and placement 
in the fa.mil y tree structme. 

(2) Contract WBS (CWBS) The complete WBS for a 
contract , developed and used by a contractor within the 
guidelines of MIL-Handbook 881 (latest revision) or NASA 
WBS Handbook (insert reference) or other customer 
guidelines and according to the contract work statement. It 
includes the approved work breakdown structure for 
reporting pW'J)oses and its discretionary extension to the 
Lower Levels by the contractor, in accordance with MlL­
Handbook 881 and the contract work statement. It includes 
all the elements for the products (hardware, software, data , 
or services) which are the responsibility of the contractor. 

Detailed short-span jobs, or material items, identified by the 
contractor for accomplishing work required to complete the 
contract. A Work Package has the following characteristics. 
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Work Package Budgets 

I. lt represents units of work at leve ls where work is 

performed . 

2. It is clearly distinguishable from all other work 

packages. 

3. Tt is assignable to a single organizat ional element 

4. Tt has scheduled sta1i and finish date s and, as 
applicable, interim milestones, all of which are 

representative of physical accomplishment. 

5. Tt has a budget or assigned value expressed in tenns 

of dollars. man-hours or other measurable units. 

6. lts duration is limited lo a relatively short span of 
time or it is subdivided by discrete value mi lestones to 

facilitate the objecti ve measurement of work pe1·formed. 

7. It is integrated with detailed engineering, 

manufacturing, or other schedules. 

Resource s which are fonnally assigned by the CAM to 
accomplish a Work Package , expressed in dollars and/or 

hours. 
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Appendix 2 Supplemental EVM Implementation Guideline 

I111plementation of a 7 Principles of EVM system should be less expensive than if there was an 
ANSI/E lA-748. There is no need for the system to have to go through an EVM comp liance 
review, plus the level of documentation should be streaml ined . 

The implementation should include: 

• EVM Proces s flows that reflect how a company will build and maintain the EVM system. 
(EVM Proced ures may also be inc luded if the cost associated with them is reasonable) 

• EVM engine tool and a schedule tool. It is not necessary to load the schedule tool, such 
as M icrosoft Project , with resource s. This adds an extra strep, additiona l costs and little to 
no value. It is reconunended that all resource informat ion be loaded in the EVM engi ne 
and leave the schedule tool to what it does best, measm·e progrnss through time 
( duration). 

• The EVM Engine needs to be integrate d with the company's accounting system. 

Document ation needed for the Performance Measurement Baseline Review (l>MBR) 

• WBS Dictionary /Control Account Work Authorization Documentation 
• Integrated Master Schedule 
• Responsibility Assignment Mattix 
• Control Account Plans 
• PMB Log 
• Baseline Revision Documents 
• Risk Register 

EVM IMPL EMEN TATIO N COS TS 
The cost for an implementat ion depends on the size of the contract and the tier level of EVM. 

Tier 2 (projects greater than $25M) 
[mplementation costs should range $75K-$ l 50K 

Ti er 3 (projects less than $25M) 
Implementation costs should range ($50K-$100K) 

EVM ENGINES /TOOLS 
Depending on the size of the contract would predicate the level of fonctiona lity that wou ld be 
needed. For Tier 2 contracts a Larger, more robust BVM engine would be needed. For the tier 3 
sma ll contracts MS Project or the MSP wrap -around would probably suffice although the more 
robust EVM engines can be used also. 

Ti er 2 

rt is recommended that one of the larger and flexible EVM engines be utilized. The tool should 
have the flexibility to be ab le to download data from MS Project and be able to upload or input 
budget data to provide time-phased budget information down to the work package level. 1t 
should be able to incorporate the compa nies Organization Breakdown Structu re. Tt shou ld be able 
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to maintain baseline, actual costs, forecast and performance periodic data. It should be able to 
forecast Estimate to Complete with the ability to set up different rate tables if necessary. Jt 
sho uld have the capability to use all earned value methodolo gies. Tt should be able to print many 
types of EVM reports that can provide inform ation to the Contro l Account Managers (CAM) and 
Program Managers (PM), as well as, the Contract Perform ance Report (CPR) and the Control 
Account Plans (CAP) that are contract deliverables. 

Tier 3 

For Tier 3 projects , a company can certainly utilize an EVM engine as listed above or a less 
robu st, less expensive EVM engine that provides the CPR and timephased S/P/A report. It may 
also use the Microsoft Proj ect wrap-around tools of which there aTe severa l on the market. These 
tools also will provide the CPR and timephased S/P/A report for contrac t deliverable purposes. 

EVM FACJLITATJON 

EVM facilitation pertains to the monthly process to include: 
• Schedule Status 
• lntegration of accounting data into EYM eng ine 
• Run monthly reports for Control Account Managers (Tier 2 only) 
• Prepare the monthly Contract Perfonnance Report (CPR) Formats I and 5 
• Run the Control Account Plans for both internal and external (contract 

requirement) 
• PMB Change Control 

Depending on the size of contract, a contractor should have an EVM /cost analyst and schedule 
analyst for a Tier 2 contrac t and one combined cost/schedu le analyst for a Tier 3 contract. The 
costs for a schedule analyst on a yearly basis for an employee hire should be equal to or less than 
$135K. For a cost analyst it should be equa l to or less than $ 120K. If a company is bringing in a 
contracto r to provide staff implementation the costs should be up to $135/hr for a schedule 
analyst and $120/hr for an EVM /cost analyst. 

EVM CONSULTANTS 

There may be the need to bring in consultants to help set up your EVM system and perhap s 
provide EVM staff augmentation to provide tbe monthly facilitation. Make sure that you shop 
around and get several quotes. Also make sure that the consultants understand tbe statement of 
work pertaining to tbe BARDA EVM requirements. Most EYM consultants are used to working 
with companies that have a requirement to implement an ANSI/748 compliant EVM system per 
the DoD requireme11ts and it is important that they have an understanding of wbat is required in a 
7 Pri ncip les EVM implementation so that they don ' t propose much more complex EVM system 
than is needed. Please be advised that the government will oDly accept reasonable costs 
associated with implemeu ting a 7 Ptinciples of EVM system . 
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COSTOFEVM 

BARDA is working diligently to keep the costs of EVM imp lementation and faci litation at a 

reasonable level. Since the goal at BARDA is to pro vide an integrated, sys tematic apprnach 
to the developm ent and purchase of the necessary vaccines, drngs, therapi es, and 
diagnostic tools for public health medical emergencies, it is imperative that the funds for 
product developme nt are used for that such purpose. BARDA expects the costs for 
implementation and monthly facilitation of£VM to range 1%-2% of development budget. This 
is ratified by the white paper by Dr. Christenson titled "The Costs and Benefits of the Earned 
Value Management Pro cess" . 

Page 107 of 112 
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Appendix 3 Sample EVM Docum ents 

WBS 1.4.1.x Cardiac (QTc) Safety 

Description 

Study Title: "A Phase I study lo assess the cardiovasc ular safety of intravenous (fV) 
Panaceomycin in volu nteers" (Tho rough QT Study) 

We wi ll conduct a thoroug h evaluation of the card iac effect of Panaceomycin Injection via a 
randomized , double-blind crossover study . A tota l of 100 participants (18-22 per arm) will 
randomize to one of five stud y a1111s to receive in a double-bl ind fashion a single rv infu sion of 
e ither Panaceomycin Inject ion 10 mg/kg. Panaceomycin Injection at a supra-the rapeutic dose, 
c iprot1oxaci n (positive contro l), or placebo. 12-Lead digital ECGs will be collected in triplicate 
via Holter monitor from each participa nt during dosing. Seven days after dosing , partic ipants will 

be re -randomi zed to receive another treatment. ECGs will be collected and analyzed. A full 
statistica l ana lysis and expert ECG repo1i will be generated. Sernrn PK samples will also be 
collected at ECG collection time points a11d ana lyzed to confinn exposw ·e. 

Targeted Outcome: No evide nce of delay in cardiac repolarizatio n induced by Panaceomycin as 
shown by analy sis of the QT interva l. 

24 
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Subcontractors 

Vendor Area of' Responsibili ty 

0 Stu dy Documentatio n Design and Development 
Phase Research 

0 Clinical Monitor ing: Include s site initiation, interim, and close-out 
monitoring visits, 

0 Pharmacovigile nce 
0 Data Management: Includes build and maintenance of elcctrohic case 

report forms (eCRFs); data query generation and resolution 
0 Biostatistics 
0 Medical Writing: 
0 Pi:oject Management: Th e Project Manager will active ly facilitate 

Phase Research ' s interaction with the research site and provide c lose 
monitoring oversight in conjunction with the assigned CRA. Project 
Manag ement will also assist in the fina lization of all applicab le study 
documents and prov ide coordinatio n betwee n study vendo rs. 

0 Pass-through Expenses 

Travel for CRA monito ring visits to clinical sites, shipping and 
printing costs 

0 Inves tigator Grants 

Energetics Core Cardiac Lab 

TBD Clinical study site(s) 

Pulse Tech To provide Central Lab servfces 

Analyx To perfmm PK ana lyses 

Clari tron To write the PK report 

Obelisk To label and dist1ibute study drug prod uct 

Consultants 

Joe Josephs Internal Medica l Monitor: 

Sponsor medica l oversjght 

Rolf Xerd PhannacoJogist: 

Design and analys is consultation for PK pai'ameters and analysis 

Julie Simms Clin ical Trials Manager 

Pnge l 0\/ of I 12 
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Phil Thomas Medical Writer 

Clajre Coo ls SAS Programmer 

Mary Doe Clinical Contracts 

Jim Dodds Supp ly Chai n Manager 

Milestones, EV at Milestones 

Consultants and Phase Project Management will earn value as Level of Effort activities. 
All other costs will earn value according to the schedule below. 

Signed Study Protocol 10 % 
First participant dosed 20% 
40 % Enrollment 35% 
70% Enrollment 50% 
Last participant procedure (Treatment phase) 60% 
Last participant follow-u p 70% 
Database lock 80% 
Clinical Study Report 90% 
Transferred Trial Master File 100% 

Deliverab les 

l. Signed Study Protocol 
2. Top-line data 
3. Signed Clinica l Study Report 

External Dependencies 

l. Top-line Data from an Externa l Clinical Study Ident ifying Panaceomycin 
Maximum Tolerated Dose as a single dose in Human s. The Max_imum Tolerable 
Dose will be defined in a study not included in the BARDA contract. TI1is dose 
will be used in selecting the Supra- therapeu tic dose in this Thorou gh QT Study . 

2. Successfu l produ ction of cGMP lot of Panaceomycit1. 
3. Enrollment and retention of study participants. 

Sample WBS Dictiona,y 

Page I IO o r I 12 
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~\'ork Authorization 

Projeai,r1Con rncct B.-\RD:\ \TBS ,; l.l .62 

WB.Sdccripcion Pro~mn ~Ian~m<!Dt,:!\factingsand Como ! 

.'\uth oriulio n nnionzl Schtdul~S urt Oct 10!0 Sclitdulffl Fiiilih 

Work Description 

,tn'T '1.ill m m a E• the int ;,gratlon and p<>ri'ormanu control of th , progrun. 

for furth<!!' detail, '" da;cript ion of scop-c for\\ 'BS l .1.6.2 

Budget 

Labor S 150,000 

Suboo ntractors s 
Co=lta.nts s 
Abteria .b s 

s 
TotaJ S ~50,000 

Approvals 
5.i~tu.re : Dat e: 

D1te: 

Fi:ull.C~ ~ture: Dltt : 

Sample Work Authorization Document 

Page II I of I 12 
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CAP: 1.J.J Drvq Prodl/ctiOII 

' 

Mont!i E!ld: 3/31/1011 

CJ 
Control Account Performance 

Momh 1 Month 2 Month 3 Month 4 Month 5 Month 6 Month 7 Month 8 Month 9 Month 10 Month 11 Month 12 Total 

BCWS 200 30 30 40 60 80 60 80 15 2S 30 25 675 
BCWP 10 190 60 
ACWP 12 190 60 
sv -190 160 30 
CV ·2 0 0 

Resource Summary 
Month 1 Month 1 Month 3 Month 4 Month S Month 6 Month 7 Month 8 Month 9 Month 10 Month 11 Month 12 Total 

labor 10 10 10 10 10 10 10 10 10 10 10 10 120 
Sub OB 10 20 30 70 

Sub OP 50 70 50 70 240 

Sub Pa~ 5 10 15 40 
Material 190 190 

ODC 5 10 15 

acws 200 3(1 30 40 60 80 60 80 15 25 30 15 675 -
Wort Package Summary 

EVM Month I Month 2 Month 3 Month 4 Month 5 Month 6 Month 7 Month 8 Month 9 Month 10 Month 11 Month 12 Total 

Sub Contract Management LOE 10 10 10 10 10 10 10 10 10 10 10 10 120 
Purcliase Materials 0/100 190 190 

Manufacture Drug Susbstanc MS 10 20 30 70 
Manufacture Drug Produa MS 50 70 50 70 240 
Ship Units 5 10 15 
Package & St0<e Units 5 20 15 40 

acws 200 JO 30 40 60 80 60 so 15 15 lO 25 675 -

Sample Control Account Plan 
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