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PART I - THE SCI-HWULE 

8 . SUPPLIES/SERVICES AND COST/PRICE 

B.1 Brief D escription of Supplies/Services 

The Department of Health und Human Services (HHS). Office of the Assu;tant Secretary for Preparedness and Response (ASPR). 
Biomedical Advanced Research and Development Autho1ity (BARDA) requires I.he contractor(s) to develop n mRNA vaccine to 
Jicensure for tbe prevention of COV1D- l 9. Tbe projeci- w ill entail pre-cLin.ical and Phase 2 and Phase 3 cli.nical stud ies suflicieat 
to demonstrate the safety a1id efficacy of the proposed vaccine(s): CMC development, scale-up, scale-out and val idation of 
manufacturing capacities. including bulk dmg substa11ce a11d fill and finished drug product, with a capacity of 100 million doses 
by 2021 anti all proi,,>ram management and regulatory activities necessary 1.0 achieve FDA licensure of the vaccine. The project 
shall be accompLished oa an accelerated tirneli.ne. witb parallel activity WBS, aggressive manufacturing scale-up. risk 
management, and takjng advantage of any regulatory flexibilities. Contract tonus include a rcqui.rcmcnl for domestic production 
of vaccine and assurance of material sourcing for vaccine production during execution of the project. 

B.2 Price/Cost 

Thi~ conh·act contain:,; the price/cost provisions agn::t'd upon hy the Government' and the Contractor. 

B.2. J Contract Budget Ceiling 
The contruct has a cost/price ceiling that the Contractor exceeds at it.5 own risk, The C<Jntractor is responsible for managing 
its performance in accordance witb tbe- final scope of work and cos,s/prices incorporated i.nto tbe contract. The Government 
is not obligated to reimburse the ContTactor for cost~ incu1Ted in excess of costs/prices agreed upon at time of sward. The 
contract ceiling is $483,298,520.00. 

B.2.2 Contract Periods 
This contract consists of pre-award cost (CLIN 0001 ), a baso period for tbt:' Dcvclopmcat ofmRNA vaccme to BU\ (CUN 
0002) and one (I) option perie>d for lhe Domestic Manufacturing Scale-Out (CUN 0003). 

B.3 Contract Line Item N umbers tCLTNs) Schedule 

This is a Cost-Plus-Fixed-Fee (CPFF). contract. 

B.3.1 Base Period of Performance 
The base period of perfonnance (POP) includes pre"award cost (CUN 0001) and the Development ofmR.NA vaccine lo 
BLA (CUN 0002). 

a. CLIN 000 I costs slmll be pre-award cost incu11·ed by Moderna, witl1 a do not exceed cost of_fb_)_(4_) ____ _. 
b. C LIN 0002 costs shall cover the base period statement of work that consists of the development of mRNA 

vaccine to BLA. 
c. These are cost-plus-fixed-fee CLINs with a CPFF strncrurc,'-"Kb ... )..:;.(4.:..) ___________ ..., 
d. Mollies shall be provided for the total cost ofperfo1mance from tbe Department of Health and Human 

Services. 
e. The Contractor shall maintain records of all cont tact costs and such Tecords shall be subject to the Audit and 

Records-Negotiation clause. 

f. It is estimated that the amount currently al lotted wilt cover perfor,nance oftbe contract through ~-~b_)_(4_) ___ _. 
for the base period. 
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Pre-Award Period of Performance: -~b_)r_4_} ____________ ~ 
Table I 

CLIN 
Estimated Period 

Supplies/Services Estimated USG Cost 
Management rce 

Total 
of Performance (Profit) 

0001 Pre-Award Cost f0)(4) 

Base Period of Performance: r)(4) Table 2 .._ __________ __, 

CLIN 
Estimated Period 

Stipp\ ies/Services Es1h1lated USG Cost 
Management Fee 

Total 
of Performance (Profit) 

0002 
Development ofmRNA fb)(4) 

vaccine to BLA 

B.3.2 Option Period I 
This option period includes all Kit Build-Out activitie,s for the facility under CLIN 0003, and may overlap with the base 
period. 

CLIN 0003 is under a CPFF structureJ-b,__X_4_> ____________ __. 

CUN 
Estimated Period of 

Supplies/Services 
Estimated USG Management Fee 

Total 
Performance Cost (Profit) 

Domestic ' 
0003 Manufacturing rb)!4) 

I Scale-Out 

B.3.3 Total Contract Value 
The total potential value of this contract, including all CLlNs 0001, 0001 and option CLfN 0003is 1_(b_)_(4_> ____ ~ 

B.4 Advanced Understandings 

This contract contains advanced understandings between the Government and the Contractor. Specific elements of cost, which 
nonnally require prior written approval oftbe Contracting Officer before incuncnce ofthc 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 -mRNA Vaccines 

(bl(~) 
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B.4.2 HHS reserves the right to exercise priorities and allocations authority witb respect to this contract. to 
include rating this order io accordance wiU1 45 CFR Part 101, Subpart A-Health Resources Priorities and 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 of the 
anticipated requirement, that is consistent with the "7 Principles of Earned Value Managcmeut Tier 2 System Implantation 
Intent Guide'' attached to this contract. Alternative systems may be submitted to the Contracting Officer for consideration 
and approval. 

8 .4.4 Public Rtadiness and Emergency Prepi\redness 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 Recipient's domestic manufacturing capacity unless sucb use occurs in tbe United 
Stales and is protected fro m 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 pplicable Costs 
This section prohibits or restricts the use of contract funds whicl1 includes the following items (costs llnallowable u11less 
0Jhe1wise approved bv the Contractin!! Officer): 

a. l\cquisition, by purchase or lease, ofany i.ntcrest i.n real property; 
b. Purchase or lease or any item of general purpose office fltmiture 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; 
f. Travel cos1s including foreign travel; 
g. Costs incurred in the performance of fil!Y cost-reimbursement type subcontract (including consulting 

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

equipment purchases, $25,000.00 per unit),; 
i. Refreshments and Meal Expenditures: 
j . Promotional Items Printing; 
k.. Payment or regulatory submission fees to the FDA or otber U.S. regulatory agency; 
L. BLA liceJ1Sing or renewal fees; 
m. Pre-contract costs (01her than those expressly set forth herein). 

B.4.6 Facility, Equipment and Product Ownership 

111 tho event the USG terminalcs this contract for other than default, all Contractor•acquircd Government furnished Property 
(GPP) [ as defined by 52.245-1 ], to include process equipment, is to 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 lh"is fa ir market value assessment in settleme11l. arou"nd the dispositiori of the GFP. 

Ownorship and applicable-usage rights of all materials/product (e.g. vaccines, val idated lots) manufactured and/or acquired 
wi th Government funds, 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. ~to rage, tmnsfer, disposal. etc.) or ul I Contractor­
acquired/manulacmred USG materia ls/product. 

B.4.7 lreser vedl . 

B.4.8 Adv:rnced Under~tunding: l'Vlilestone Review: the d~.velopment or a COVID-1 9 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 MC'M development" effort to those candidates most likely to he availahle in time to 
impact the COVID-19 public health emergency. Fonnal 'go/no go' assessments will be made at multiple points, 
including: 

(b)(4) 
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8 .4.9 Contractor Responsibility for M njor Sitc Scn'icc & Util.ity System 
BARDA acknowledges that Modema is offering to undergo potential 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 fitt1e~s to meet stated scope. However, if, during the course of e1(ecuting this 
contract, Modema discovers tbat ma.ior site service or utility replacement/upgrades at such facil ity are required to 
accomplish the :,;-:ope of work, then the costs for said replacement/upgrades shall be covered by MoJerna. As with any 
significant renovation Modema has implied duty1o disclose superior knowledge of site conditions. As cenfract work is 
performed, Modema will cnsuJc that the BARDA Contract:iug Officer's Representative (COR) is fully informed ofall issues 
tbat could affect cost or schedule. BARDA commits to work with Moderna to assess specific complex situations. 

Examples of major site-wide service!Lttility systems outside the envelope of Bt,ildings to be warranted by Modenia: 

• Plant steam supply: 
• Potable water/ Non-potable water supply (depending on the site, non-potable water could be fire hydrants); 
• Sewor lioe\Saoitat-ion line (post inactivation/ treatment) ; 
• Site chi ller/ chi lled water supply; 
• I ligh anti Low voltage Electrical feed(s) ; 
• Network Infrastructure; 
• Sile-wide automation capacity; 
• Perimeter fencing/ site security; 
• St0&m 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 ban.ks, etc. 

All NEPA, state ahcl local government environmental requirements are met fm this project; any concerning issues have been 
disclosed to the USG before award. 

B.4.10 Evaluating the Expansion of Surge Vacci.ne Manufacturing Capacity 
The partie~ agree to develop anti ev-aluate plans to flirther expand and diversify US-based domestic vaccine manufachning 
capacity to respond to the pandemic. A draft framework will be completed within 60 days. This CMC domestic build­
outJscale-out will fur(her ensure that the United States hac; sufficient manufacturing capacity in response to the pandemic_ 

8.4.J 1 Subcontracts 
Prior wiitten consent from the Contral'ling Officer in the forn1 of Contracting Officer Authorization (COA) is 

required for any s ubcoolracl that: 

•Is 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 Contrncting Officer shall request appropriate supporting documentaLion in order IO review and detennine 

authorization, pursuant witJ1 F /\R Clause 52.244-2, Subcontracts. After receiving WTitten consent of the 

subcontract by the Contracting Officer, the Contractor shall provide a copy of the signed, executed 

subcontract and consulting agreement to rhe Contracting Officer. 

On Marcil 13, 2020, the U.S. President declared a national emergency due to the outbreak oftbe coronavirns. 

l11c subcontractors and consultants listed below arc currently engaged in the mRNA-12 73 development 

program and are tentatively approved to continue work. l11ese subcontractors must complete the COA 
process per FAR Clause 52.244"2 within 90 days. New vendors inilialing work witbi11 the fust 60 days of the 

co11Lract will be allowed to slai1. and COA requests will be submitted witJ1in 90 days. 

Note: Consulting services are treated as subcontt·acts and subject to the ·consent to subcontract' provisions 

set forth in this Article. 

[b)(4) 
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b)(4) 

8.4.12 Performance Standard 

Tho contractor will not bo in default under this agreement to the ex.lent thal it makes reasonable efforts to perfo1m the scrviccs 
and ptoduce aud provide the items described in this contract. 

B.4. 13 Limited Rig hts Data 

Norwithstanding any contrary representation by the Contractor on the System for Award Management· or any corurary provision 
in this contract, the follow-ing categories uf infonnation developed at private expense will, if provided to the Government. be 
considered limited lights data subject to the restrictions specified in FAR 52.227-14, Alternate II. These reshictioos 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 under this Contract to reprodLtce the type or 
information described below without Moderna 's prior written consent. 

(b)f4} 
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C. DESCRIPTION / SPECIFICATIONS / WORK STATEM:ENT 

C.1 Background 

Coronaviruses are potential epidemic threats aud 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 prevent Coronavirus infectfon are currently available. The emergence of the SARS-Co V-2 virus creates an urgent 
need to rapidly develop vaccillcs to prevent COVID- I 9 disease. Developing and dcliveri11g a vacci11e for highly transmissible, 
emerging diseases such as the SAR-CoV-2 virus reqLli.res breaking from traditional approaches. It requires parallel development 
activities, aggressive manufacturing scale-up. risk management and implementation of regulatory flexibilities. Many of these 
requirements are met by roanufacll1riug 'platforms' that are capable of producing vaccines against different agents using 
essentially the same marrnfactu.ring systems. Suitable platforms are c-0ustituted by defined product production processes that 
allow significant planning for manufacturing scalicl and time to vaccine availability and will be supported by human safety and 
immunogenicity data targetillg an one or more infectious agents. To meet the purposes of this contract, it is critical that the 
vaccine be produced in the United States. Domestic production of tJ1e vaccine is the only assu(aJ1Ce that Americans wi.11 have 
access to the finished product. 

Moderrra's mRNA-based vaccine platfo1m has been used to rapidly prepare vaccine candidates against C'ytomegalovirus, Zika, 
Respiratory Syncytial Virus, Influenza, Human Metapneumovirns and Parainflucnza virus. Fou1 of these candidates have been 
evaluated in Phase I clinical studies and shown to be safe and immunogenic, Modema collaborated with the Vaccine Research 
Center, NlAID ("VRC/NlAlD") tu design a lead SARS-CoV-2 vaccine candidate encoding a stabilized pre, fusion, SARS-CoV-2 
Spike protein, which is more immunogcnic than wild-type or subunit proteins. Modema's mRNA vaccine is currently being 
evaluated in pre-clinical studies and f>hase l trials sponsored by the NWD. For the purposes of this co1llract, Modema will 
perform all work required to support the advanced development, scale-up manufacturing and FDA licensure of their lead SARS­
Co V-2 vacc.:ine cundidate(s). This work includes preclinical development of mRNA vaccines to demonstrate safety and efficacy 
against COVID-19. mRNA vaccine process and manufacturing scale-up development, product lot release assay development and 
process validation, prmluc.tion of clinical material and consistency lots clinical evaluation studies for safety, immunogenicity and 
efficacy; and fill/finish capacity evaluation, expansion, and validation. 

The Governments has detennined a bona fide need for each non-severable discrete work segment which will conclude upon the 
completion of a defined task(s) that provides independent merit and value to tbc Govcr111ncnt. Toe Contractor must achieve a 
defined end-point required i.n each discrete 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 completing the required tasks under each 
work segment must be demonstrated through the Delivembles and Milestones specified under Section Band F ofthi~ contract. 
Those deliverables will support the GO/NO GO Contract Milestones and Decision Gates specified tberei11. Tile GO/NO GO 
Contract Milestones and Decision Gates will con~t·itute the hasis 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 eacb independent, noo-sevcrablc 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 Article B.3 are estimated time periods. l11ose individual time 
periods may be extended by mutual agreement of the parties to complete the rusks required wider euch work segment. It is 
possible that more than one independent, noll-severable discrete work segment (requi.rernellt). 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 contn1ctor shall furnish all necessary services, qualified 
professional, technical , and administrative personnel, material, equipment and facilities, not otherwise provided by (he Government 
ullder the tenns of this contract, as needed w perform the tasks set forth below. 

tnRNA Vaccine Development (WBS 1.0) 
The Contractor, Modema, Inc. ("Moden1a''} shall execute the preclinical, cl inical, and chemistry, 111am1facturing and co,Hrols 
(CMC) activities required to license a vaccine against the SARS-Co V-2 virus (herein referred to as "mRN A vaccine"). Buildin,g 
upon early clinical development al!-eady tu1derway, this proposal wiU support the late stage development, including the 
demonstration of c:-linical efficacy a□d generatioll of a dataset supportive of licensure. Moderna will additiomilly evaluate the 
plarform manu Facturing capabi Ii ties relative ro the needs for supply in response to a pandemic. 

Program Management (WBS l.J) 

mRNA Program Management(WBS LI.I) 

Modema's mRNA program team rs composed of a multidisciplinary, highly matrixed, group of fonctjonal leads with experience 
in, and responsibility for, integrating plans and opcrationaliziug strategies across Research, Toxfoology, CMC, Regulatory Affairs, 
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Clinical Development and Quality. Collectively, tbe team has advanced ten programs to first-in-human studies within tivc years. 
The group will be led by a vrogram lead (PL) who will oversee and coordinate the activities necessa to meet ro nun objectives. 
The PL will be the point of accountability for the development of mRNA vaccine (b)(4) 
b 4 

(b)(4) . A program 
management office (PMO) will be responsible for managing the cost and schedule c◊nstrnints of the conm'.lct via an integrated 
master schedule and corresponding budget, identifying and managing program 1isk. a11d ensming contract compliance. With the 
input from them.RNA project team, the PMO will berespousiblc for coor<linati1)g the drafting of and management to an integrated 
developmt:nl plan. Upon execution of Lhe contract, weekly meetings with BARDA will be held to monitor program performance 
and monthly and annual reports will be will delivered to BARD/\ forthe record. 

Nonclinical Toxicology (WBS l.2) 
Development and Reproductive Toxicology of mRNA ( WBS 1.2.2.1) 
To assess the risk of administering the vaccine to pregnant women, a complete GLP rat developmental a□d reproductive toxicology 
(DART) study is planned. Female Sprague Dawley rnts -will be dosed at the highest anticipated clinical dose level and include a 
control arm ofphosphale-bL1fTered saline (PBS). As is typical for DART evaluat ions for vaccines, 1he animals will be immunized 
three times prior to mating aod two times during gestation. Each group will have two coho11s (one group will undergo Cesarean 
sec1io□ wilh examination of1be uteri m1d embryos; the olher group will have natural delivery and will be terminated at weaning). 

Nonclinical (WBS l.3) 
For the purposes of this proposal it is assLUned that the VRC continues to support nonclinical activities lo develop mmine a11d 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 Disoase EnbaJJcomtmt (WBS I .3.3. l) 
(b)(4} 

We plan lo perfonn studies in mouse and NHPs to assess the theoretical risk of vaccine induced disease enhancement triggered by 
CoV infection fol.lowing vaccination witb imRNA vaccine,l(b)(4) 
b)(4) 

(b)(4) 
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Establish a Surrogate of Protection (WBS 1.3.3.2) 
Tbe primary endpoint for accelerated approval of a SARS-CoV-2 vaccine wollld be a neutralization assay. Tl1is endpoint mLtst be 
supported with a body of pre-clinical work that demonstrates a co1Telation between neutralizing titers and efficacy and that 
quantifies a protective serologi.: threshold titer using the same neutralization assay. Murine and NHP efficacy models arc being 
developed in parallel to the Pllase 1 clinkal study. Building on data from these preliminary models and stud[es, Moderna will 
conduct NI-IT' enicacy and murine passive transfer studies to confirm and refine the surrogate of protection. 

Clinical ('NBS I .4) 

ib)(4) 

Phase 2 Safety and lmmunogenieily Study (WBS 1.4.2.1) 

(b)(4) 

Phase 3 Pivotal Study:(WBS l.4.3.1) 

I. Scenario in which SARS-CoV-2 liirus is circulating: ID this scenario a randomized controlled trial with prevention of disease 
endpoint would serve to demonstrate effectiveness of the vaccine. 

(b)(4) 
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II. Scenario in the absence orSARS-CoV-2 virus: Tn this scenario an efficacy study becomes infeasible. 

(b)(4) 

Lot to Lot Con~1stency (WBS 1.4.3.2) 

(b)(4) 

Pedimrics (WBS 1.4.3.3) 

fb)(4} 

Regulatory (WBS 1.5) 

IND Preparation and Filing (WBS 1. 5. LI) 

Modema's Regulatory Affairs group. in close collaboration with BARDA, will work lo drafi a comprehensive regulatory master 
plan to guide t11e preclinit~dL CMC 11ml clinit~J.! development of mRNA within the first 90 days of the conlntcl. An original 
invcstigational new drug application (IND) will be filed witb the United State~ food and Drug Administration (FDA) to support 
the clinical development of the Modema product from Phase 2 onwards. 

JND Maintenance (WBS 1.5.1.2) 

The Modcrna-owncd IND will be maintained to support the desired clinical development plan. As needed. meetings will be 
conducted to receive feedback and gain concurrence on the specifics oft:be development activities with the FDA. 

BLA Submission (WBS 1.5.1.i) 

Modema will submit a Biologics License-Application (BLA) and seek approval for tbe mRNA vaccine. 

CMC(WBS 1.6) 

CTM Mannfacturo for Pliasc 2 (WBS J .6.3.2) 
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(b)(4) 

Process Development for Late Stage Clinical Supply (WBS 1.6.3.3) 

mRNA Process Development 

Technical Development will contirm and optimize the process parameters for m.RNJ\ manufacturcl(b)(4) 
b)(4) 
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(b)(4) 

BLA ReadiMss (WBS 1.6.3.RJ 
fn support of the Biologics License Applicarion (BLA) due to the nanire oflhe proposed rimeline. it. is li.kely that Modema will 
need to complete some of process validation aclivilies, primarily process characterization, after the completion of process 

performance qualification and before BLA filing. Modema intends to rapidly develop a robust process for clinical ma1mfactuiing 
and PJ?Q, and rben fully describe lbe acceptable design space for tile process prior to BLA filing. Other activities to support tbis 
BLA filing, such as completing raw material qualification activities; if not included in the BLA submission, will require a 
supplement lo tJ1e initial BLA. ln the initial BLA filing Motlerna will describe its conh·ol strategy to cover the gap between in.itiul 

BLA filing and tbe BLA supplement. 

Prot:l'ss Develop111l'llr.(or Full Commercial Scnle (WBS 1.6.4. l) 
The following sectioo outlines the process development activities ..,b..,~.,;f4,...) ____ _________________ ___. 

~ The goal of this work is to demonstrate lbe capabiUty to produce mRNA at a scale that can support clinical demand. 

(b)(4) 

Analytical Method Development and Validation (WBS 1.6.5.2) 
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(b)(4) 

Characterization Assav Develooment and lmolementation (WBS 1.6.5.3) 
(b)(4) 

Stability Sn1dies (WBS 1.6.5.4) 
Throughout the program, many studies will be undertakenK""b""")_,_(4-'-) ________________________ __, 

!(b\(4\ ffhis includes studies using development bench scule material, engineering lot material , and GMP 

material. This body of data will be used to apply interim and long-term shelf life to the drug product and procoss intom1ediatos. 

l. Intellectual Property 

TI1c 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 limited rights data subject to the restrictions covered under FAR Clause 52.227-14 Alt II paragraph 
(g)(3). The government will obtain unlimited rights to data funded under this contract purst1ant to FAR C lause 52.227-14. The 
parties rights lo subject inventions developed during performance of this contract will be gove111ed by the terms of FAR Clause 

52.227-11 

2. Use of Select /\.gents 

As Moderna selects prog,ams for demonstration of the platform, Medema wi 11 defer to an HHS chaired committee of contracting. 
security. safety and scientific program management tu assess the applicability ofth<t faci li ties, regulation$, policies. and 
procedures for meeting the U .S. requirements described in 42 CFR pa1t 73, 7 CFR part· 331. audlor 9 CFR part 121. 

3. Laboratory Licenses Requtrements 

Modema will comply witb all applicable requirements of Section 353 oftbc Public Health Service Act (CUA. as amended). This 
requirement shall also be included in any relevant subcontract for services under the contract. 

4. Target Product Profile 
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0. PACKAGING AND MARKING (1f apphca6ie) 

Unless otherwise specified by the Contracting Officer. all del iverable items to be furnished to the Government tuider this contract 
(including invoices) shall be made by fLrst class mail. overuighr carrier, or email , as described u1 Sectioo F. 

All physical deliverables shall be prese1ved. packaged, and marked in accordance with nonnal commercial practices to meet the 
packaging requirements of the carrier, including that whicb is necessary to prevent deterioration and damages due to the hazard of 
shippi11g, ham.lling. and sturi11g. The Contractor shall guarantee that all required materials shall be delivered in immediate usable and 
acceptable condition. 

E. lNSPECTION AND ACCEPTANCE 

E.1 Federal Acquisition Regulation Clauses lncorporated by Reference 

This contract incorporates o ne ot more clauses by reference, with the same force and effect as if they were given in full Le.xt. 
Upon request. the Contracting Officer will make their full text avai lable. A lso, the full text ofa clause may be accessed 
electronically at this address: http://acguisition.gov/ for/ 

The follo~ing FAR clauses, pertinent to Section E, are hereby ii1corporated by reference: 

FAR Clause Title Date 

52.246-2 Inspection of Supplies fixed Price Aug l996 

52.246-5 (nspcction of Services Cost Reimbursement Apr 1984 

52.246-9 Inspection of Research and Development May200I 

All work tuider Lbis contract may be subject to inspection and final acceptance by the Contracting Officer or the duly authoriwd 
representative of the Government. Tile Contracting Officer's Representative (COR) is a duly authorized representative of l'he 
Government and is responsible for i-he i.nspection and acceptance of all items/activities to be delivered and or completod under this 
contract. 
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F. DELIVERABLl£S / PERFORMANCE 
F.1 Federal Acquisition Regulation Clauses Incorporated by Reference 

This contract incorporates one or more clauses by reference, with the same force mid effect as if they were given in fu'll text. 
Upon request. tho C'ontraoting Officer will make their full text avai lable. Also, the foll text ofa clause may be accessed 
electronically at this address: http:/lacgu.isition.gov/ far/ 

The following FAR clause, pertinent lo Sectio11 P, is herehy incorporated by reference: 

FAR CJa\1$e 

52,242-15 

Title Date 

Stop-Work Or<ler, Alternate I (Apr 1984) Aug 1989 

F.J .I /\ pandemic facility and/or operatiotiaJ management plan including change procedures from normal to 
pandemic operations. Prepare an operational plan to continue operations in the event ofa declared pandemic emergency 
(Draft within IS days ot' award. Final within 30 days of award). 

F'.1.2 Data Manageme nt Plan 

Tbe Contractor sball develop aud implement data management and quality control systems/procedures, iucluding 
transrn.ission. storage. cont'identiality. and retrieval of all contract data; provide for the statistical design and analysis of data 
resulting from the research; provide raw data or specific analyses of data generated with contract funding to lhe Project 
Officer, upon requesl 

F.1.3 Standard Operating Procedures 
The Contractor shall make internal and. to the extent possible, Subcontractor Standard Operating Procedures (SOPs) 
available for review by the Government on-site at Contractor's facility, upon request from the COR or CO. At Contractor' s 
election, SOPs may be pro11ided electronically. 

F.1.4 E:valuation of Fill Finish Alternatives 
The Contractor shall submit a Drnft Final and Final Report describing the fill fini sh alternatives evaluated, the evaluation 
met:bod and criteria used. cost comparison. and recommendation for whicb fill finish alternative to move forward. The draft 
report shall be due within thirty (30) days after completion of analysis. Subcontractor-prepared reports. on behalf ofthe­
Contractor, shall be sub111it1ed to the COR and CO for review and comment, no later than five (5) business clays aftet receipl 
by the Contrac1or. BARDA shall provide w1itte11 comments to the Draft Final Report within fifteen ( 15) days after the 
sttbmissic;H\, The Final Report shall be due thirty (30) days atler receiving comments on the Draft Final Report from 
BARDA. If corrective action is recommended, tbe Contractor must address, in written. aJI concerns raised by the 
Government. 

F.1.5 S upply Chain Re..~iliency Plan 
The partner contractor shall have a comprehensive Supply Chain Resiliency Program that provides for identification and 
reporting of critical componcots associated with the secure supply of dmg substance, drug product, and work- in-process 
through tc> finished goods. A critical component is any material that is essential t<) the product or the manufacturing process 
associated with that product. Included in the definition are consumables and disposables associated with manufacturing. 
NOT included in the definition are facil ity and capital equipment. 

Consideration of critical components includes Ilic evaluation and potential impact of raw rnate1ials, excipients, active 
ingredients, substances. pieces. parts, sol1ware. fimiware, 'labeling, assembly. testing. analytical and environmental 
componentry, reagents, or utility materials which arc used in tbc manufacnlJ'ing of a drug, cell banks, seed stocks, devices 
and key processi.ng components and equipment. A clear example ofa critical component is one where 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 ofuward is important to the security of the medical cou11te1111easure supply chain. These processes 
sball address planning ~ad scheduling for active phannaceutical ingredients, upstream, downstream. component assembly, 
finished drug product aud de! ivcry events as necessary for the delivery of product. Where mu! ti-sito manufacturing is 
integral to the delivery of con1rac1ual materials, ii should be irtclt1ded as part of Lhe planning and scheduling process. 
Communication for these requirements sbaU be updated as part of an annual review, or as necessary, as part of regular 
contractual communications. 
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The focus on the aspects of resiliency shal I be on critical components aod aspects of complying with the contractual Mlivc,y 
schedule. Delivery methods shall be addressed, inclusive of items that are foreign-somced, both high and low volume. 
which would significantly affect througbput aJ1d udhcrcnce to the contractually agreed deliveries, 

For upstream and downstream processing, both single-use and re-usable in-place processing equipment, and manufacturing 
disposables also shall be addressed, For finished good~, tl1e inspection. labeling, packaging. and associated machinery sh&ll 
be addressed laking, into account capacity capabilities. 

The partner contractor shall communicate the methodology for inventory colllrol, production planning, scbeduJing processes 
and ordering mechanisms, as pan of those agreed deliveries. !'or critical items these processes should provide visibility for 
key items over an adequate planning horizon that ensmes effective control of the established supply chain foi- co111ractual 
deliveries. Production rates and lead times shall be understood and communicated to the HHS/ASPR/BARDA Contracting 
Off1cer or the Contracting Of1icer's Representative as necessary. 

Production throug)1put critical constraint~ should be well understood by activity and by design, and communicated lo 
contractual perso1mel. As necessary, communication should focus 011 identification, exploitation, elevation, and secondary 
constraints of throughput, as appropriate. 

Reports for critical items may be summarized with the following template: 

Critical Material 
Name 

Vendor 
Supplier, Manufacruring / 

DistTibution Location 
Supplier Lead 

Time Shelf Life 
Transportation / Shipping 

restrictions 

The CO and C'OR reserve rbc right to request unredacted copies of technical documents, during the period of performance, 
for distribution within the Government, and Contractor will reasMably consider ahy suc1, requests. Documents shall be 
provided within ten ( 10) days after CO issues the request. The Contractor may arrange for additional time if deemed 
necessary, and agreed to by the CO. 

F,2 Deliverables Schedule 

Successful performance of the final contract shal I be deemed to occur upon performance of the work set forth in the Statement of 
Work attaclted to this contract as Attachment 1 (SECTION J-List of Attachments). and upon delivery and acceptance. as requi.red 
by the Statement of Work. by the Contracting Officer, or the duly authorized representative pursuant tu SECTION E-Inspection 
and Acceptance, of the following items lisred below under heading 1 "Summary of Contract Deliverables'' in accordance with the 
stated delivery schedule. 

Tho items specified bolow under heading l ''Summary ofC'ontractDcliverablcs'', as described i.n the Statc1nontofWork which is 
Attachment I to this conlrnct will be required to be delivered by the date(s) specified below and in accordance with any 
specifications s tated in SECTION D - PACKAGING. MARKING AND SHIPPING. of this contract. All reports identified below 
relate solely to the development activity funded under this contract: 

l . Summary of Contract Deliverables 

Unless otherw ise 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 ofelectTOnic copie~, the CO may direct the Contrnctor to submit the be1ow deliverables via BARDA 
Digital Resources Portal in machine readable fonnat. 
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Tnble 5 

C ORL# Delherahle Deliverable Description Reporting Procedures and Due Dates 

01 Meetings 

• Within one w.eek of contrnct .award 

• Contractor shall provide agenda and establish 
a teleconference Dumber at least 3 business 

The contractor shall complete an initial days i11 advance of the teleconference unless 
teleconference afier contract award notifie.d that BARDA will supply one 

Post Award 1. Outline actjvilies for the next 30 • COR edits/approves ,rnd instructs contractor 
l)l.l 

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

award KickoJTMeeting (01.2) • Cootractor provides meeting minutes to COR 
within 3 business days after the meeting 

• COR reviews. comments and approves 
minutes with.in IO business days 

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

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

visit or virtual meeting 

() 1.2 Kickoff Meeting 
The Contractor shall completc a • COR edits/approves and instructs contractor 
Kickoff meeting after contract award to distrfbute agenda prior to meeting by at 

least 3 business days 

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

• COR reviews, commei1rs, and approves 

minutes within 10 business days 

• Contrnctor provides agei1da to COR 110 later 

than 2 business days in advance of meeting 

• COR edits/approves and instnicts contractor 
The Contractor shall participale in to distnbute agenda prior to meeting 
teleconferences every 2 weeks, with • Contraclor dis11ibutes agenda and 

01.3 
Every 2 weeks BARDA to discuss tbe performance on presentation materials at least 24 hours in 
Teleconference the contract. Meeting frequency can be 

incrnased as needed during the course advance 

of the project • Coo tractor provides meeting minutes to COR 

within 3 business days oflhe meeting 

• C'OR reviews, comments, aud approves 
minutes within 6 business days 

At the discretion of the govemment 
the Contractor shall hold recurring 

• Conlraclor shall provide ·itinerary and agenda teleconference or face-to-face Project 
Revlcw Mce1i11gs up to fou.r per year at least 5 business days. and presentation 

either in Washinglon D.C or at work materials at least 3 busioess days in advance 
sites of the Contractor or sub- of ~ite visit 
contractors. face-to-face meetings • COR edits/approves and instructs contractor 

01.4 Quarterly Meetings 
shall alternate between Washington to distribute agenda prior to meeting by at 
DC and Contractor, sub"cootractor 
siles. The meetings will be used to least 3 business days 

discuss contract progress in relation to • C()ntractor provides meeting minutes to COR 

the Progran1 Ma11agement within 3 business days after the meeting 
deliverables described below as well • COR reviews, comments, and approve~ 
as Study designs, technical, minutes within IO business days 
i•egulatory, and ethical aspects of the 
program. 

01.5 FDA Meetings 
The Contractor shall forward the dates • Contractor shall notify BA RDA of upcoming 
and times of any mecti11g with the FDA meeting within 24 hours of scheduling 
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CORL# Dcl.i verable Deliverable Description Reporting Procedures and Due Dates 

FDA to BARDA and make Type A, B or C meetings OR witl1in 24 hours 
ainngements for appropriate BARDA of meeting occurrence for ad hoc meetings 
staff to attend the FDA meetings. •The Contractor shall forward initial 
BARDA su1ff shaU include Ltp to a 

Contractor and FDA-issued draft mi11L1tcs 
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 upda1es 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 required for the meeting 

Daily check i.n with provided on a non-confidential basis, • No meeting minutes are required 

0 1.6 
prnject staff for LIDiess the update includes confidential 

• Contrnctor will provide buUoted email 
COVID-19 information i.n which case Contractor 

Contract sball provide tlw updare in both updates following any call or iu lieu of a call 

confidential and non-confidential by 2 PM for 1hat day 

formats. 

Daily check-ins may occur on 
weekdays, excluding federal holidays. 
Upon request of the Govenirne11t, 
check- ins may also occur on weekeuds 
and on federal holidays, provided at 
least 24 hours' notice. 
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02 
Technical 
Reporting 

I. The Integrated Program • Monthly Repotis shall be Stibmitted on the 
Management Report (lPMR) is a 20'h day of the month covering the prece ding 
contractually required report mouth; Annual Repons submitted on the 30th 

prepared by the contractor. IPMR calendar day of the month after each contract 
Format~ I, 3, 5. and 6 are required. anniversary. Monthly progress reports arc 
TI1ese fonnats will contain not required for the months when the Annual 
performance data and in formation Report(s) are due, and Monthly/Annual 
derived from the contractor's Report(s) are not due during a mout·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 Valt1c Management's • ContTac(or shall provide FINAL versions of 
Seven (7) Principles. reports wilhin 10 business days after 

2. An Executive Summary receiving BARDA comments/edits 
highlighting the progress. issues • lntegtated Perfom1ance Management Report 
and relevant manu[acluring, non-

(rPMR) shall bt> devt>loped according to the 
clinical, clinical and regulatory 
activities. TI1e Executive Summary instructions of Data Item Description (DiD) 

should highlight only critical issues #8 1861 A 
for that reporting period and • Tbe CPR shall be provided on the 20'h day of 
resolution approach; limited to 2 the month covering the preceding month. 
pages i11cluding tbe .same month as the Annual 

3. BARDA Contractor Cli11icnl Trials Report(s) is due 
IJ1fom1atio11 Sheet covering 
ongoing BARDA-sponsored • The IPMR required formats for this Contract 

02.1 shall be Formats 1 (WBS), 3 (Performance 
('Monthly) clinical studies. This fonn shall 

Monthly & Annual provide datn on relevant act ivities Measurement Baseline Changes and 
Technical Progress during the period covered, by study Reconciliation), 5 (Variance Analysis Report 

Repotis/Annual site, including: cumulative - Narrative Fom1), and 6 (lntegrnted Master 
02.2 

Meeti.ng enrollment; new enrollments; Schedule) 
(AnnLLal) screen failures; patients dropped 

from study; AE and SAEs; 
activation or inactivation of study 
sites; investigator appoi.ntmeots or 
changes; and status of (R.8/IEC 
review/approval/renewal 

4. Progress in meeting contract 
milestones organized by WBS, 
overall project assessment, 
problems encountered and 
recommended solutions. 171e 
reports shall detail the planned and 
actual progress during the period 
covered, explaining any differences 
between tbe two and the corrective 
steps 

5. A tluee-moni-b rolling foreeasr of 
tl1e key planned activities, 
referencing the WBS/IMS 

6. A tracking log of progress on 
regulatory submissions with the 
FDA number, description of 
submission. date of Sltbmission, 
status of submission and next steps 

7. Estirnated and Actual Expenses 
a. This report shall also contain a 
muralive or t~ble detai ling: 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 to date. 
Monthly and actual expenses 
shoulJ be broken down 10 the 
appropriate WBS level. TI1is 
section of the report should also 
contain estimates for the 
Subconlrnctors' expenses from the 
previous month if the Subco1\tractor 
did not submit a bill i11 t11e previous 
month. If the subcontractor(s) was 
not working or did not incur noy 
cost~ in the previou~ month, then a 
statement to this effect shOLtlc..l be 
included in this report for those 
respective subcontractors If the 
C'OR and CO are satisfied that the 
contractor' ~ reporting is si1fficient 
to convey this information, tl1is 
section may be waived. 

A drafl Final Technical Progress 
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 progress achieved 
under all milestones. Repo1t should 
contain a timeline of originally 
planned and baselined activities and • Tlie Drafl: Technical Pro6'Tess Report shall be 
milestones <>verlaid with actual submitted 75 calendar days before the end of 
progress attained duri11g the contract. 
Descriptions an<l rationale for the PoP and the final Technical Progress 

02.J activities and milestones rhat were nol Report on or before tbe completion date o f 

(Draft) Draft and Final con1p]cted as planned should be lhe PoP 
Technical Progress provided. The draft report shall be • COR will provide feedb(lck on draft report 

02.4 Report duly marked as 'Draft' within 15 ca lendar days of receipt, which the 
(Final) Contractor shall cons ider inco111orating into 

The Final Technical Progress Report 
the Final Repoli 

incoq>orating feedbac.k received from 
BARDA and containing a summation 
of the work performed an<l the resu lts 
obtained for the entire contract PoP. 
The final report shall document the 
results of the entire contract. The fina l 
report shall be duly marked as 'Final '. 
A cover letter with the report wi ll 
contain a summary (not to exceed 200 
word~) of salient resul~ achieved 
during the performance of the contract 

• Draft report dlle within 45 calendar days 

a.fl er completion of analysis a1id at least 15 
business <lays prior to submission to fDA 

• Subcontractor prepared reports received by 

Contractor shall provide Draft and the Contractor shall be submitted to the COR 
02.5 

Draft and final Pu.1al Cli11ica.l/Non-Clinical Study and CO for review and comment no later 
( Draft) 

Study Reports. Repm1s to BARDA for review and tJ1an 5 business days a!ler receipt by 

02.6 
CliDical and Non- comment. Contractor 

(Final) 
C linical • The Government will provide wriuen 

comments to lhe Draft Report for C linical / 

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

• Final report due 30 calendar days after 

receiving comments 011 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 

•Contrnctor shall consider revising reports to 
address BARDA's recommendations prior to 

FDA submission 

• Contr-actor will submit Manufacruri"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 the m.inufr1cturing report wi thin 

FD/\ ptior to submission to FDA 15 business clays ;ifter the submission 
02.7 Manufacturing 

• If cotTective action is recommended. Reports The COR and CO reserve the right to 
request within the PoP a 11011- Coau-actor must address all concerns raised 

proprietary Manufactmi11g Repo11 for by BARDA in writing 

distribution within the USG •Conlrnctor shall consider revising reports to 
address BARDA·s concerns and/or 

recommendations prior to FDA submission 

• Contractor will submit Product Development 

Source Material Report 

0 Withio month ofconlrnct award 

The Contractor shall submit u detailed C Within 30 <lays of substantive changes 

spreadsheet regarding critical project are made to sources aod/or materials 
materials that are sourced from a 0 Or on the 61h month contract 

Product 
location other than the United States, a.nu ivcrsary. 

Development 
sources, and manufacturing sites, 

02.8 Source Material 
inch1ding but not limited to: physical 

• The Government will provide written locations of sources of raw and 
and Manufucturi11g 

processed material by type of material; comrnents to the Product Development 
Report 

location aod nature of work perfom1ed Source Material and Manufacwring Report 

at manufacturing sites; and location within 15 busim:ss <lays afler the submission 
and nature ofnon"clillical and clinical • If corrective action is recommended, 
study sites" Contractor must address all concerns raised 

by BARDA in writing 

Contractor wi ll submit Work Locations 

Report: 

• Within 5 businetiS tlayti of contract award 

• Within 30 business days afl:er a substantive 
The contractor shall submit detailed location or capabilities change 
data regartling locations where work 

• Within 2 business <lays of a substantive 
02.9 

Contractor will be performed under this contract. 
change if the work performed supports Locations 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 
Secretary or a Public Health Emergency of 

International Concern (PHEJC) by !he WI IO 

TI1c contractor shall submit detailed Contractor shall submit Clinical Reports on a 
dinical reports during active clinical week I y basis starling when first patient is 
trial enrollment to include at a enrolled and endit1g when last patient is 

C linical Repo11 minimum number of subjects screened enrolled. 
02.10 during Accive and enrolled, site accivatiou stanis. 

Enrollment Periods safety reporting (SAEs), deviation 
reports and database management. 
Exact format TBD by COR and 
contractor. 
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Draft study protocols will be submitted to 

COR electronically prior to finalization. 

0 BARDA wi ll provide comments 
within 10 days of receip t of draft 

protocol 
The contractor shall submit draft and 0 Contractor shall respond in writing 

02.11 Sl'udy Protocols !inol nonclinical and clinical study to BARDA comments and 
protocols to CO and COR recornmendalions prior to 

finalizati<>n of protocol. 

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

Contractor must submit 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 con1rac1. Data may be llsed of the Final Data Submission Package. 
by BARDA for analysis, evaluation, 
shared with other agencies, or shared 
outside of the government consisteni-

Final Data with FAR 52.227-14. TI1is submission 
02.12 Submission package must be delivered in a non-

Package proprietary formal 

If clinical trial data is included, that 
data must be provided consistent with 
applicable privacy laws to protect 
per~onally identifiable information 
(Pl!). 

Supplemental Upon request aod also as part of Coiin-aci-or shall provide the Teclu1ical 
Technical dc-liverablos tbc Contractor shall Documents upon request from the CO or 

02.13 Documents, Raw provide row data. data analysis. or data COR 
Data, or Data report to BARDA. 

Analysis 

03 Audits 

Contrnctor shall accommodate • If issues are identified during the audit. 
periodic or ad hoc site visits by Conlractor 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 !'he audit 
d1tring an audit. tbe Contractor shall 

03.1 BARbAAudit cap1:llrc the issues. idcl)tify potential • COR and CO w ill review the report and 

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

BARDA business days 

•Once corrective action is completed, i-ho 
Contractor wilJ provide a final report lo 

BARDA 

In the eveol 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 audit 
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 
potential to impact the pcrfonnancc of 
this co11trnct, the Contractor shall advanced notice 

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

03 .2 FDA Audits (non-redacted) of the FDA Form 483 audit report received from subcontractors 
and the Establishment Inspection tha! occur as a result oflhis contract or for 
Report (EIR}. The Contractor shall this product within l busi11ess day of 
provide tile COR ~nd CO with copies receiving correspondence from the FDA or 
of lhe p lan for 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 Conb·aetor shall provide CO with a plan for 
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updates during the plans execution and addressing areas of nonconfonnance. if any 
a copy of all final responses to the are identi tied 
FDA. The Contractor shall also 
provide rec.lacted copies of any FDA 
audits received from subcontractors 
that occur as a result of this contract or 
for this producL The Contractor shaU 
make arrangements for BAR.Di\ 
representative(s) lo be present duri.Jig 
the final debrief by the regulatory 
inspector 

BARDA reserves the right to • Contractor shall notify CO and COR a 
panicipate in QA audits performed by minimum of IO business days in advance of 
the contractor. Upon complctiou oftbe upcoming, audits/site visi ts of subcontTaccors 
audit/site visit the Contractor shall 

• Contn1ctor shall notify the COR and CO provide a report capturing the findi11gs, 
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, provide a Jesponse to tbe Contractor with I 0 

03.3 QA Audits detai led concerns for addressing areas business days 
of non-conformance to FDA 
regulations for GLP, GMP, or GCP 
guidelines, as identified io the audit 
report, must be pro vided 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 shall provide an RMP 
concurrent with M011th1y Technical Progress 

that outli.nes the impacts of each risk in 
Reports. The contracror may choose to notify 

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

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

03.4 inclLtde 1isk 111itigation strategies. Euch submission, and not submit an update 
Plan (RMP) 

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

•Contractor must address, in writing, all 
performance 

concerns raised by BARDA within 20 
busi11ess dayi, of ContractoJ's receipt of 

BARDA's concerns 

• The IMS is to be submitted in both PDF a11d 

The contractor shall provide an lMS 
MJcrosofL Project Form to the COR 

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

dependencies, durations throughout the within contract award 

03.5 
Integrated Master period ofperfonnance, and milestones • The Government will request revisions 
Schedule (JMS) (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 
actual or forecast dates for completioD performance will be set 
of tasks 

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

Process for changing IMS activities • Due at least JO business days prior to the 
associated wit:b cost and schedule as Coo tractor anticipating the need 10 

Deviation 
baselined. Contractor shal l notify implement changes 

03.6 Notification and 
BARDA of significant proposed 

Mitigation Strategy 
changes the IMS dctiued as increases 
in cosl above 5% or scbeduJe s lippage 
of more than 30 days, which would 
require a Po.P extension. Contractor 
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shall provide a high level management 
strategy for risk miti1rntion 

• Due within 48 hours or activity or incident or 

Contractor shall communicate to 
within 24 hours for a securiry activity or 

BARDA and documeul all critical 
incident 

programmatic concerns. issues, or • Email or telephone with written follow-up to 

probable risks that have or arc li_kely to CORandCO 

significantly impact project schedule • Additional updates due to CORand CO 
and/or cost and/or performance. witb.in 48 hours ofadditfo□al deve lopments 
.. Significant'· i~ frequently defined as a 

• Contractor shall submit within 5 bLL~i.ness 
03 7 Incident Report I 0% or greater cost or schedule 

days a Corrective Action Plan (if deemed variance within a control account, but 
shm1ld be confirmed in co11sultation necessary by either party) to address any 

with the COR. Incidents that present potential issue~ 
liabi lity to tl1e project even without • If corrective action is deemed necessary. 
cost/schedule impact. sucb as breach Contn1ctor must address in wriling, its 
ofGCP during a clinical study, must consideration of concerns raised by BARDA 
also be reported 

within 5 business days of receiving such 

concerns 

09 Advanced R&D 
Products 

Upon request, Contractor ~hall provide • Contractor shall provide technical document 
CO and COR with deliverables from with.in 10 bus iness days of CO or COR 
the following con ti-act funded request. Conti-actor can request additional 
activities, q uality 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 

09.l 
Technical Validatio□ Plan/Report, Assay raised by BARDA in writing 

Documents Technology Transfer Report, Batch 
Records, SOPs. l\1aster Production 
Records, Certificate of Analysis, 
Clinical Studies Data or Rcpons. The 
CO and COR reserve the 1ight to 
request within the PoP a non-
proprietary technical document for 
distribution within the Government 

Contractor shall provide Animal 
• Contractor sbaU provide a drall packagt'. 

Model or Other Technology Transfer within 20 business days ofCOR or CO 

Animal Model or 
Package containing relevant requesr 

methodology and data sufficfont to • Contractor shall rev ise lbe package to 
09.2 Other Technology 

enable other practitioners in lhe field address BARDA 1s concerns, Transfer Package 
to successfully rcplicutc experimental recommendations and/or requests for 
conditions devekiped and tested with 

additional detail 
BARDA suppott 

Contractor shall provide raw data or •Contractor shall provide rnw data or data 

09.3 
Raw Data or Data data analysis to BARDA upon reque$t analysis to CO and COR within 20 business 

Analysis 
days ofrcquest 

Any manuscript or scientific meeting • Contractor must submit all manuscript or 
abstract containing data generated scientific meeting abslT'act to PO aod CO 
under this contract must be submitted prior to submission/ presentation by 30 
to BARDA for review prior to business days for manuscripts aod J 5 

09.4 Publications 
submission. Acknowledgment of business days for abstracts or posters 
BARDA funding must be included as • ConLractor 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 

JO 
Regulatory 
Documents 
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FDA The Contractor shall memorialize any •Conb·actor shall provide copies of any FDA 

10. 1 
Correspondence 

correspondence between Comractor correspondence within 2 business days of 
and FDA and submit tu BARDA correspondence 

• 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 atld 
comment upon all draft submissions • BARDA will provide feedback to Contractor 

before submission to lhe FDA. within 10 business days of receipt 

10.2 FDA Submissions Contractor shall provide BARDA with • The Cootractw must address, in writing, its 
an eleclrnnic cnpyofthe 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 submitted lo "Final" 
BARDA cnocurrenLly or no later tban I 
calendar day of submission 

• C'onLractor shal I ensure that lhe CO has 
received and approved an advanced copy of 
any press release lo ihis contract not less 
than 5 busi11ess days prior to the issuance of 

Contractor agreos to accurately and 
Lhe press release 

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

under this co11tract in all press re leases 
Contructor agrees to accurately and factually 
represent the work conducted under this 
contnci- in a II press re leases 

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

1. Oeta.iJed Description of Select Contract Deliverables 

A. Monthly and Annual Progress Reports 
In addition to 1i1ose reports required by the other tenns of this contract, the Contractor shall prepare and submit the following reports 
in the manner staled below and 111 accordance with this Article F ofth1s contTact, and in the Statement o-fWork, attached to this 
contract as Attachment 1 (Sl:.CTJON 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 fall month of performance plus any fractional 
pan of the initial month. Thereafter, the reportillgperiod shall consist ofeoch calendar monLh. 

The Conlrnctor shall submit a Monthly Progress Report uccording to the dales 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: 

• A cover page that includes the contract number and title: the type of repo11 and period Lhal 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 description ufuverall 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 progress on administratioll 
and management issues ( e.g., evaluating. and managing subcontractor perfonnance, and personnel changes). 

• SECTION II Part· C: TECI IN!CAL 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 explain comprehensively the resu.lts achieved. The 
description shall include pertinent data and/or graphs in sufficient detail to e, .. plain any significant results 
achieved and preliminary conclusions resulting from analysis and scientific evaluation of data accumulated to 
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date under tbc contrnct. The report shall include a description of problems oncountcred and _proposed 
corrective action; differences between plam,ed and actual pro!,rress, why the differences have occurred and 
what corrective actions are planned; preliminary conclusions resulting from analysis and scientific 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 ITI: Estimated and ActLtal Expenses. 
a. Tbis section oftbe report shall contain a narTative or table det:ajling whether there is a signJiicant 
discrepancy(> I 0%) at tliis 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 !lie previous 
month if the Subcontractor did not SLlbmit a bill in Ille previous month. Jfthe subcontractor(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 tbose respective subcontractors. 

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

ii. Annual Progress Report 
l11is repott shall include a summation or the re~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 accordance with the date sot forth in tbe tablo ("Summary of 
Contract Deliverables") 1111Cler ARTICLE F.2. ofthis contract. The progress report shall conform to the requirements 
set forth in the DELIVERIES Article in SECTION 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 period that it covei-s: tbe 
Cootracror's oamc. address. tolcphone number, fax number, and email addross; and the date of submission; 

• SECTJON I: EXECUTrvE SUMMARY - A brief overview of the work completed, aod the major accomplishments 
i:ichicvcd 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 summary 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 personnel changes). 

• SECTION 11 Patt C: TECHNICAL PROGRESS - A detai led descriptjon of the work performed structured to follow the 
activities and decision gates outlined at the Integrated Baseline Review and as described in tbe Integrated Master Plan. Tbe 
Report should includt a descriplion of any problems (technical or financial) that occurred or were identified during the 
reporting pe1iod, and how these problems were resolved. 

• SECTION I[ Part D: PROPOSED WORK - A summary of work proposed for the next year period to include aD t1pdatcd 
Gantt Chari. 

• SECTION Ill: Estimated aDd Actual .Expenses. 
a. This section oftbe report shall contain a na1Tative or table detailing whether there were discrepancies 
between estimated and actual expenses over the past year. Acnaal expenses should be broken down to the 
appropriate WBS leveL 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. 

Contracror 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 tile ceportjng period; and 

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

These reports are to include a summation of the work perfonned and results obtained for the entire contract pe1iod of 
performance. l11is report shall be in sufficient detail to describe compreheusivcly the resu.Jts achieved. The Draft Final 
Repo1i and Fi.na.l Report shall be submitted in accordance with lhe DELNERlES A.tiicle in SECTJON F of Ille 
contract. An Annual Progress Report will not be required for the period when thc Final Report is dt1c. The Draft Final 
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Report and tbe final Report shall bo submitted in accordance wrtb the dates set forth in the table ("Summary of 
Contract IJeliverables") under ARTICLE F.2. of this contract. The report shall eonfom1 lo the following fom1al: 

l. Cover page to include tl1e coiitract number. contract title. performance period covered. Contractor's name 
and address, telephone number, fox number, email address and submission date. 

2. SECTION I: EXECUTIVE SUMMARY - Summarize the purpose and scope of the contract effort 
including a summary of the major accomplishments relalive to tbe specific activities set fotth i.n the 
Statement of Work. 

3. SECTION II: RES UL TS - I\ detailed description of the work pc1fom1cd related ro WBS and Gantt chart, 
the results obtained, and the impact of the results on the scientific and/or public health community 
i11cluding a listing of all manuscripts (publisned and in preparation) and abstracts presented during tl1e 
entire period of perlbrmance and a summary of all i.nventions. 

Draft Final Report: Tbe Contractor 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 
Drall Final Report and provide the Contractor witll comments in accordance with the dales set forU1 in ARTICLE F.2. 
of this contracL 

Final Report: The Contrnctor will deliver the final version of the Final Repmi on or before the completion date ufthe 
contract. The final version shall include or address the COR's and CO's written comments on the draft report. F inal 
Report shall be submitted on or before the completion date of the contract. 

iv. Summary of S:1lient Results 

The Contractor shall submit. with tbe 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 guidelines, the Contractor shall provide copies oftbe audit report (so long a$ received 
from the FDA) and a plan for addressing areas ofoonconformance to fDA regulations and guidelines for OLP, GMP. 
or GCP guidelines as identified in the final audi t report. 

vi. Other Trchnical 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 £nteruational Conference on Harmo□ization document ICH 
E3 "Guideline for Industry on Structure and Content of Clinical Study Reports" 

• Drafl Final Report fo r Clinical and Non-Clinical Studies funded by this contract will be submitted to the 
Contracting Officer's Representative and Co11tracting Officer (CO) for review and comment with.ill tbe time 
frames set forth in the table ("Summary ofContrnct Deliverables"') under ARTICLE F.2. 

• Subcontractor prepared repo11s received by the Contractor shall be submitted to Lhe Contracting Officer's 
Representative and Contracting Officer (CO) for review and comment as set fortl.J by the table i.n this Article, 
Contractor shall consider revising reports to address BARDA 's recommendations prior to FDA submission. 

• The Government shall provide written comments to the Drafl Final Report for C linical and Non-Clinical 
St11dies in accordance with tbe dates set forth by the table in tlt.is Article. 

• The comprel1ensive Final Report for Clinical and No11-Cli11ical Studies will be su bmitted to tl1e Contracting 
Officer and the Contracting Officer's Representative set forth by the table in this Article. 

2. Supplemental Technical Docu menB 

Upon request, Contractor shall provide CO and COR witl1 Lbe following con1n1ct 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/Suhcontractur 
Standard Operating Procedures (SOP's), Master Production Records, Certificate of Analysis, Clinical Studies 
Data or Reports. The CO and COR reserve the right to request within the Period of Performance a non­
proprietary technical document for distribution within the USG. Contractor 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.ldress, in writing, concerns raised by BARDA. 
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B. Delivcra,l.llcs Arising from FDA Correspondence 

1. FDA Meetings 
TI.Je Contractor shall forward the dates and times of any meeting with rbe FDA to BARDA and make arrangements for 
appropriate- BARDA staff to attend the FDA meetings. BARDA staff shall include up to a maximum of four people. 

• Contractor shall notify BARDA of upcoming FDA meeting within 24 hours of scheduling Type A, B or C meetings 
OR withi,n 24 bol)IS 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 of teceipt. AJI documents shall be duly marked as either "Drafi" or 
"Final." 

ii. FDA Submissions 

The Contractor shall provide BARDA all documents submitted to the FDA. 
Contractor shall provide BARDA witb an electronic copy of tbe final FDA submission. All documents shall be duly marked as 
either ''Draft" OI' ·'Final." 

• When draft documents are submitted for BARDA review, BARDA will provide feedback to Conlrac1ur wifbin 3 
business days of receipt. 

• When BARDA reviews draft documents, the Contractor shall revise theh· documents to address BARDA's w1itten 
concerns and/or recom1ueudations priorto FDA submission. 

• Final FDA submissions shal I be submitted to BARDA concurrently or no later rl.Jan 1 caJendar day of their submission 
to FDA. 

iii. FDA Audits 
ln 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 polential to impact !he per-fom,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) witbin five (5) business days after the 
Contractors receipt of those documents. The Contractor shall provide the COR and CO with copies ofthc pla11 for addressing 
areas of 11011-confonnanee to FDA regulations for GLf>, 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 shall make 
arrangements for BARDA representative(s) to be present during 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 ofan ad 

hoc ~ire vi~it/uudil 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, SubcontTactor, or 

third parry. 

• 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. Manufactm•ing Campaign Reports 
Contractor shall provide Manufacnning Campaign Repons to BARDA for review and comment p1ior to submission to FDA. 

The C0R and CO reserve the right to request within the Period of Perfom1ance (PoP) a non-proprietary Manufacturing 
Camp11ign Report for distribution within the USG. 

• Contractor will submit Manufacturing Campaign Reports at least 15 business days prior to PDA submission. 
• If con-ective action is re-commended, Contractor shall address, iii w1i1ing, the concerns raised by BARDA. 
• Contraclor shall revise the report.~ to address BAR.DA's concerns and/or recommendations prior to FDA submission, 
• Final FDA submission shall be gubmitted to BARDA concu1Tently or no later than 1 business day after submiS8ion to 

the FDA. 
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v. Other FDA Correspondence 
The Contractor shall memorialize any correspondence between Contractor and FDA and submit to BARDA. A ll documents 
shall be duly marked as either " Draft" or "Final." Contractor shall provide wrineo summary of any FDA COtTespondeucc with.in 
5 business days of correspondence. 

i. Risk Manag"'ment Plan 

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

perfom,ance objectives. The plan shall include risk mitigation strategies. Each risk mitigation strategy will capture bow the 

corrective action will reduce impacts 011 cost, schedule and perfom1ance. 

• Due within 90 days of contract award 

• Contractor prov ides updated Risk Management Plan in Monthly Progress Report 

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

• Contractor must address. in writing. all concerns raised by BARDA within 20 bu!.iness dnys of Contractor's 

receipt ofBARDA's concerns. 
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3. Contract WBS Milestones/Deliverables and Technical Deliverable!! 
Work Breakdown Structure (WBS), Go/No Go Program Stage Gates Gantt Chart, Integrated Master Schedule 
(IMS) 

b)(4} 
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(b)(4) 

Integrated PrOf.'Tarn Gantt Chart 
Gantt Chart of Modcma 's Proposal ''Development of an rnRNA Vaceiue mRNA vaccine" 

(b)f4} 
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Deliverables 
The primary deliverable of this proposal is a licensed mRNA vaccine. In 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. Interim deliverables 
are presented below. 

mRNA Vaccine Development 

1.1 Program Management 

I. I.I Program and Alliance Management 

1.2 Nonclinical Toxicology 

1.2.2 Safety 

1.2.2.1 Development and Reproductive Toxicology 

1.3 Nonclinical 

I .3.l 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 

l.4.3.2 Phase 3 Lm-to-Lot 

l.4.3.3 Phase 3 Adolescents 

1.5 Regulatory 

1.5.1 IND 
l.5.1.1 rND Filing 

l.5.U IND Maintenance 

1.5.2 BLA 
1.5.2.1 BLA Submission 

1.6 CMC 
J.6.3 Pilot Scale Manufacturing 

l.6.3.2 CTM Manufacture for P20 I 

1.6.3.4 CTM Manufacture for P30 l 

l.6.3.6 CTM Manufacture for P302/P303 

-Management Plans; RoLttine Reporting 
Deliverables 

- Final Study Report 

- Final Study Report 

- Final Study Report 

- Clinical Study Protocol 

- Final Clinical Study Report 

- C linical Study Protocol 

- Final C linical Study Report 

- Clinical Study Protocol 

- Final Clinical Study Report 

- Clinical Study Protocol 

• FiDal C linical Study Report 

-NA 

- Record of PDA Communications 

-NA 

- CoA for Clinical Lois 

- CoA for Clinical Lots 

- CoA for Clinical Lots 
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C. CONTRACT AOM l NISTRATION 
C.I Contracting Officer 

The Contracting Officer (CO) is the only individual who can legally commit the Government to the expenditure of puhlk funds. 
No person othor thao the Contracting Officer can make aoy changes to l'hc tcnns. conditions. general provisions or other 
s tipulations of this Contract. 

The Contracting Ollicer is the only individual with authority to act as agi:nt of the Government under this Contract, with 
authority to ( J) direct or negotiate any changes in the statement of work, (2) modify or e~'tend the period of performance. (3) 
authorize reimbursement to the Co1itractor for any costs incuned during the perfonnance ofthis Contract and/or (5) otherwise 
change any terms and conditions of this Contract. 

No information, other than that which may be contained in an authorized modification to this contract duly issued by lbe 
Contracting Officer. which may bc receivcd from any person employed by the United States Govemmcot, or otherwisc, shall be 
considered grounds for deviation from any stipulation of this contract. 

Wendell Conyers - (202) 692-4784 - wendell.conyers@hhs.uov - Office No. 2 l K 13 
Supervisory Contract Specialist Division of Contracts Managemem & Acquisition (CMA) 
Biome<lical Advanced Research & Developmt:nt Authority (BARDA) 

G.2 Contracting Ollicer's Representative 

As delegated by the CO. tbe Contracting Officer's Representative (COR) is responsible for: ( I) monitoring tbe Contractor's 
technical progress, including the surveillance and assessment orperfonnancc and recommending tu the ContTacting Officer 
changes in requirements; (2) assisting the CO in interpreting the statement of work and any other technical performance 
requirements; (3) performing technical evaluation as rcqt1irecL (4) pefiorming technical inspections required by this contract; and 
(5) assisting in the resolution ofteclinical problelll!J encountered during performance. 

Chuong Huynh - (202) 260-2177 - chuong.huvnh@hhs.1wv - Office No. 
Project Officer / COR for Development Activities 
[nJ]ueuza and Emerging Infectiotis Diseases Division 
Biomedical Advanced Research & Development Antbority (BARDA) 

G.3 Deliveries 

All deliveries of physical documents, shall be addressed ilJ the following fom1at: 

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 Floor 
Washington, DC 20515 
fasert Recipient's Telephone Number 

C.4 Invoicing lnstructions 

lnvoiccs for payment shall be submitted to the Contracting Officer and Contracting Officer's Representative, as one (I) bard 
copy and one (I) electronic copy addressed in the forn,at indicated in G,3, sh,111 follow the detailed invoicing instructions listed in 
Section J, and include an SF-1034. 

co COR Alternate COR PSC 
·wendell Conyers (Contracting Chuong Huynh (COR TBD AJtCOR 
Officer) HHS/ASPR/BARDA HRS/ AS PR/BARDA 
HHS/ASPRJBAR.Di\/CMi\ O'Neill House Office O 'Neill House Oflicc PSC Iuvoices@12sc .bhs. go 
O'Neill I louse Office Building Building '!. 
Building Room Number Room Number 24K13 
Room Number 2IC06 24K.24 Washington. D.c.20515 & 
Wasbingtoll, DC 20515 Washington. DC 20515 TBD 
Email: TBD "HHS e-Room'" (shared 
woedel l.eonvers@.hhs.gov access may be provided to 
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I 
tl1e Contractor after 

. award). 

a. Contractor invoices/fimmcial reports shall conform to the form, format, and content reqttirements of the 
instructio11s for lovoice/Financing requests and Contract Financial Reporting. 

b. Monthly invoices must include the. cumulative total expenses to date. adjusted (as applicable) 10 show any 
amounts suspended by the Govcrnmenl 

c. Tbe Co11tractor agrees to immediately notify the CO in writing if there is an a11ticipared ovemrn (any amou11t) or 
unex-pended halance (greater than l 0%) of the estimated costs for the base period or any option pe1iod(~) (See estimated 
costs under Section B) and the reasons for the variance. These requirements are in additio11 to the specified 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 cont met, exclusive of any tee, will not cost the Govcmmcnt more 
than (I) the estimated cost specified in tbe Schedule or, (2) if th.is is a cost-sharing contract, the Government's share of the 
estimated cost specified in the Schedule. The Contractor agrees to use its beS1 effon.s to perform the work specified in 1be 
Schee.Jule and all ohligations under this contract within the estimated cost. which, if this is a cost-sharing conli-act. includes 
both the Government' s and the Contractor's share of the cost. 

The Contractor shall notify the Contracting Officer in writing whenever it has reason 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 Schedule; or 

The total cost for lhe performance of this contract, exclusive of any fee, will be either greater or substantially 
less than bad been prev iously estimated. 

As part of the notification, the Contractor shall provide the Contracting Officer a revised estimate oft11e total 
cost ofperfom1ing this cnntracL Except as required by other provis ions of this contract, spe<.:ifica!Jy citing and stated to be an 
exception to tbis clause--

The Govemrnenl is 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 pcrfonuaoce ,1nder this contract (including actions under the Tennination 
clat1~e ufthis contract) or otherwise incur costs in excess of the estimated cost specified in the Schedule, until the Contracting Officer (i) 
notifies the Contractor in writing that the estimated cost h.as been increased and (ii) provides a revised estimated total cost of performing 
this contract. Ir this is a cost-sharing contrnct, the in<.:rease shal I be al located in accordance with the formula specified in the Schedule. 

No notice. communication, or representation in auy fonn other than that specified in paragraph (d)(2) oftnis clause, or 
from any person other than the Contracting Officer, shall affect this contract's estimated cost to the Government. In the absence of the 
specified notice, the Government is not obligated to reimburse tbc Contractor for any costs in excess of the estimated cost or, if this is a 
cost-sharing contract, for any costs i11 excess oftJ1e estimated cost to Lhe Government specified in tl1e Sc!Jedule, whether those excess 
costs were i.ncurrcd during the course of the contract or as a result of termination. 

Irthe estimated 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 if incurred afterward, unless the Contracting Officer 
issues a termination or other notice directing that the illcrease is solely to cover terminatio11 or o(her specified expe11ses. 

Change ordet-s shall not be considered an authorization to exceed the estimated cost to the Government specified in the 
Schedule. unless tJ1cy contain a statement increasing the estimated cost. 

If Ibis contract is terminated or the estimated cost is not increased, the Government and the Co11tractor sball 
negotiate an equitable distribution of all prope1iy produced or purchased under the contract, based upon the share of costs incu1Ted by 
each. 

d.. The Contractor shall submit an electronic copy of the payment request to the approving official i11stead of a paper copy. 
Tho payment request shall bl' transmitted as au attaclunent via e-mail to the address listed above i11 oDe oftbe following 
fonnals: MS Word, MS Excel, 01· Adobe Portable Document Fmmat (PDF). Only one payment reqL1est shall be submitted per 
e-mail and the subject line of the e-mail shall include the Contractor's name, contract number, and unique invoice number. 

e. An electronic copy of the payment request sball be uploaded into tile desiguated eRoom (as defmed in Sectioll F.3 
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Electronic Submission) and an e-mail notiJication 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 Personnel Reporting, and Variances from the Negotiated Budget. 

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

The Contractor agrees to provide a detailed breakdown on invoices of the fo l lowing eo~l categories: 

1. Direct Labor - List individuals by name, title/position, hourly/annual rare, level of effort (actual hours or% 
ofeffo1t), and amount claimed. 

2. Fringe Benefits - Cite rate and amount 
3. Overhead - Cite rate and amount 
4. Materials & Supplies - Include detailed breakdown wbcn 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 Pees - Identify individuals. amounts and activities. Che appropriate COi\ 
7. Sllbcontracts - Attach subcontractor invoice(s). Cite appropriate COA 
8. Equipment - Cite author.ization and amou.nt. Cite appropriate COA 
9. Other Direct Costs - Include detailed breokdown wben lolal amow1t is over $100,000. 
JO. G&A - Cite rate and amount. 
11. Total Cost (and applicable cost-shared ratio) 
12. Fixed Fee (if applicable) 
13. Total Cost Plus Fixed Fee 

Monthly invoices must include the cumulative 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 cost reimbursement subcontracts. ]border lo verify allowability, further 
breakdown of costs may be reques ted at the USG's discretion. The Contractor shall subcontract with Firm Fixed Price 
Contracts to the maximum extent practicable. 

i\ddilional instructions and an fovoicc template arc provided 111 Section J-List of Attachrmmts, lnvoicc:/FiJrnucing Request 
Instructions and Contract Financial Reporting Instn1ctions for Cost- Reimbursement Contracts. All invoices must be signed by 
a representative of the contrnctor authorized to certify listed charges arc accurate: and comply with government rcgtil::itions. 
Invoices shall be signed and submitted electronically (in accordance with Section P.3 Electronic Submission). 

rfapplicablc. the Contractor shall convert any foreign c1mency amount(s) in the monthly invoice to U.S. dollars each month. 
on the I 51 of the month, using the foreign exchange rate index pL1blished on www.federalreserve.gov. Payment of invoices is 
subject to the U.S. dollar limits within the Total Costs of CUN 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 hy Electronic Funds Transfer-System for Award Management, in Section I requires the Contrnctor to 
designate in writing a financial instillltion for receipt ofeleetrooic fonds transfer payments. 

The electronic version of!he 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 additional infonnation (ti.mecards. receipts. etc.) to support costs claimed in the Contractor's 
invoices. lncomplete invoices may be suspended by the Contracting Officer if the Contractor's claimed costs cannot be 
substantfoted. 

G.5 RElMBURSEMENT OF COST 

The Government shall reimburse the ConLracLor the cost 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. Examples of allowable costs include. but are not limited 
to. the following: 

a) All di.rect materials and supplies lhat are used in performing the work provided for under the conLracl, 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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t) All other items of cost budgeted for and accepted in the negotiation of this basic confract or modificulio11~ thereto. 

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

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

(i) Air travel shall be by the most direct route using '•air coach" or "air toUiist" (less than first class or husiness class I 

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

reservaLions, would require circuitous routing or entail additional expeDse offsening the savings on fare, or would not make 

necessary connections). 

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

(iii) Costs incurred for lodgillg. meals, and incidemal expenses sh-aU be coDsidered reasonable and allowable to the extent 

that they do not exceed on a daily basis the per diem rates set forth in tJ1e Federal Travel Regulation (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 accelerated payments from the Government. tbc Contractor shall make accclcratccl payments to its small 
business subcontractors under this contrac.t, 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 business subcontractor, 

(b) The acceleration of payments under this clause dues not provide any new rights under the prompt Payment Act. 
(c) Include tbe substauce of this c lause, include tbis paragrapb c. i.n all subcontracts with small business concerns. including 

subcontracts with small business concerns for the acquisition ofcommercial items. 

G.7 Contract Communication/Correspondence 

The Contrnctor shall ideotify all correspondence. reports, and other data pertinent to i-his contract by imprillting thereon the cootTact 
number from Page I oflhe contract. 

(b)(4} 
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3. In accordance with FAR Part 5.216-7(d), the contractor shall submit au adequate final indirect cosr rates 

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

period of contract perfom1a11cc 

G.9 Vost-Award Evaluation of Contractor Performance 

(a) P11rpos11: 111 accordance witb FAR 42. 1502(::i), past performance evaluations shall be prepared at least annually and at the 
time the work under a contract or order is completed, via CPA RS, the Government-wide evaluation tool (www.cpars.gov). 

(b) £valuators: The performance evaluation will be completed jointly by the Contracting 
OITLcer·s Representative and the Contracting Officer. 

( c) P111.fomwnce Evaluario11 Faf'fors: Per FAR 42. l 503(b)(2}, evaluation factors for each a6Sessment shall include, at a 
ntinimum: technical (quality of product or service); cost control; schedule/timeliness; management and business relarions; 
small bt1sine~s subco1,tracti11g; other (as applicable). 

(d) Co111racror Review: A copy oftbe evaluation will be electronically sent to tbe Conti-actor as soon as practicable after 
completion oft.he evaluation. The Contractor shall sttbn1i1 comments, rebutting statements, or additional infonnai-ion to the 
Contracting Officer within 14 calendar days a~cr receipt ot'thc evaluation. 

(e) Resolvi11g Disagreements between the Government and the Co111raclor: Disagreements betweet1 tile parties regarding the 
evaluation will be reviewed al a level above the Contracting Officer. The ultimate conclusion on the perfom1ance evaluation 
is a decision of the contracting a.gency. Copies of the evaluation, Contractor's response, and review comments, if any, will be 
retained as part of the evaluation. 

(0 Release of Conrractor Performance Evaluation lnjor111atio11: Tbc completed evaluatioa will not be released to 0U1cr than 
Government personnel and the Contractor whose perfonnm1ce is being evaluated. Disclosm-e of such infonnation could 
cause ha1m both to the commercial interest of the Government and to the competitive position of the Contractor being 
evaluated, as well as impede the efficiency of Government operations. 

(g) Sourre Selection t1ifm111ntion: Departments iilld agencies may share past perl'ormance information with other Government 
departments and agencies when requested to support fllture award decisions. The information may be provided through 
interview and/or by sending the evaluation and comment docw11cnt to the requesting source select.ion official. 

(li) Rewntion Period: Tbc agency will retain past performance i.nformation for a max_imum period of 3 years a'ftcr complctiorJ of 
c,ontract performance for the purpu~e of providing source selection information for fut11re contract awards. 
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H. S PECIAL CONTRACT REQ UlREMENTS 

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 efT01is; communications and conespondence with regulatory agencies and bodies to inclLtde 
all audit observations, inspection repons, meeting minutes, aud all Contractor commirments and responses. 

H.2 lnteractious w ifh the Food and D rug Administration (FDA) 

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

H.2.1 FDA Correspondence 
Contractor shall provide written summary of any FDA corres1wndence within five ( 5) business duys 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 FDA meetings. BARDA staff shall include up to a tnl:IXimum of four people 
(COR, CO and Llp to 2 subject matter experts). 

( 1) Contractor shall ootify the COR and CO of upcoming FDA meeti□g within 24 hours of scheduling Type 
A, 8 or C meetings, or within 24 hours of meeti11g occun-ence 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. All documenL, shall be <.!lily 
marked as either "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 this contract before submission lo the FDA. Contractor shall provide the COR and CO with an electronic copy of 
the final FDA submission. All documents shall be duly marked as either ''Draft'· or '·Final''. 

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 within S business days of receipt. 
(3) If corrective action is recommended, the Conti-actor must address, in wnt·ing. its consideration ol'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 submit1ed to the COR and CO co□currently or uo later than I calendar 

Jay ofitl> submission to FDA 

FDA A udits 
In the event of an FDA 1mpeccion which occurs as a result of th.is contract" and for the product. o.r for any other FDA 
inspection that bas the reasonable potential to i.mpacl the perfom1ance of this contract, the Contractor shall provide tbe USG 
with all exact copy (non-redacted) of the PDA Form 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 FDA regulations for 
OLl', GMP. or GCP guidelines as identified in the audit report, statu~ updates dw-ing the plans exect_ttion 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 contract 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 report received from subcontractors that occur as a 
result of this contract or for this product within 5 business days of receiving correspondence from the 
FDA or third rarty. 

(3) Witbin lO business days of audit repmt, Contractor shall provide CO a11d COR with a plan for 
addressing areas ofnonconformimCe, if any are identified. 

H.3 Key Personnel 

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) caJendar days prior to the Contractor ,1oluntari ly diverting any of tJ1e specified it1dividuals to other 
programs or contracts the Contractor shall notify the Contracting Officer and shall submit a justification for the diversion or replacement 
and a reque~t to replace the individual. The request must identify the proposed replucement and provide. an explanation of how the 
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replacement's skills, experience, and credentials meet or exceed tbe requirements of tho contract (includi11g. wbeu applicable, Human 
Subjects Testing requirements). If the employee of the Contractor is tenninated for cause or separates from tbe ContTactot vo luntarily with 
less than thirty (30) calendar-day notice, the Contractor shall provide the maximum notice practicable under the circumstances. The 
Contractor shall not divert, replace. or announce any such change to key personnel without the written consent of the Contracting Officer, 
The comract will be modified to add or delete key personnel as necessary to reflect the agreement of the parties. 111e following iudividuals 
are Jete1111ined robe key personnel : 

b)(4 ) 

H.3. 1 Per~onnel Qualitkations 
l11e ConlTactor shall provide cuniculum vitae (C V) for each individual identified as key personnel. The C Y shal l 
clearly describe the individual 's knowledge, work expedences, registratio11s, and certifications, and applicable 
experience. The CV shall include a summary describing the individual's involvement in similar work. 

H.4 Subst-itution of Key Personnel 

a. The Contractor 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 shaJl be made except in 
accordance with this clause. 

b. All requests for substitution must provide a detailed explanation of the circumstauce necessitating the proposed 
substitution, a complete resume for the proposed substitute and any other inforrnation requested by the contracting 
officer to approve or disapprove the proposed substitution. All proposed substitutes must have qualifications that 
arc equal to or higher than the qualifications of the person to be replaced. The contracting officer or authorized 
representative will evaluate such requests and promptly notify the contractor of bis approval or disapproval 
thereof. 

c. The contrnctor fin1her agrees to inc!Lide the substance of this clause in any subcontract, which may be awarded 
under this contract. 

H.S Contracting Officer's A uthori:tation (COA) for Subcontracting 

111e Contractor shall submit a Contracting Officer's Authorization (COA) approval request. to the Contracting Officer, for all 
subcontractors, consultants and equipment purchases proposed during the course of this contract. COAs for subcontractors and consultant 
agreements shall be submitting when the potential subcontract is expected lo exceed $150,000; for equipment ptu-chases, when the unit 
price per item is e,rpected to exceed $25,000. Sufficient time shall be provided for the Govemment to fully assess the transaction proposed. 
The supporting documents shall include, but not be limited to: 

I. Competition activities, as well as technical and cost/price evaluation activities perfom1ed, in the selection of the 
subcontractor(s ); 

2. The subcontractor' s qualifications/capabilities statement as they pertain to the activities included in the proposed 
subco11tract; 

3. The subcontractor's willingness to pcrfonn under the Contractor (i.e. commitment letters/preliminary agreements). 
witl1 a list of speci.fic duties included in the proposed subcontract; 

4. A complete subconlTactor cost proposal or quoto. in similar format as the Contractor's cost proposal. 
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H.6 No Pi;rsonnl Services or Inhere ntly Govi;rumental Function 

Pursuant to FAR 37.1, no personal services shall be performed under this contract. A ll work requirements shall tlow only from the COR. to 
the Contractor's Project Manager. No Contractor employee will be directly supervised by the Government. Al l employee assignmenu;, and 
daily work direction, shall be g iven by tbe applicable Contractor supervisor. If the Contractor believes any Govemmenl action or 
communicat-ion has bet,n given that would create a personal services relationship between the Government and any Contractor employee. 
the Contraclor shall promptly notify the Contracting Officer of this communication or action. 

Pursmmt to FAR 7.5, lbe Contractor shall not perform any inherently governmental actions under this contract. No Contractor employee 
shal l hold him or herself out to be a Government employee. agent. or representative. No Conh·actor employee shall state orally or in writing 
al any time that he or she is acting on behalf of tl1e Government. 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 
communicuti0ns with other Government Contractors in connection with this contract.. the Contractor employee shall state that t hey have no 
authority lo in any way change this contract and that if the other 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 clmificalion has been issued hy the 
Contracting Officer. 

The Contractor shall ensure tbat au of its employees working 011 this contract arc informed of the substance of I.bis article. Nothing in this 
article shall limit the Government's rights i.n any way under the other provisions of th is contract. iucluding those related to the 
Government'~ righl to inspect and accept the service$ 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 - Publication and Publicity 

TI1e Contraclor shall acknowledge lhe support of the Department of I leallh and JI ttman Services. Office uf the A~sistanl Secretary fur 
Preparedness and Response, Biomedical Advanced Research and Development Authority whenever publicizing the work under this 
contract 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 Assistant Secretary for Prcparndn oss and 
Response, Biomedical Advanced Research ::ind Development Authority. under Contract No. 75A50 I 20C00034." 

Press Releases: 

The Contractor shall clearly stare, whe-ai issuing statements, ptess releases, request~ fol' proposals, bid solicitations ai1d other documents 
describing projects or programs funded in whole or in part with Federal money; (I) the percentage ofthc 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 ammmt oftbe total costs oflbe project or program that wiJI be financed by nongovernmental sources. 

H.8 352.270-4b. Protection of Huma n Subjects (Dec 2015) 

(a) The Contractor agrees that 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 Contractor further agrees lo 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 Contractor shall bear full responsibility for the pcrfo1111ancc of all work and services involving the use of bu man subjects under this 
conlracl a11d shall ensure that work is conducted in a proper manner and as safely as is feas-ible. ·rhe parties hereto agree lhnl the Contractor 
retains the light to control and direct the performance of all work unde.r 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, organization. i11Stitution, or group of any kind whatsoever. The CoDtractor agrees that· il bas entered into this contract and will 
discharge its obligations, duties, and undertakings and the work pursuant thereto, whether requiring profos~ional judgment or ofhemise, as 
an independent Contractor wiU1oul creating liability on the paii ofthe Government for the acts of the Contractor or its employees. 

(e) Contractors involving other agencies or institutions in act ivities considered to be engaged in research involving huma11 subjects musl 
ensure that such other agencfcs or institutions obtain thc-ir owu FWA if they arc routinely engaged in research i1wolving human subjects or 
ensure that such agencies or institutions are covered hy the Contractors' PW A via designation as agents of the institution or via individual 
investigator agreements (see OHRP website at: http://www.hhs.gov/ohrp/policy/g11idanceonaltemativetofv.ra.pdt). 

(d) If at any time during the performance of th.is contract the Contractor is aol in compliance with any of the requirements and or standards 
stated in paragraphs (a) and (bl above, the Contractii1g Officer may imrncdialcly suspend, i.n wbole or iii part, work and fu.nhcr 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 tbe period of time designated in the 
Contracting Officer's written notice of suspension, the Contracting Officer may, after consultation with 01-lllP. terminate this contract in 
whole or in p1111. 

(End of clause) 
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H.9 BHSAR 352.270-Sa, Notice to Offerors of Requirement for Compliance- with the Public Health Service Policy on 
Humane Care a nd Use o f Laboratory Animals (Dec 2015) 

The Public Healtb Service (PHS) Policy on Humane Care and Use of Laboratory A.11jmals (PHS Policy) establishes a number of 
re4uirernenl~ for research activities involving animals. Before awarding a contract tu an offeror, the organization shall file, witl1 
the Office of Laboratory Animal Welfare (OLA W), National Institutes of Health (NIH), a written Animal Welfare Assurance 
(Assurance) which commits the orgunization to comply with the provisions of the PHS Policy, the Animal Wei fore Act, a11d the 
Guide for the Care and Use of Laboratory Animals (National A(.~,.1demy Press, Wash.ington, DC). Jo accordance with the PHS 
Policy, offerors must establish an IJ1Stitutio11al Animal Care and Use Committee (IACUC), qualified through the experience and 
expertise of its membets, to oversee the institution's animal program, facilities, a11d pi-ocedures. Offerors 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 A;;sunrnce and verification of IACUC approval for the propc)sed ani mal 
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 approval re4uirement. TI1e ContTacting 
Officer will reqttest that OLA W 11egotiate a11 acceptable Assttrance with those Contractor(s) mid request verification of IACUC 
approval. For further infonuation. contact OLA Wat NIH. 6705 R.ocklcdgc Drive, RKL 1, Suite 360. MSC 7982 Bethesda. 
Maryland 20892-7982 (E-mail: olaw(@od.ni1urnv; Phone: 301-496-7163). 

(End of provision) 

Ii.JO HHSAR 352.270-Sb, Care of Life Vertehr:ite Animals (Dec 2015) 

(a) Before undertaking perfonnance of any contract involving animal-related activities where the s pecies is regulated by the 
United Sates Department of Agrirnlture (USDA), the Contractor shall register with the Secretary of Agriculture of the United 
States in accordance with 7 U.S.Cu 2 136 and 9 CFR 2.25 through 2.28. The Contractor shall furn.ish evidence oflhe re1:,tistration 
to the Coutractiug Officer. 

(b) The Contractor shall acquire vertebrate animals used in research from a dealer licensed by the Sec.retary of Agriculture under 
7 U.S.C 2133 itnd 9 CFR 2.1 2. I I, or from a source that is exempt from licensing Llnder those ~ections. 

(c) The Contractor agrees that the care. use, and intended use of any live vertebrate animals i_n the pcrfonnance of this contract 
shall confonn with the Public I lealth 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 [ 
el seq. and 9 CFR subchapter A, Parts J .4). In case of conn icl between standards, the more stringent standard shall govern. 

(d) lfat any time during performance of this contract, the Co11tracting Officer determines, ill consultation with t he Office of 
Laboratory Animal Welfare (OLA W). National Institutes of Hcalt11 (NTH), that the Contractor is not in compliu11ce with any of 
the requirement~ and standards stuted in paragraphs (a) through (c) above, the Contracting Officer muy immediately suspend, in 
whole or in part, work and further payments under lb.is conlractuntil the Contractor corrects tile noncompliance. Notice of the 
suspension may be communicated by telephone and confirmed in writing. If the Contractor fails tCl 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 OLAW. Nni, 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 registration of its facility and a current listi11g of licensed dealers from the Regiona l Office of 
the Animal and Plant Health Inspection Service (APHlS). USDA, for the region in which its research facility is located. The 
location of the appropriate APHIS Regional Office, as well as information concerning this program may be obtained by 
contacting the AnLmal Care Staff, USDA/A.PHIS, 4700 R.iver Road, RiverdaJe, Maryland 20737 (Email : ace@)apbis.usda.gov; 
Web site: http://www.aphis.usda.gov/wps/porlal/aphis/ourfocus/animalwelfare) 

(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 Animals (PHS Policy). The PHS Policy can be accessed al: 
http://grant:sI.nih.gov/grants/olaw/references/phspol.htm 

H.12 Dissemination o f False or Deliberately Misleading Information 

Tbe Contractor shall not use contract Ii.Inds to disseminate i.nfonnatfon that is del iberately false or m.isleading. 
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H.13 Electronic lnformation a.nd Tcchnolob'Y Accessibility Notice 

a. Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d), as arnc11dcd by tbc Workforce IJ1vcst111cnt Act of 1998 and the 
Architectural and Transpm1ation Barriers Compliance Board Electronic .tml Information (EIT) Accessibility Standards (36 CFR part 
l 194), require that when Federal agencies develop, procure, maintain, or use electrouic and information technology, Federal 
employees with disabilities have access 10 and use ofinfonnation and data that is comparable 10 tl1e access and use by Federal 
employees who a1·e not individuals with disabilities, unless an undue burden 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 al http://www.hhs.!!ov/web/508. 171e complete text of the Section 508 Final Pn,>visions can be accessed 
at http://www.access-board.gov/sec508/standards.hLm. 

c. The Section 508 accessibility standards applicable to this sol icitation are stated in the clattse at 3S2.239-74, Electro11ic and Infonnation 
Technology Accessibility. 

ln order to facilitate the Government's dctc1mination whetber proposed EIT supplies meet applicable Section S08 accessibility 
standards, Offerors mus( submit an I IIIS Section 508 Product Assessmelll Template, in accordance with its completicm instmctions. 
The purpose of the template is to assist HHS acquisition and program officials in determining whether proposed EIT supplies confom1 
to applit~..tble Section 508 accessibility standards. 171e template allows 
Offerors or developers to self-evaluate their supplies and docuroeJ1t--ia detail--wbether they coafonn to a specific Section 508 
accessibility standard, and any underway remediation efforts addressing confomiancc issues. fostructioos for prcpaHng lbe lllfS 
Section 508 Evaluation Template are avai lable under Section 508 policy on the HHS Web site http://hhs.gov/web/508. 

lo order to facilitate the Government's determi.nation whetlier proposed ElT services meet applicable Section 508 accessibility 
standards, Offerors must provide enough informatiou to assist rbe Government in detenuini11g tbat the EIT services couform to 
Section 508 accessibi lity standards, including any underway remediation efforts addressing confonnance issues. 

d. Respondent~ to this sol icitation must identify any exception to Section 508 reqLtirements. lfa Ofleror claims its supplie~ or services 
meet applicable Sect.ion 508 accessibility standards, aod it is later determined by the Government, i.e., alter award of a contract or 
order, that supplies or services delivered do not confonu lo the described accessibility standards, remediation of the supplies or 
services to the level of conformance specified in the contrnct will be l11e responsibility of the ContTactor at its expense. 

(End of provision) 

H.14 Confidentiality of loformation 

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

b. The Contracting Officer and the Contractor may, by mutual consent, identify elsewhere in this contract specific information a11dlor 
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 information 
from time to time during the pcrfonnancc of the cont.ract. railure to agree will be settled pursuant to the "Disputes" clause. 

c. lfit is established elsewhere in tbis contract that infonnation to be utilized under this contract, or a portion thereof. is sub_ject lo the 
Privacy Act, the Contractor wi ll follow the rules and procedures of disclosLLre 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. Confidential information, as defined in paragraph (a) of this anicle, shaJl uot be disclosed without tbe prior writtett consent of the 
individual, in~titution. or organization. 

e, Whenever the CoJ1tractor is u.ncertain with regard to tJ1e proper handling of material under tJ1c contract. or if the material in question is 
subject to the Privacy Act or is confidential infonnation subject to the provisions of this article, the Contractor shall obtain a wriuen 
dctonnination from t he Contracting Officer prior to aoy release, disclosure, dissemioatioD, or publicatioD. 

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 sball not apply to conflicting or overlapping provisions in other Federal, State or local 
laws. 

H.15 Institutional Responsibility Regarding Investigator Connicts of Joterest 

The Institution (includes any Contractor, pub Lie or private, excluding a Federal agency) shalJ comply with the requ.irements 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 lnve~tigator and any other person, regardless of title or position, 
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who is responsible for the design, co11duct. or reporting of research fonded under BARDA contracts. or proposed for sucb 
funding, which may include, for example. collaborators or consultants) will not be biased by any Investigator financial conflicts 
of interest, 45 CFR Part 94 is available at the following Web site: http://www.ecfr.gov/cgi­
bin/textiux'h.:=ec:fr&SID=0af84ca649a74846f102aaf664da I 623&nm=div5&view=text&node=45: I .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 
Pan 94. inform each fovestigator oflbe policy. the Investigator's reporting responsibil ities regarcLiug disclosLU·c of 
significant· financial interests, and the applicable regulation. and make sucJ1 policy available via a publicly 
accessible Web site, or if none currently exist, available to any requestor withi11 five business days of a request. A 
significant financial interest means a financial interest consisting of one or more of the following interests of the 
Investigator (and those of the Investigator's spouse und dependent children) that reasonably uµpeas-s to be related 
to the [nvestigator's institutional responsibilities: 

1. With regard to any publicly traded entity, a significant financial interest exists 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 iflhe value of any 
remunetation received from the entity in the twelve months pt"eceding the disclosure, when aggregated, 
exceeds $5.000, or when the Investigator (or the Investigator's spouse or dependent children) bolds any 
equity interest; or 

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

Significant financial interests do not include the followi11g: 

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

2. lncomc from investment vehicles. such as mutual funds and retirement accounts, as long as the 
Investigator does not directly conlTOI the investment decis ions made in these vehicles. 

b. Require each Investigator to complete training regarding the Institution's financial conflicts ofintere~t policy prior 
to engaging in research re lated to any BARDA funded contract and at least every four years. The lnstitution must 
take reasonable steps Lsee Part 94,4(c)] to ensure that investigators working as collaborators, consultants or 
subcontractors comply with the regulations. 

c. Designate an offtcial(s) to solicit and review disclosures of significant financial interests froln each Investigator 
who is planning to participate in. or is participating in. d1e BJ\RDJ\ funded research. 

d. Require that each luvestigator who is planning to participate in the BARDA firnded research disclose to the 
fnstitution's designated official(s) the Investigator's significant financial interest (anti dmse oflhe [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 BJ\RDJ\ funded research to submit an 
updated cLisclosure of significant financial interests at least annua!Jy. in accordance 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 significant furnncial interest. 

e. Provide guidelines consistent with the regulations for the designated official(s) tll detem1ine whether an 
Investigator's significant fomncial iut:erest is related to BARDA fuuded research a1Jd, ifso related, whether the 
significant financial interest is a financial connict ofintere~t. An Investigator's Si!,'1lificant financial interest is 
related lo BARDA funded research when U1e Institution, thorOLtgh its designated official(s), reasonably determines 
that the significant financial i1Jterest: Could be .iffocted 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 lnstitution, 
through its designated offtcial(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 such actions as necessary to manage financial conflicts of interest, including any financial conflicts ofa 
subcontractor Investigator. Management of au identified financial conflict of interest requires development and 
implementation of a management plan and, if necessary, a rctrospocrivo review and mitigation report pursuant to 
Part 94.5(a). 

g . Provide initial and ongoing FCOI reports to the Contracting Officer pursuant to Part 94.5(6). 
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h. Maintain records relating to all lnvestigator disclosures of fi nancial interests and the lnstitutio11's review of. and 
response to. such disclosures, and all actions under the lnstitt1lion's policy o, retrospective review, if applicable, 
for at least 3 years from the date of final payment or, where applicable, for the otber time periods specified in 48 
CFR Pa.ii 4, subpart 4.7. Contract Records Retention. 

1. E~tablish adequate enforcement me<.;hanisms and provide for employee sanctions or other administrative actions to 
ensure Investigator compliance as appropriate. 

j. Complete the cerLification in Section K - Representations, Certifications, and Other Statemems ofConLrnctors 
titled "Certitication of'JJ1stitutional Policy on Financial Contlicts of Interest". 

If the failure ofan Institution to comply with an Institution's financial conflicts of interest policy or a financial conflict of interest 
management 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 cot1sider the 
sil11alion and, as necessary, lake appropriate action ot refer the matter to the Institution for fun her action, which may include 
directions to the lnstitt1tion 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 lostitution's review ot: and response to, such disclosure, regardless ofwhctbcr tbc disclosure resulted 
in the lnstil11tinn's determination of a financial conflict of interests. The Contracting Officer may re4uire submission of the 
records or review them on si te, On the basis of this review of records or other infonnation that may be available, 1he Contracting 
Officer may decide that a particular financial conflict of interest will bias the objectivity of the BARDA funded research to such 
an extent that further corrective action is needed or that the l11stitution bas not managed the financial connict of inlerest in 
accordan.ce witb Part 94.6(b ). The issuance of a Stop Work Order by the Contracting Officer may be necessary u11til the matter is 
resolved. 

lfthe Contracting Officer determines that BARDA funded clinical research. whose purpose is to evaluate the safety or 
effectiveness ofa drug, medical device. or treatment, has been designed, conducted, or reported by an lnvestigator wiLb a 
·financial cooJ)ict of interest that was not managed or reported by the Institution, tbc lmtitutioo shal I require the Investigator 
involved to disclose the financial connicl of interest in each public presentation of the results of the research and lo request an 
addendum to previously published presentations. 

H.16 Re1mrting Matter$ Involving Fraud, Waste and Abuse 

Anyone who becomes aware of the existence or apparent existence of fraud, waste aod abuse in BARDA funded programs is 
encouraged to report such matters tO the HHS Inspector General's Office 111 writing or on the Inspector General's Hotline. The tol l 
free m1mber is 1-800-HHS-TIPS ( J-800-447-8477). All telephone calls will be bandied confi.de11tially. Tbe e-mail address is 
Htips@os.dhbs.gov and the mailing address is: 

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

H.17 Prohibition on Contractor Involvement with Terrorist Activities 

The Contractor acknowledges tbal U.S. Executive Orders and Laws. including but no! Limited h) E.O. 13224 and Pub. L. 107-56. 
prohibit h·ansactions with, and the provision of resources and support to, individuals and organizations associated with terrorism 
It is the legal responsibi lity of the Contractor to ensure compliance with these Executive Orders and Law~. ll1is dause must be 
i11cluded in a ll subcontracts issued under tl1is contract. 

H .. 18 FAR 52.227-14, Rights in Data - General (May 2014), Alternate O (December 2007) 

As presc1ibed in FAR 27A09(b)(3). the folJowing paragraph is inserted into (g)(3) of the basic clause: 

(g)(J) Notwithstanding paragraph (g)(l) of this clause, the contract may identify and specify the c.lelivery oflimi!ed r1ghts data, or 
the Contracting Officer may require by written request the delivery of limited tights data that has been witl1held or would 
otherwise be cntilled to be withheld, If delivery oflhat data is required, the Contractor shall affix the following ''Limited Rjghts 
Notice" to the data and the Government will treat the data. subject to the provisions of paragraphs (e) and (f) of this clause. in 
accordance with the notice: 

Limited Rig hts Notice (Dec 2007) 

(a) These data are submitted with limited rigbts under Govemment Contract No. 75A50120C00034 and subcontracts. These data 
may be reproduced and used by the Government with Ille express I.imitation that they will not, without written permission of the 
Contractor, he used for purposes of manufacture nor disclosed outside the Government: except that lhe Government may disclose 
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these data outside the Government for t~1c following purposes. if any: providod that the Government makes such disclosure 
subject to prohibition against farther lL~e and disc losure: 

(i) Use (except for manufacture) by support service. 

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

(End of notice) 
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PART II - CONTRACT CLAUSES 

I. CONTRACT CLAUSES 

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

1l1is contrae1 incorporates one or more cla,1scs by reference, witb the same force and effect as if they were given i11 full text Upon request, 
the Contracting Officer wi ll make their full text avaihtble, Also, the full text of a clause may be accessed electronically at this address: 
http://acguisJtion.gov/far/ 

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

FAR Clause Title Date 

52.202-1 Definitions Nov 2013 

52.203 -3 Gratuities Apr 1984 

52.203-5 Covenant Against Continge1ll Fees May 2014 

52.203-6 Restrictions on Subcontractor Sales to the Government Sep 2006 

52.203-7 Anti-Kickback Procedures May2014 

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

52.203- 10 Price or Pee Adjustment fo r Illegal or Improper Activity May 2014 

52.203- 12 Limitation on Payments to fnfl uence Certain Federal Transactions Oct 2010 

52.203- 13 Contractor Code of Business Ethics and Conduct Oct 2015 

52.203-14 Display of Hotline Poster(s) Oct 2015 

52.203-17 Coot:ractor Employee Whistleblower Rights and Requirement To J nfonu Employees of Apr2014 
Wbistleblower Rights 

52.203-19 Prohibition on Requiring Certain li1ternal Confidentiality Agreements or Statements Jan 2017 

52.204- 1 Administrative Matters Provisions and Clauses Dec 1989 

52.204-4 Printed or Copied Double-Sided on Post.consumer fiber Content Paper May 2011 

52.204-7 Sys tem for Award Management Oct 2018 

52.204-10 Reporting Executive Compensation mid First-Tier Subcontract Awards Oct 2018 

52.204-13 System for Award Management Maintenance Oct 2018 

52.204-16 Commercial and Government Entity Code Reponing Jul2016 

52.204-L 7 Ownership ofContrnl or Offeror Jul 2016 

52.204-18 Commercial and Government Entity Code Maintenance Ju.12016 

52.204- 19 Incorporation by Reference of Representations and Certifications Dec 2014 

52.204-23 Prohibition on Contracting for I lardware, So fl ware, and Services Developed or Provided by Jul 2018 
Kaspe.rskv Lab and Other Covered Entitles 

52.209-5 Certification Regarding Responsibility Matters Oct 2015 

52.209-6 Protecting the Government's Interests When Subcontracting With Contractors Debaned, Oct 2015 
Suspended. or Proposed for Debarment 

52.209-9 Updates of Publicly Available lnfonnation Regarding Responsibility Matters Oct2018 

52.209-10 Prohibition on Contracting with Inverted Domestic Corporations Nov 2015 

52.210-1 Market Research Apr 2011 

52.215-2 Audit and Records Negotiation Oct20JO 

52.215-8 Order of Precedence - Uniform Contract Fonnat Oct 1997 

52.215-10 PJicc Reduction for Defective Cost or Pricing Data Aug 2011 

52.215-11 Price Reduction for Defective Certi:fied Cost or Pricing Data-Modifications. Aug 2011 

52.215- 12 Subcontractor Certified Cost or Pricing Data Oct 2010 
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52.2 I 5-13 Subcontractor Certified Cost or Pricing Data- Modifications Oct20JO 

52.215-14 Integrity of Unit Prices (Over SAT) Oct 2010 

52.215- 15 Pension Adjustments and Asset Reversions Oct 2010 

52.215- 18 Reversion or Adjustment of Plans for Postretiremeot Benefits (PRB) other than Pensions Jul 2005 

52.215--19 Notification of Ownership Changes Oct 1997 

52.215-20 Requirements for Certified Cost or Pricing Data and Data Other Thao Cenified Cost or Pricing Oct 20!0 
Data) 

52.215-21 Requirements for Certified Cost or Pricing Data and Data Other Thao Certified Cost or Pricing Oct 20!0 
Data -Modifications 

52.215-22 Limitations on Pass-Through Charges- Identification of Subcontract Effo rt Oct 2009 

52,215•23 Limitations 011 Pass-Through Charges Oct 2009 

52.216-7 Allowable Cost and Payment Aug 2018 

52.216-8 Fixed Fee Jun 201 I 

52217-8 Option to Extend Services /within thirty (30) calendar itaysfrom contract expiralio11.f Nov 1999 

52.219-8 Utilization of Small Business C011cems Oct 2018 

52.219-28 Post-Award Small Business Program Representation July2013 

52.222-1 Notice to the Government of Labor Disputes Feb 1997 

52.222-2 Payment for Overtime Premiums /*$0.00} July 1990 

52.222-3 Convict Labor Jun2003 

52.222-21 Prohibition of Segregated Facilities Apr 2015 

52.222-24 Pre-award On-Site Equal Opportunity Complfaoce Evaluation Feb 1999 
52.222-26 Equal Opportunity Sept2016 

52.222-35 Equal Opportunity for Veterans ($150,000 or more) Oct 2015 
52.222-36 Equal Opportunity for Workers with Disabilities Jul2014 

52.222-37 Employment Reports on Veterans f:eb 2016 

52.222-38 Compliance with Veterans ' Employment Reporting ReqL1iren1ents Feb 2016 

52222-40 Notification of Employee Rights Under the National Labor Relations Act Dec 2010 

52.222-50 Combating Trafficking in Persons Jan 2019 

52.222-54 Employment Eligibility Verification Oct 2015 

52.223-6 Drug- Free Workplace May2001 

52223- I 8 Encouraging Contracto r Policy to Ban Text Messaging While D1iving Aug 2011 

52.224-1 Privacy Act Notification April 1984 

52.224-2 PJivacy Act April 1984 

52.224-3 Privacy Training Jan 2017 

52.225- 13 Restrictions 011 Certain foreign Purchases Jun 2008 

52.225-25 Prohibition on Contracting wi th Eutitios Engaging in Ce1tain l\crivities orTraosaotions Relating Aug 201-S 
to lran-Represenlation and Certifications 

52.227-1 Authorization and Consent Dec 2007 

52.227-2 Notice and Assistance Regarding Patent and Copyright Infringement Dec 2007 

52.227-11 Patent Rights-Ownership by the Contractor May 2014 

52.227-14 Rights in Data - General May 2014 

52.227-14 Rights in Data- General, Alternate II (Dec 2007) May 2014 

52.228-7 Insurance - Liability 10 ·rhird Persons Mar 1996 

52.232·9 Limi1atio11 on Withholding of Payments Apr 1984 
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52.232-L7 Interest May 2014 

52.232-20 Limitation of 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 Unautborized Obligations Jun 2013 

52.232-40 Providing Accelerated Payments Lo Small Business Subcontractors Dec 2013 

52.233·1 Disputes May2014 

52.233-3 ProtestAfle.r Award. Alternate I (Jun 1985) Aug 1996 

52.233.-4 Applicable Law for Breach ofContmct Claim Oct2004 

52.242-1 Notice oflntent to Disallow Costs Aprl984 

52.242-3 Penalties for Unallowable Costs May 2014 

52.242-4 Certification of Final lndirecr Costs Jan 1997 

52.242- 13 Bankruptcy fal 1995 

52.243-2 Changes---Cost-Reimbt,rsement, Alie.mate I (Apr 1984) 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 Competition in Subcontracting Dec 1996 

52.244-6 Subcontrncts for Commercial Hems Jan 2019 

52.245-1 Govcrmncnt 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 Excusable De.lays Apr 1984 

52.253-1 Computer Generated Forms Jan 1991 

1.2 Department of Health and Human Seniices Acquisition Regulation (HHSAR ) Clauses 

Full text of 1--IHSAR clauses may be accessed electronically at th.is address: bttp://www.hbs.govlgrants/comracts1contracr-polic ies­
regula1ions/hhsar 

H.HSAR Clause Title Date 

352.203-70 Anti-Lobbying Dec 2015 

352.208-70 Printing and Duplication Dcc20l5 

352.222.-70 Contractor Cooperation in Equal Employment Opportunity Investigations Dec 2015 

352.223-70 Safety and Health Dec 2015 

352.224-71 Confidential Information Dec 2016 

352.227-70 Publications and Publicity Dcc2015 

352.231 -70 Salary Rate Limitation Dec 2015 

352.233-71 Litigation and Claims Dec201S 

352.237-75 Key Personnel Dec20l5 

352.239-74 Electronic and Information Technology Accessibility Dec 2015 

352.270-9 Non-discrimination for Con~cience Dec 2015 
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1.3 Additional Contract Clauses 

l.3 .1 Additio11al Federal Acquisition Regulation (FAR) Clauses in Full Text 

52.217-9 Option to Extend the Term of the Contract (Mar 2000) 
(a) The Government may extend !be term oflhis contract by written notice to the Contractor witbin thirty (30) calendar 
days; provided tbat the Govenun.ent gives the Conti-actor a pre! iminary 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) If the Government exercises this opli<m, the extended contract shall be considered to include this option clause. 

(c) The total duration oflhis contract. including the exercise ofany options under this clause, shall not exceed five 5) 
years and six (6) months. 

(End of Clause) 

52.203-JS Prohi bition on Contracting with Entities that Require Certai11 Internal Confidentiality Agreements or 
Statements-RepresentMion (Jan 2017) 
a) Definition. As used in this provision-
''lntemal confidentiality agreement or statement", "subcontract", and "subcontractor", are defined u1 the clause at 
52.203-19, Prohibition on Requiring Ccrtai11 lntemal Confidentiality Agreements or Statements. 

b) In accordance with scc1ion 743 of Divi;;ion E, Title VII, of the Consolidated and Further Continuing 
Appropriations Act, 2015 (Pub. L. 113-235) and its successor provisions in subsequent appropriations acts (and as 
extended i11 continuing resolutions), Government agencies are not permitted to use funds appropriated (or 
otherwise made available) for contTa.:ts witl1 an entity that requires employees or subcontractors of such entity 
seeking to report waste, fraud, or abuse to sign inte111al confidentiality agreements or stalemeoL~ prohibiting or 
otherwise restricting su.:h employees or subcontractors from lawfully reporting such waste, fraud, or abuse to a 
designated investigative or law enforcement representative-of a Federal department or agency authorized to 
receive such informatioll. 

c) The prohibition in paragraph (b) of this provision does not contravene requirements applicable to Standard Form 
312, (Classified Information Nondisclosure Agreement), Forni 4414 {Sensitive Compartmented Information 
Nondisclosure Agreement), or any other fonn issued by a Federal department or agency governing Lhe 
aondisclosure of classified infom1atioo. 

d) Reprcse1Jtation. By submission of its offer. the Offeror represents that it will not require its employees or 
subcontractors to sign or comply with internal confidentiality a1,rreements or statements prohibiting or otJ1erwise 
restricting such employees or subcolltractors from lawfully reportillg waste, fraud, or abuse re lated to the 
perfonnam:e of a Government contract to a designated investigative or law enforcement representative of a 
Federal department or agency amhorized to receive such information (e.g., agency Office of the Inspector 
General). 

(End of provision) 

52.222-35 Equal Opportunity Ve ternns (Oct 2015) 
a) Definitions. As LL~ed in tJ1is claLL~e--

"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 rneanillgS given at 
FAR 22.1301. 

b) Equal opportunity clause. T11c Comractor sball abide by the requirements of the equal opportunity clause at 4 1 
CFR 60-300.S(a), as of March 24, 2014. This clause prohibits discrimination against qualified protected veterans, 
and requires affirmative action by the Contractor to employ and advance in employment qualified protected 
veterans. 

c) Subcontracts. T11e Contractor shall insert the terms of this clause Ill subconrracts of$150,000 or morn unless 
ex.empted by rules, regulations, or orders of the Secretary of Labor. The Contractor shall act as specified by the 
Director, Office of Federal Contract Compliance Programs. to enforce the tcnns. including action for 
noncompliance. Such necessary changes in language may be made as shal I be appropriate of identify properly tile 
parties and their undertakings. 

(End of Clause) 
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52.222-36 Equal Opportunity for Workers with Disabilities (Jul 2014) 
a) Equal opportunity clause. 111c 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 prohibits disc,imination against qualified individuals on the 
basis of disability, and requires affirmative action by the Conti-actor to employ and advance in employment 
4ualified individuals with disabilities. 

b) Subcontracts. The Contractor shall include tbe terms of this clause in every subcontract or purchase order in 
excess of $15,000 unless exempted by ruJes, regulations. or orders of the Secretary, so that such provisions will be 
binding upoo each subcontractor or vcDdor. 171e Contractor shall act as specified by tbe Director, Office of Federal 
Contract Compliance f'rogra111s of the U.S. Department of Labor, to enforce the terms, including action for 
noocompliance. 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 OF DOCUMENTS, EXHIBITS AND OTHER ATTACHMENTS 

J. LIST OF ATTACHMENTS 

• Attachment 2: INVOICING INSTRUCTIONS FOR COST REIMBURSEMENT CONTRACTS 
• Attachment J: SAMPLE INVOICE/PAYMENT REQUEST AND CONTRACT flNANC!J\L REPORT 
• Attachment 4: PINANCIAL REPORT OF INDIVIDUAL PROJECT/CONTRACT 
• Attachment 5; JNSTRUCTION FOR COMPLETING FINANCIAL REPORT OF INDIVIDUAL PROJECT/CONTRACT 
• Attachment 6: INCLUSION ENROLLMENT REPORT 
• Attachment 7: RESEARCH PATIENT CARE COSTS 
• Auacl1111ent 8: CONTRACTING SITE- CONTRACT NUMBER - INVENTORY SHEET 
• Attachment 9: DISCLOSURE OF LOBBYING ACTIVITIES 
• Attachment l 0: DATA ITEM DESCRIPTION 
• Attachment JI: SEVEN PRINCIPLES OF EARNED VALUE MANAGEMENT LITE 
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ATTACHMENT #2 
fNVOTCE/FTNANCING REQUEST INSTRUCTIONS - FOR COST-REIMBURSEMENT TYPE CONTRACTS 

Format: Payment requests shall be submitted 011 the Contractor's self-generated form in the mauuer and format prescribed berei□ and as 
illustrated in the Sample Invoice/ Financing Request. Standard Form 1034, 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. 

Frequency: Payment requests shall not be submitted more frequently than once every two weeks in accordance with the Allowable Cost 
and Payment Clause incorporated into this contract. Small business concerns may submit invoices/financing requests more frequc11tly than 
every Lwo weeks when authorized by the Contracting Officer. 

Cost lncurrence Period: Costs incurred must be within the contract pe1fonnance period or covered by pre-contract cost provisions. 

Billing of Costs Tncnrred: ff billed costs include (I) costs of a prior billing period, but not previously billed, or (2) costs incurred during 
the contract period and claimed after tJ1e contract period has expired, the Contractor shall site tbe ammmt(s) and month(s) in which it 
incurred such costs. 

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

Currency: All governmc11t contracts are expressed in Un.itcd States dollars. When the Government pays in a Clmency other than United 
States dollars, billings shall be expressed, and payment by the Government shall be made, in that other cwrency at amounts coincident 
with actual costs incurred. Cunency fluctuations may not be a basis of gain or loss to the Contrnctor. Notwllhstauding the above, the total 
of all invoices paid under this contract may not exceed the United States dollars authorized. 

Costs Requiring Prior Approval: Costs requiring the Contrncting Officer's approval, including those set forth in an Advance 
Understanding 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/Financing Request Identification: Each payment request shall be identified as either: 

(a) Interim Invoice/Contract Financing Rc<Jucst: These are interim payment requests submitted during the contract performance 
period. 

(bl Completion Invoice: The completion invoice shall be submitted promptly upon completion of the work, but no later than one year 
from tbe contract completion date, or witb.i.n l20 days after settlement of tbe final indirect cost rates covering the year in which tbe 
contract is physically complete (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 [nvoice: A final invoice may be required after the amounts owed have been settled between the Government and the 
Contractor ( e.g., rcsoh1tio11 of all suspensions and audit exceptions). 

Prepanltion and Itemization of the Jnvoice/Financing Request: The Contractor shall furnish the informat ion set forth in the 
instructions below. The instructions are keyed to the entries on the Sample Invoice/ Financing Request. 

(a) Designated Billing Office Name and Address: Enter the designated billing office name and address, as identified in tl1elovoice 
Submission Instructions in SECTION G oflhe Contract Scbed□le. 

(b) Contractor's Name, Address, Point of Contact, VIN, and D UNS or DUNS+4 Number: Show the Contractor's name and address 
exactly as they appear in the contract, along with tl1e name, title, pbone number, and e-mail address of the person to notify in the event of 
an improper invoice or, in the case of payment by method other than E lectronic Funds Transfer, to whom payment is to be sent. Provide 
the Contructor's Vendor fdentification Nttmber (VTN), and Data Universal Numbering System (DUNS) number or DUNS+4. The DUNS 
number must identify tbt: Contractor's name and address exactly as stated on the face page of the contract. Wben an approved assignment 
bas been made by the Contrnctor, or a different payee has been designated, provide the same information for the payee as is required for 
the Contractor (i.e., name, address, point of contact, VIN, and DUNS). 

( c) Invoice/Financing Request Number: Insert the apprnpriate serial number of the payment request. Include numbering in format of 
year month #. 

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

(e) Contract Number and Order Number (if applicable}: Insert the contract 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 Contract/Order: 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 fixed-fee. For incrementally fonded contracts/orders, enter the amount 
currently obligated and available for payment. 

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

(i) Two-Way/Three-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 Acquisitions, as identified in the Invoice Submission Instructions in 
SECTION G of the Contract Schedule. 

(k) Central Point of Dist ribution: Jnsert the Central Point of Dishibution. as identified in the Invoice Submission Instructions in 
SECTION G of the Contract Schedule. 

(I) Billing Period: lnsert the 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 separately priced ljne items, identify the contract line item(s) on the payment 
request and include a separate breakdown (by major cost element) for each line item. 

(n) Amount Billed - Cumalative: Insert the cumulative amounts clajmed by major cost. element, including any adjustments and fixed­
fee. Jfthe Contract Schedule contai.ns separately 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: l nscrt the major cost elements. For each element, consider the application of the paragraph entitled "Costs Requiring 
Prior Approval" on page I of these instructions. 

( l) Direct Labor: Include salaries and wages paid ( or accrued) for direct performa.nce of the contract. List inctividuals by name, 
title/position, hourly/annual rate, level of effort (actual hours or % of effort), breakdown by task performed by personnel, and amount 
claimed. 

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

(3) Accountable Personal 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 of paper attached to the payment request, List each item for which reimbursement is requested. lnclude reference to the 
following (as applicable): 

- Item number for the specific piece of equipment listed in the Propc1iy Schedule, and 

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

The Contracting Officer may require the Conb·actor to provide further itemization of property having specific limitations set forth in the 
contract. 

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

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

(6) Consultant Fee: List fees paid to consultants. Identify consultant by name or category as set forth in the contract or COA, as 
well as the effort (i.e., number of hours. days, etc.) and rate billed. 

(7) Travel: Include domestic and foreign travel. Foreign travel is travel outside of Canada, the United States and its territories 
and possessions. However, for an organization located outside Canada, tl1e United States and its territories and possessions, foreign travel 
means travel outside that country. Foreign travel must be billed separately from domestic travel. 

(8) Subcontract Costs: List subcontractor(1') by name and amount billed. Provide subcontract invoices/receipts 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 not 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) Indirect Costs: Identify tbe i □clirect cost base (IDC), indirect cost rate, and ammmt billed for eacb indiJ"ect cost categoty. 

(r) Fixed-Fee: Cite tbe fonuu.la or method of computation for fixed-lee, if applicable. The fixed-Jee must be claimed as provided for 
by the contract. 

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

(I) Adjustments: Include amounts wnceded by the Conlrnctor, outstanding suspensions, and/or clisapprovals subject lo appeal. 

(u) Grand Totals 

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

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

**Note the Contracting Officer may require the Contractor to submrt detailed suppott for costs claimed on payment requests; Every cost 
must be determined to be allocable, reasonable, and allowable per FAR Part 3 J. 
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Attachment 3 - SAMPLE INVOICE/PAYMENT REQUEST AND CONTRACT FINANCIAL REPORT 

(a) Designated Billing Otlice Name and Address; ( c) Invoicc/Financi11g Request No.: 

ATTN: Contrac1i11g Otlicer (d) Date Invoice Prepared: 
U.S. Department of Heallb & Human Services 
Office of the Assistant Secretary for Preparedness (e) Conti-act No. and Ordt'r No. (if applicable): 
and RespMse 
.Biomedical Research and Oe\lelopment Aulhorily 
Contract Management and Acquisition (CMA) 
o ·Ncill House Office Building (t) Effective Date; 
Room Number: 21 C06 

Washington, DC 20515 (g) Tota l Estimated Cost of Contract/Order: 

(11) Contractor·s Name, Address. Point ofCootact, VlN, (h) Total Fixcd-f'ec (if applicable): 
and DLJNS or DLJNS-,..4 Number: ( i) □Two-Way Match: __ 

□Three-Way Match: __ 
ABC CORPORA TlON 
I 00 Main Street (j) Office of Acquisitions: 
Anywhere, USA Zip Code 

(k) Central Point of Distribution : 
Name, Title, Phone Number, and E-mai.l Address 
of person to notify in the event ofan imprope,r 
invoice or, in the case of payment by method other 
than Electronic Funds Transfi:r, to whom payment 
is to be sent. 

\TI.N: 
DUNS or DUNS+4: 

(I) This invoice/ financing request represents reimbursable costs for 1he period from [O 

Cumulative Percentage of 
Effort/Hrs. Amount Billed 

Cost at 
(m) (n) Complerio ContTact 

Expenditure Category" Negotiated Actual CUrrent Ctnmtlati\le 11 Amount Variance 
A B C D E F G H 

( o) Direct Costs: 

(J ) Direct Labor 

(2) Fringe Benefits 

(3) Accountable Property 

(4) Materials & Suoolies 

(5) Premium Pav 

(6) Consultant Fees 

(7) Travel 

(8) Subcontracts 

(9) Other 

Total Direct Costs 

(o) Cost of Money 

(q) Indirect Costs 

tr) Fixed Fee 

(s) Total Amount Claimed 

(tJ Adjustments 

(u) Grand Totals 
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r certify that all payments arc for appropriate purposes and in accordance with the contract. 

(Name of Official) (Title) 

"' Attach detai Is as s ccificd in tbe contract 
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Attachment 4 

"" ,.. 
~ 
\JI 

"' s., 

-"' 

FINANCIAL REPORT OF INDIVIDUAL 
PROJECT/CONTRACT 

Note: Complete this Form in Accordance wilh 
Accompanying rnstrnctiou~. 

Percentage of 
Effort/Hours 

Expenditure Category 

Neiwtfate Adual 

A B C 

Project Task: 

Reporting Period: 

CumuJative 
Incurred 

Incurred 
Cost--

Cost at Eod 
C urrent 

of Prior 
Period Period 

D E 

Contract No.: Date of Report: 
0990-0134 
0990-0131 

Contractor Name and Address: 

Variance 
C umulative Estimated Estimated Cost Negotiated 

(Over or 
Cost to Date Cost to at Completion Contract 

Under) (D + E) Complete (F+G) Amount 
(J - H) 

F G H I J 



Attachment 5 
INSTRUCTIONS FOR COMPLETING 

"FINANCIAL REPORT OF INDIVIDUAL PROJECT/CONTRACT" 

GENERAL INFORMATION 

Purpose. This Quarterly Financial Report is designed to: ( 1) provide a management tool for use by the 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 usable in their management processes; (3) promptly indicate potential areas of contract undemms or ove1rnns 
by making possible comparisons of actual performance and projections with prior estimates on individual elements of cost and personnel: 
and ( 4) obtain contractor's analyses of cause and effect of sigoi ficant variations between actual and prior estimates of financial and 
personnel perfonnance. 

REPORTING REQ UlREM ENTS 

Scope. The specific cost and personnel elements to be repo1ted shall be established by mutual agreement prior to award. The Government 
may require 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 tile end of the period reported. However, the contract may provide for a copy to be sent 
directly to the C'oDtracting Officer's Representative. 

REPORTlNG STATlSTICS 

A modj-fication which extends the period of performance of an existing contract will not require reporting on a separate quarterly report, 
except where it is determined by the contracting officer that separate reporting is necessary. Furthermore, when incrememally fonded 
contracts are involved, each separate allotment is not considered a separate contract entity (only a fundi ng action). Therefore, the statistics 
under incrementally funded conh"acts should be repmted cumulatively fi-0111 the inception of the conh"act through completion. 

Definitions and Instructions for Completing the Quarterly Report. For the purpose of establishing expenditure categories in Column 
A, the fo1lowi11g definitions and instructions will be utilized. Each contract will specify the categories to be reported. 

(I) Key Personnel. Include key personnel regardless of annual salary rates. All such individuals should be listed by names and job 
titles on a separate line including those whose salary is not directly charged to the contrnct but whose effort is directly associated 
with the contract. The listing must be kept up to date. 

(2) Pcrsonncl--Other. 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 in addition to regular 
salaries and wages. lf a fringe benefit rate(s) has been established, identify the base, rate, and amount bi lled for each category. Lf a 
rate has not been established, 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) Accountable Personal Property. Include nonexpendable personal property with an acquisition cost of$l,000 or more and with an 
expected useful life of two or more years. and sensitive items regardless of cost. Form HHS 565, "Report of Accountable Propetty," 
must accompany the contractor's public voucher (SF 1034/SF 1035) or this report if not previously submitted. See "Contractor's 
Guide for Control of Government Property." 

(5) Supplies. Include the cost of supplies and material and equ ipment charged directly to the contract, but excludes the cost of 
nonexpelidablc equipment as defined in (4) above. 

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

(7) Outpatient Care. Include costs associated with a subject while not occupying a bed. It nomially 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 shalJ be submitted : (i) Name of traveler and purpose of trip; (ii) Place of departure, destination and return, including 
time and dates; and (iii) Total cost of trip. 
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(9) Consultant Fee. Include fees paid to consultant(s). Identify each consultant with effort expended, billing rate, and amount billed. 

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

(J I) Subcontracts. List each Sl1bcontract by name and amount billed. 

(J 2) Other Costs. Include any expenditure categories 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. Enter the expenditLll'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 category listed iu Column A. 

Column C--Percentage of Effort/Hours-Actual. Enter the cumulative percentage of effort or munber 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. This column will be blank at the time of the submission of the initial report. 

Column E-Jncurred Cost-Current Period. Enter the costs which were incuJTed during the current period. 

Column F-Cumulative 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 expenditure category will 
vary from the amount negotiated. Realistic estimates are essential. 

Column H--Estimated Costs at Completion. Complete only ifan entry is made in Column G. 

Column !--Negotiated Contract Amount. Enter in this column the costs agreed to during contract negotiations for all expenditure 
categories listed in Column A. 

Column J--Variance (Over or Undel'). Complete only ifan entry is made in Column H. When entries have been made in Column IL 
this column should show the difference berween the estiniated cosls at co111ple1ion (Column H) ai,d negotiated costs (Column 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. 1n the case of an overrnn (net negative vatiance), this submission shall not be deemed as notice under the 
Limitation of Cost {Funds) Clause of the contract. 

Modiftcations. List any modification in the amount negotiated for an item si1ice the preceding report in the appropriate cost category. 
Expenditures Not Negotiated. List any cxpendilw-e for an item for which no amounl 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 wiJL of eom"Se 
show a 100 percent variance and will be explained along wilb those identified under J above. 

Page 61 of 112 



Attachment 6 
INCLUSION ENROLLMENT REPORT 

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

Total Enrollment: Protocol umber: 

Contract Numbe,·: 

PART A. TOTAL EN ROLLMENT REPORT: Number of Subjects Enrolled to Date (C umulative) by Ethnicity 
and Race 

Sex/Gender 
Et.lulic Category 

Females Males Unknown or Not Total 
Reported 

Hispanic or Latino 

Not Hispanic or Latino 

Unknown ( Individuals not reporting ethnic ity) 

Ethnic Category: Tota] of All Subjects* 

Racial Categories 
American Indian/Alaska Native 

Asian 

Native Hawaiian or Other Pacific Islander 

Black or African American 

White 

More than one race 

Unknown or not reported 

Racial Categories: Total of All Subjects* 

PA.RT B. HJSPA.NIC ENROLLMENT REPORT:Nurnber of Hispanics or Latinos Enrolled to Date (Cumulative) 
Racial Categories Females Males Unknown or Not Total 

Reported 
American lndfon or Alaska Native 

Asian 

Native Hawaiian or Other Pacific Islander 

Black or African American 

White 

More Than One Race 

Unknown or not reported 

Racial Categories: Total of Hispanics or Latinos** 

*These totals must agree 
**These totals mus t agree 
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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 
... ~'Jc;I( 

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

PROPERTY UNDER MFR 
'>-cC:'J<;I( 

PROPERTY UNDER MFR 
<C:'JC:lt 

SIGNED BY: 

SIGNATURE DATE SIGNED: 

NAME PRINTED Email 

TITLE TELEPHONE 

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

Complete this form to disclose lobbying activities pursuant to 31 U.S.C. 1352 
(See reverse for oublic burden disclosure.) 

1. Type of Federal Action: 2. Status of Federal Action: 3. Report Type: 
~ a. contract 

~ 

a. bid/offer/application ~ a. initial fi ling 
b. grant b. initial award b. material change 
c. cooperative agreement c. post-award 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 and Address of Prime: 

Tier 
' 

if known : 

Congressional District, if known: 4c Congressional District, if known: 
6. Federal Department/Agency: 7. Federal Program Name/Description: 

CFDA Number, if applicable : 

8. Federal Action Number, if known: 9. Award Amount, if known: 

$ 

10. a. Name and Address of Lobbying Registrant b. Individuals Performing Services (including address if 
( if individual, last name, first name, M{): different from No. 1 Oa) 

(last name, first name, Ml): 

11 Information req11este<J through this fom, ls authorized by litle 31 U.S C. sect,on 
• 1352. This disclosure or lobbying activlUes is e material representation of fat'! Signature: 

upon which reliance was placed by Iha lier aJiove when lhis transaclion was made Print Name: or e~tered Into. Jtils disclosure Is required pursuant 10 31 U.S.C. 1352. This 
infonnatioo will be available ror public inspection, Any person who tails to file the 

Title: require<! disclosure shall be subject to a civil penalty or not less u,an $10,000 and 
not more than $100 .000 for each such failura 

Telephone No.: Date: 

Federal Use Only: I Authorized for Local R e production 

Standard Form LLL (Rev, 7-97) 
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INSTRUCTIONS FOR COMPLETION OF SF-LLL, DISCLOSURE OF LOBBYING ACTIVITIES 

This disclosure form shall 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 filing. 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 inil1al 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 Federal action. 

2. Identify the status of the covered Federal action. 

3. Identify the approprfateclassificatlon of this 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 date of the last previously submitted report by this reporting entity for this covered Federal 
action. 

4 . Enter the full 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 subaward recipient Identify the tier of the subawardee, e,g., the first subawardee 
of the prime is the 1st tier. Subawards include but are not limited to subcontracts, subgrants and contract awards under grants. 

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

recipient. Include Congressional District, If known. 

6. Enter the name of the Federal agency making the award or loan commitmenL Include at least one organizafionaJJevel 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, enter the full Catalog of Federal Domestic Assistance 

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

8. Enter the most appropriate Federal identifying number available for the Federal action identified in item 1 (e.g., Request for Proposal (RFP) number; 
lnvitaLion for Bid (IFB) number; grant announcement number; the contract, grant, or loan award number; the application/proposal 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 

commitment for the prime entity identified in item 4 or 5. 

10. (a) Enter the full name, address, city, State and zip code 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 services, and include full address if different from 10 (a). Enter Last Name, First Name, and 

Middle Initial (Ml). 

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

According to the Paperwork Reduction Act, as amended, no persons are required to respond to a collection of information unless it displays a valid OMS 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, includfng time for reviewing instructfons, searching existing data sources, gathering and maintainfng 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 
infom1ation, including suggestions 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 shall be used to submit requ i red 
formats as follows : 

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

Organi zational Categories 2734/2 2 
Baseline 2734/3 3 
Scaffing 2734/.4 4 

Exp l anations and Problem Analyses 2734/5 5 

USE/RELATIONSHIP : This reporc cons i sts of five formats concai n i ng data for 
measuring contractors ' cost and schedule perfor mance on Depart ment o f Defense 
(DoD) acquisi t ion contracts . Format 1 (Sampl e Format l ) provides data to 
measure cost and schedule performance by product-oriented Work Breakdown 
Structure (WBS) e l ements , the har dware, software , and s e rvices the Government 
is buying . Format 2 (Samp l e Format 2) provides the same data by the 
contractor' s organization (f unctional or I ntegrated Product Tea m (IPT) 
structure) . Format 3 (Samp l e Format 3) provides the budget baseline plan 
against which performance is measured . Format 4 (Samp l e Format 4) provides 
staffing forecasts for corr elat i on with the budget plan and cost est imates . 
Format 5 (Sample Formal 5) is a narr at i ve report used Lo explain significant 
cost and schedule variances and other i dentified contract problems and topics. 

CPR data shall be used by DoD system managers to : (1) int egrate cost and 
schedule performance data with technical performance measures , (2) identify 
the magnitude and impact of actual and potential problem areas causing 
significant cost and schedul e vari ances , and (3) provi d e val i d , time l y program 
stat us information to higher management . 

The CPR is a management report . I t provides timely , reliable summary-level 
data with which to assess current and projected contract performance . The 
CPR ' s primary val ue to the Government is i ts abi lity to reflect current 
contract status and reasonabl y project future p r ogram performance . It is 
important that the CPR be as accurate as possible so it may be used for its 
intended purpose , which is to faci l i tate i nformed, timel y decisions . It will 
be used by t he DoD component staff, i ncluding program managers , engineers , 
cost estimators , and f inanc i a l management personnel , to confirm, quant ify, and 
track known or eme r ging contract p r obl ems and serve as a basis for 
communicating with the contractor . The CPR data sha l l accurately reflect how 
work i s being planned, perfor med , and measured and shal l be consistent with 
the actual contract status . 

a . This Data Item Description (DID) conta i ns the format and content 
preparation instructions f or the data product generated by the specific and 
discrele t ask requ i rements as de l ineated in Lhe contract . 

b. This DID shall be used in conjunction with the Integrated Master Schedule 
(IMS) DID, DI-MGMT- 81650 . Thi s DI D may be used in conjunction wi th t:he 
Contract Funds Status Report (CFSR) DID , DI - MGMT - 8 1 468 , the Contract Work 
Breakdown Structure (CWBS) DID , DI - MGMT- 8 1 334A, the Cost Dat a Summary Report 
DID , DI- FNCL-81 565A, and the Functional Cost-Hour and Progress Curve Report 
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DI-MGMT-81466A 

DID, DI -FNCL-81566A. The same WES s hal l be util ized for the Integrated Master 
Plan (IMP) , IMS , CPR, and Contractor Cost Data Report (CCDR) as applicable . 

c . The CPR shall be used to obtain cost and schedul e performance informat ion 
on contracts requiring compliance with the American National Standards 
Inscicuce/Electronic Industries Al l i ance Standard 7 48 (ANSI/EIA- 748), Earned 
Value Management Systems (EVMS) (current vers i on i n effect at t ime of contract 
award) . Refer to the Federa l Acquis i tion Regul ation (FAR) or Defense Federal 
Acquisition Regulation Suppl ement (DFARS) c l ause on contract . The CPR dat a 
elements shall reflect the output of the contractor ' s ANSI/EIA- 74B compliant 
int egrated management system . 

d . The CPR shall be required no l ess frequent l y than month l y. All formats 
shall be submitted to the procuri ng activity no later than 12 work ing days 
following the contractor ' s accounting period cutoff date . This requirement 
may be tailored through contract negotiations to a l l ow submi ssion as late as 
17 working days , provided that the contractor and Government agree that 
program complexi t y and i ntegrati on of subcontractor and vendor performance 
data warrant addit i onal t ime 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 period cutoff date , provided it is consist ent with 
the IMS . Formats 2 , 3 , and 4 may be submitted on a less frequent basis in 
some cases . Refer to the Earned Value Management I mplementation Guide (EVMIG) 
for guidance on t ailoring reporting. (Note : Contractors may elect to attach 
subcontractor Format 5 reporting and cross r eference this analysis in the 
format 5 r eporting submitted to the Government to gain time efficiencies and 
me€t submission dates . ) 

e. Unless o therwise provided in the contract, data repo rted in the CPR shall 
pertain to all authorized contract work , inc l uding both p riced and unpriced 
effort. Refer to the EVMIG for guidance on tai l oring reporting . 

f . Submission of Format 1 using a product-oriented WBS i n accordance with the 
WBS Handbook, MIL- HDBK- 881 , and t he CWBS DID , DI - MGMT- 81334A, is mandacory . 
(Note : For contracts that require CCDRs , the CWBS sha l l be developed, 
approved, and maintained in accordance with DoD 5000 .4-M-1, Cost and Software 
Data Reporting Manual , and the CWBS DID . ) Certain aspects of the report a r e 
subject to negotiation between the Government and the contractor, such as : 

f . l The level of detai l to be reported in Format l normal ly will be ac level 
three of the CWBS , but lowe r levels may be specified for high- cost or high­
risk items . The Government and the contractor shal l periodi cally review and 
adjust as necessary CWBS report i ng l evel s on Format 1 to ensure they continue 
to provide appropriate visibil i ty without requiring excessive information . If 
t he r e is a significant probl em at a lower :'..evel , detai led reporting for chat 
CWBS element may be required until the probl em ls resolved . 

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 guidance on tailoring 
reporcing. 

f . 3 Variance analysis thresholds which, if exceeded, require problem analysis 
and narrative explanations i n Format 5. If the contract does not specify 
variance analysis thresholds , the contractor sha l l provide appropriate 
variance analyses . (See 2.6.3 below.) Variance analysis thresholds shall be 
revi ewed periodi cally and adjusted as necessary to ensure they continue to 
provide appropriate visibi l ity . 
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f . 4 If the organizational categories for Format 4 are different from Format 
2 , the Government may request that different organizationa~ categories be used 
for reporcing scaffing in Format 4 i nstead of those used i n Format 2 . If so, 
the Government and the conlraclor shall 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 ., che CPR Contract Data Requirements List (CORL) is subject 
to tailoring . Requiring more information in the CPR CORL than specified in 
this DID is contrary to DoD policy . All negotiated reporting provisions shall 
be specified in the contract . Refer to the EVMI G for guidance on tailoring 
r eporting . 

REQUIREMENTS: 

1 . Format . Use che relevant DD Forms as l i sted above. A~ l formats shall be 
submiLLed electronically in accordance with Lhe fol l owing requirements . All 
formats shall be in a readable digital format (e . g ., pdf f i les are not 
acceptable) . The American National Standards Institute (ANSI) X12 standard 
(839 transaction set) , the United Nations Electronic Data Interchange for 
Administration, Commerce and Transport (UN/ED I FACT) standard (PROCST message) , 
or the XML equivalent shall be used to submi t data electroni cally to the 
procuring activity . Contractor formats may be substituted whenever they 
contain all of the required data e lements 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, the new data elements shall be reported in Format 5 . ) 

2 . Content . The CPR shall contain the following : 

2 . 1 Headi ng Informat i on - Formats 1 - 5 . Preparation i nstructions for 
Heading Information (Blocks l Lhrough 4) apply to Formats 1 through 5 . 

2 . 1.l Contractor . Ent er in Block 1 . a the contractor ' s name and division (if 
applicable) . Enter in Block l. b the faci l ity location and mailing address o f 
the reporting contractor . 

2 . 1.2 Contract . Ent er t he conrract name in Biock 2.a, the contract number 
(and the applicable Contract Line :tern Number (sl (CLIN (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. Enter in Block 3 . a Lhe p rogram name , number , acronym, type , 
model, and series, or other designation of the prime item(s) purchased under 
the contract . Indicate the program phase (devel 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 Period . 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. Enter the appropriate security classification 
at. the top and bottom of each page . 

2 . 1 . 6 Dollars i n 
millions , or billions, 

If reported dollar amounts are i n thousands, 
enter the factor at the top of each page. 
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2 . 2 format 1 - Work Breakdown Structure . 

2 . 2 . 1 Contract Data . 

2 . 2 . 1 . 1 Quantity . Ent er in Block 5 . a the number of pri ncipal items to be 
procured on this contract . 

2 . 2 . 1.2 Negociat ed Cost. Encer in Block 5 .b the doll ar va l ue (excl uding fee 
or profi t) on which contractual agreement has been reached as of the cutoff 
date of the report . For an incentive contract , enter the definitized contract 
t arget cost . Amounts for changes shal l not be i ncluded in this i tem until 
they have been priced and incorporated in the contract through contract change 
order or supplement al agreement. For a cost plus f i xed fee , award fee , or 
incencive fee concract , ente r the est i mated 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 growth ("overr un" ) above the original 
estimated cost:. . 

2 . 2 . 1 . 3 Escimated Cost of Authori zed, Unpr i ced Work . Encer in Block 5 . c the 
amount (excluding fee or profit) estimated for thal work for which written 
authorization has been rece i ved, but for whi ch definitized contract prices 
have not been incorporated i n the cont r act through contract change order or 
supplemental agreement . 

2 . 2 . 1 . 4 Target Profit/Fee . Enter in Block 5 . d the fee or percentage of 
profit that shall apply if the negotiated cost of the contract is met. (See 
2 . 2 . 1 . 2 above . ) 

2 . 2.1 . 5 Target Price . Ent er in Block 5 . e the target price (negotiated 
conLracL cost p l us prof i t/fee) appl i cab l e to the definitized contracL effort . 

2 . 2 . 1 . 6 Estimated Pr i ce . Based on t he most l ikely estimate of cost at 
completion for all authorized contract wor k and the appropriate profit/fee, 
incentive, and cost sharing provisions , enter in B:ock 5 . f the estimated final 
conLracc price (total est i mated cost to the Government) . This numbe r shall be 
based on the most likely management EAC i n Block 6 . c . l and normally will 
change whenever t he management estimate or the contract is revised . 

2 . 2.1 . 7 Contract Ceiling . Enter in Block 5 .g the contract ceiling p rice 
applicable co the defi n i tized effort. 

2 . 2 . 1 . 8 Estimated Contract Ce i l ing . Enter in Block 5 . h the estimated cei l ing 
price applicable t o a l l authorized contract effort includi ng both definitized 
and undefinitized effort . 

2 . 2 . 1. 9 Over Targec Basel ine/Over Target Schedule . Encer in Block 5 . i the 
date the last over target baseline or over target schedule was implemented (if 
applicable) . 

2 . 2 . 2 Estimated Cost at Completion . These blocks shall present the 
concractor ' s range of est i mated costs at compl etion . The range of est i mates 
is inLended to allow contractor management flexlbllily to express possible 
cost outcomes . Contractors shal l provide the most accurate Estimates at 
Complet i on (EACs) possible through program-l evel assessments of factors that 
may affect che cost , schedule, or technica~ outcome o f the contract. Such 
program- level assessments shal l inc l ude considerat~on of known or ancicipaced 
risk areas, and planned risk reductions or cost containment measures . EACs 
shall be reported without regard to contract ceiling . 
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2 . 2 . 2 . l Management Estimate at Completion - Best Case . Enter in Block 6 .a.l 
the contractor ' s best case EAC. The best case estimate is the one that 
resulcs in the lowest cost to the Government . Thi s est i mate shall be based on 
the outcome of the most. favorable set of circumstances . If this estimate is 
different from the most likely EAC (Block 6 . c . 1) , the assumpt i ons , conditions , 
and methodology underlying this est i mate shall be expl ained br i efly in Format 
5. This estimate is fo r informational pu r poses only; it is not an official 
company estimate . There is no requi rement for the contractor co prepare and 
maintain backup data beyond the explanat.ion provided in Format 5 . 

2 . 2 . 2 . 2 Management Estimate at Completion - Worst Case . Enter in Block 6 .b . 1 
the contractor ' s worst case EAC. The worst case estimate is the one that 
resulcs in che highest cost to the Government . This estimate shall be based 
on che outcome of t he l east favorabl e 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 hodol ogy underl y i ng thi s est i mate shal l be explained 
briefl y in rorrnat 5 . This est imate is for informational pu rposes only ; it is 
not an official company estimate . There is no requirement for the contractor 
to prepare and maintai n backup data beyond the explanat i on provided i n Formac 
5 . 

2 . 2 . 2 . 3 Management Est i mate at Compl etion - Most Likely . Enter in Block 
6 . c . l the contractor ' s most l ike l y EAC . This estimate is the contractor ' s 
official con t ract EAC and, as such, takes precedence over the estimates 
presenled 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 bel ieves is the most likely 
outcome based on a knowl edgeabl e estimate of a l l authori zed work, known risk s , 
and probable future conditions . This value need not ag ree with the total of 
Column (15) (B l ock 8 . e) . However, any diffe r ence shal l be expla i ned in Format 
5 in such terms as risk , use of Management Reserve (MR) , or higher management 
knowledge of current or future contract conditions . The assumptions , 
cond itions, and met hodol ogy underl y i ng thi s est i mate shall be explained 
bri efly in Format 5 . This £AC need not agree with EACs contained in the 
contractor ' s internal data , but must be reconcilab~e to them. The most likely 
EAC shall also be reconcil abl e to the contractor ' s l atest statement of funds 
required as reported in the CFSR, or its equivalent , if this report is a 
contractual requirement . 

2 . 2 . 2 . 4 Contract Eudget Base . Enter in Block 6 . c . 2 the total of negotiated 
cosc (Block 5 . b) and estimated cost of authorized, unpriced work (Block 5.c). 

2 . 2 . 2.5 Variance . Enter in Block 6 . c . 3 the Contract Budget Base (B l ock 
6 . c . 2) minus the most l i kely estimate at compl ete (Block 6 . c . l) . This value 
shall be explained in Format 5 according to app l icable contractual 
requirements . 

2 . 2 . 3 Authorized Contractor Representat ive . Enter in Block 7.a the name of 
t he aut hor ized person (program manager or desi gnee) s i gning the report. Enter 
that person ' s title in Block 7 . b . The authorized person sha l l sign in Block 
7 . c . Enter the date signed in Block 7 . d . Electronic signatures are 
encouraged. 

2 . 2 . 4 Per formance Data . 

2.2.4 . 1 Column (1) - Work Breakdown Structure Element . Enter in Column (1) 
of Block 8 . a ~he noun descr i ption o f the CWBS items for which cos t inf ormacion 
is being reporLed . CWBS e:ements and leve ls reported shall be those specified 
in the contz:act . (See f . 1 above . ) 
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2 . 2 . 4 . 2 Cost of Money . Enter in Columns (2) through (16) of Block 8 . b the 
Facilities Capital Cost of Money appl icable to the contract . 

2 . 2 . 4 . 3 General and Administralive . Enter in Co lumns (2) through (16) of 
Block B . c the appropriate General and Admi n i str ative (G&A) costs . If G&A 
costs have not been incl uded i n the CWBS costs reported in Block 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 oms cost s reported in Block 8 . a above , G&A shal l be shown as 
a non-add entry in Block 8 . c with an appropri ate nolal i on to that effect . For 
contracts that require CCDRs , contractors may also have to submit separate 
costs wi thout G&A for the CWBS e leme nts reported in Block 8 . a on an except ion 
basis 1f the Government speci fies such a requirement in the CORL . If a G&A 
classificat ion i s not used, no entry shal l be made other than an appropriate 
not a t ion LO t hat effect . 

2 . 2 . 4 . 4 Undist ributed Budget. Ent er t he amount of budget appli cabl e to 
contract effort that has not yet been i dentified to CWBS e:ements at or below 
the reporting level . ror example, if contract changes were authorized late in 
the reporting period, they shoul d have rece i ved a total budget; however , 
assignment of work and a l local ion of budgets to individual CWBS elements may 
not have been accompl i shed as of the c ont ractor' s accoun t ing period cutoff 
date. Budgets that can be i dentified to CWBS e l ements at or below the 
specified reporting level shal l be included i n the total budgets shown for the 
CWBS elemencs in Block 8 . a and shal l not be shown as Undistribut ed Budget 
(UB) . Enter in Column (15) of Block 8 . d the EAC for the scope of work 
represented by the UB in Column (14) of Block 8 . d . Enter in Column (16) of 
Block 8 . d the variance, i.£ any , and ful l y expl a i n it i n Format 5 . Ihe 
reason(s) for UB shall be fully exp lained in Format 5 . 

2 . 2 . 4 . 4 .1 Use of Undi stri buted Budget . UB is used to accommodate temporary 
situations where time constraints prevent adequate budget planning or where 
contract effort can only be defi ned in very general ter ms . UB shall not be 
used as a substitute for adequate contract planning . Formal budgets shall be 
allocated t o contract effort and responsible organizat ions at the earliest 
possible time , pre ferabl y wi thin the next reporting peri od . 

2 . 2 . 4.5 Subt ot al (Pe r formance Measurement Basel ine) . In Columns (2) through 
(16) of Bl ocks 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) , whi ch is the Performanc e 
Measurement Baseline (PMB) aga inst 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 authori zed wo r k scope ). Reserve is hel d for fucure needs 
and shal l not be used to off set cumulat i ve cost var i ances . I t shall not be 
eliminated from contract prices by the Government during subsequent 
negotiations 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 dur ing t he reporting 
period shall be listed in Bl ock 6 . b of Formal 3 and explained in Format 5 . 

2 . 2 . 4 . 6 . l Negative Management Reserve . Negative entries shall not be made in 
Management Reserve (Column (14 ) of Block 8 .f) . There i s no such thing as 
"negative MR ." If the contract is budget ed in excess o f t he Contract Budget 
Base (the negotiated contract cost plus the esL i mated cost for authorized, 
unpriced work) , the p rovi sions appl icabl e to formal reprogramming 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, indlrect , cost of money, and G&A 
costs , and UB and MR (if appli cable) i n Columns (2) through (14) of Block 8.g. 
The Total lines of Format 1 (Block 8 . g) and Formal 2 (Block 5 . g) should agree . 
The tot al of Column (14) , Bl ock 8 . g , should equal the Total Allocated Budget 
shown in Block 5 . f on Format 3 . 

2.2 . 5 Reconciliacion 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 t he new baseline in excess of the Contract Budget Base 
will be predicaced on Government approval . This process is called formal 
reprogramming . The contractor and the Government shal l agree on how t he 
results of a formal reprogramming will be reported in the CPR before the 
formal reprcgramming is initiated . This agreement and any other pertinent 
details on the 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 budgets , a l so call ed an " over target basel ine," to t he Contract 
Budget Base . (See 2 . 2 . 6 . 6 , 2.2 . 6 . 7 , 2 . 4 . 1 . 7 , and 2 . 6 . 5 below for more 
information on report ing over target baselines (For mal Reprogramming) . ) 

2 . 2 . 5 . 2 Variance Adjustment. In a formal reprogramming (over target 
baseline ), the cont ractor may : (1) app l y the additi onal 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 t he additional budget to completed work and some to remaini ng wor:k, and/or 
(4) apply some of the additional budget to MR . If the contractor uses a 
parcion of the additional budget to eliminate variances applicable to 
completed work , the total adjustments made to the cost and schedule variances 
shall be shown in Columns (10) and (11) of Block 9 . a . The total cost variance 
adjustment entered i n Column ( 11) of Block 9 . a shou l d be the sum of the 
individual cost variance adjustments shown in Column ( 12 ) of Block 8 . g . 

2 . 2 . 5 . 3 Tocal Contract Var i ance . In Columns (10) and (11 ) of Bl ock 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 (Bl ock 9.a) . In Column (14) 
enter the Contract Budget Base from Bl ock 6 . c . 2 . In Col umn (15) enter the 
management EAC from Block 6 . c . l . In Column (16) of Block 9 . b enter the 
difference beLween Col umns (14) and (15) of Bl ock 9 . b . 

2 . 2 . 6 Columns (2) Through (1 6) . When compliance with the ANSI/EIA-748 
(current version in effect at time of contract award) is contractually 
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 the 
t ime 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) - Actua l Cost - Work Performed. For the 
t ime period indicated, enter the Actual Cost of Work Performed (ACWP) withouc 
regard to ceiling . In a l l 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 - Schedul e ( i . e . , 
accomplishment ). For the time period indicated, these columns reflect the 
differences bet ween BCWS and BCWP . For the cur rent peri od column, Column (5) 
(schedl.lle variance) is derived by subtracting Column (2) (BCWS) from Column 
(3) (BCWP) . For the cumul ative t o date column, Column (10) (schedule 
vari ance ) is derived by subt r acting Column (7) (BCWS ) from Column (8) (BCWP). 
A positive number in Column (5) and Column (10 ) indicates a favorable 
variance . A negaLive number (indi cated by parentheses) indi caLes an 
unfavorable variance . Significant variances as specified in the contract 
shall be fully explained in format 5 . If the contract does not specify 
vari ance analysi s thresholds , the cont r actor shal l provi de appropriate 
variance analyses . (See 2 . 6 . 3 below . ) 

2 . 2 . 6 . 5 Column (6) and Column (1 1 ) - Variance - Cost . For the t ime period 
indicated, these columns re f lect the difference between BCWP and ACWP . For 
the current peri o d column, Column (6) (cost variance) is derived by 
subtracting Column (4) (ACWP) from Column (3 ) (BCWP) . For the cumulative to 
date column , Column (11) (cost variance) is derived by subtracting Column (9) 
(ACWP) from Column (8) (BCWP ) . A pos i t i ve val ue i ndicates a favorabl e 
variance, A negative value (indicated by parentheses) indicates an 
unfavor able variance . Signi f i cant variances as speci f ied in the contract 
shall b e fully explained i n Format 5 . I f the contract does not speci fy 
variance analysis thresholds , the contractor shal l provide appropriate 
variance analyses . (See 2 . 6 . 3 bel ow . ) 

2 . 2 . 6 . 6 Column (12a) and Col umn ( 12b) Reprogramming Adjustments - Cost 
Vari ance and Schedule Var iance . Formal rep rogramming (over tar get basel ine) 
results in budget allocations in excess of the Contract Budget Base and , in 
some ins t ances, adjus t ments to previ ous l y reported variances . If previously 
reporced variances are bei ng adjusted, the adj ustment appl icable to each 
reporting line item affected sha l l be entered in Column (1 2 a) if for a cost 
var i ance and Column (12b) i f f or a schedul e variance . The tot al of Column 
(12a) and Column (12b) should equal the amount shown on the Variance 
Adjustment line (Block 9.a) i n Column (10) and Column (11 ) . 

2 . 2 . 6 . 7 Column (13) Reprog ramming Adjustments - Budget . Enter the total 
amounts added t o the budget f or each reporti ng l ine item as the resul t of 
formal reprogrammi ng (over target basel i ne) . The amounts shown shall consist 
of the sum of the budgets used to adjust cost variances (Column (12) ) plus the 
a ddi t ional budget added to the CWBS element for remaining work. Ent er the 
amount of budget added to MR in the space provided on the Management Reserve 
line (Block 8 . f of Column (13)) . The tota l of Column (13) should equal the 
budget amount by which the Total Al l ocated Budget e xceeds the Cont ract Budget 
Base as shown in Block 5 . g of rormat 3 . An explanation of the reprogramming 
shall be provided in Format 5 . 

2 . 2 . 6 . 7 . 1 Formal Reprogramming Reporting . Columns (12) and (13) are intended 
for use on l y in sit uations i nvol v i ng f ormal reprogr amming (over target 
baseline) . Internal replanning actions within the Contract Budget Base do not 
require entries in these columns . Where contcactors are submitting CPR data 
direccly from automat ed systems , the addition of Col umns (!2) and (1 3) as 
shown may not be practical due t.o computer reprogramming problems or space 
limita tions . In such cases, the informat ion shal l be provided in Format 5 . 
Contractors shall not be required to abandon o r modi fy exi sting automated 
reporting systems to incl ude Columns (12) and (13) if significant costs will 
be associat ed with such change . Nor shall contractor s be r equired t o prepare 
the report manually solely to i nclude Lhis informat i on . 
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2 . 2 . 6 . 7 . 2 . Formal Repr ogrammi ng Timel iness . Formal reprogramming (over 
target baseline) can be a significant undertaking 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 reprogramming shall be impl emented 
expedit iously . If a report i ng hiatus is needed, the cont ractor and the 
Gove rnme nt shall 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 budgeted cosl at 
completion for the items listed in Column (1) . This entry shall consist of 
t he sum of the origi nal budgets plus o r mi nus budget changes r e sulting from 
contract changes , internal replanning , and application of MR. The total 
(B l ock 8 . g) should equa l the Total All ocated Budget shown in Block 5 . f on 
E'ormat 3 . 

2 . 2 . 6 . 9 Column (15) - At Compl e tion - Estimated . Enter the latest revi sed 
estimate of cost at completion inc~uding estimated overrun/underrun for all 
aut horized work . If the subtotal (Block 8 . e) does not agree with the most 
l ikely management EAC (Block 6 . c .l ) , the difference shal l be explained in 
Format. 5 . (See 2 . 2 . 2 . 3 above . ) 

2 . 2 . 6 . 10 Column (16) - At Compl etion - Vari ance . Enter the difference 
between the Budgeted - At Completion (Col umn (1 4 )) and the Estimated - At 
Complet ion (Co l umn (15)) by subt r acting Co:umn (15) from Col umn (14). A 
negative value (indicated by parentheses) re f lects an unfavorable variance . 
Significant variances as specified in the contract shal l be fully explained in 
Format 5 . If the contract does not specify vari ance a nalys i s thresholds , the 
contractor shall provide appropri ate variance analyses . (See 2 . 6 . 3 below . ) 

2 . 3 Format 2 - Organ i zati onal Categories . 

2 . 3 . 1 Pe r formance Data . 

2 . 3 . 1 . 1 Column (1) - Organizational Category . In Block 5 . a list the 
organi zational categorie s that ref:e ct the contractor ' s internal managemenL 
s tructure . This format sha l l be used to col l ect organizational cost 
information at the tota l c ontract l evel for organizat i onal 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 individual subcontractor line 
shal l reconcile wit h the cost to the pr i me (inc l udes subcontract or fee , MR , 
US , G&A , cost of money , etc . ) or shal l track d irecLl y wl th the subcontractor 
submittal consis t ent w~th the company/program documented process for 
subcontract inte gration . The process for subcontract integrat ion shall be 
explained in Format 5 . This column shal l also identify each major 
subcontract or and each ma j or vendor separately as an add i tem. (Not e : The 
separat i on of subcont ractor efforts is f or reporting purposes and noc i ntended 
to impact how contracts are managed . ) Except for material included in the add 
item for each major subcontractor or major vendor , the col umn shal l a l so 
i dentify material separately as an add item . The level of detail to be 
reported normally will be l imited to the organizational level immediately 
under t he operacing head of the f a c i l i ty . The contractor may report this 
information according lo its own internal management structure . If the 
contractor i s organi zed by product teams , this format may not be needed 
because it may resembl e Format 1 . 

2 . 3 . 1 . 2 Cos t of Money . Encer in Columns (2 ) through (1 6) of Bl ock 5 . b the 
Facilities Capital Cost of Money applicable Lo t he conLracL . 
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2 . 3 . 1.3 Gener a l and Administrative . Enter in Columns (2 ) through (16) of 
Block 5 . c the appropriate G&A costs . If G&A costs have not been included in 
the CWBS costs reported in Block 5 . a above , G&A shal l be shown as an a dd entry 
in Block 5 . a . If G&A costs have been included ln 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 is not used, no 
entry shall be made other than an appropriate notation to that eff"ect . (See 
2 . 2 . 4 . 3 above . ) 

2 . 3 . 1 . 4 Undistributed Budget . Ente r in Column (14) of Block 5.d the budget 
app l icable to contrac t e ffort that cannot be planned i n sufficient det ail 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 l ess than the 
amount on Format 1 wher e 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 the variance , i f any, and f u l ly explain i t in Format 5 . (See 
2 . 2 . 4 . 4 above . ) 

2 . 3 . 1 . 5 Subtotal (Performance Measurement Basel ine) . Enter 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 identi fied 4S MR . The Management Reserve entry should agree with the 
amounts sriown in Formats 1 and 3 . (See 2 . 2 . 4 . 6 above . ) 

2 . 3 . 1.7 Total . Enter the sum of a l l d irect , indirect , cost of money, and G&A 
costs and budgets , UB , and MR (if applicab l e) in Columns (2) through (141 of 
Block 5 . g . The totals on this page should equal the Total l ine on Format 1 . 
The total of Column (1 4) should equal the Total All ocated Budget shown in 
Block 5.f on Format 3 . 

2 . 3 . 2 Columns (2) Through (16) . The instructions appl icabl e 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 Fo rmat 3 - Baseline . 

2 . 4 . 1 Contract Data . 

2 . 4 . l . l Original Negotiated Cost . Enter in Block 5.a the dol l ar value 
(excludi ng fee or profit) negot i ated in the original contract . For a cos t 
plus fixed fee , incentive, or award fee c ontract , enter the estimated cost 
negotiated . For an incentive contract, enter the definitized contract target 
cost . 

2 .4. 1.2 Negotiated Contract Changes . Enter in Block 5 .b the cumulative cost 
(excluding fee or profit) appl icable to defi n i t i zed 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 (Bl ock 5 . b ) on Formac l. 
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2 . 4 . 1. 4 Estimated Cost o f Authori zed, Unpr i ced 11/ork. Ent.er in Block 5 . d the 
estimated cost (excluding fee or profit) for contract changes for which 
authorization has been rece i ved from the contract i ng officer, but for whi ch 
contract 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 5 . f the surn of all budgets 
allocated to the performance 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 Tot al line in Column (14) on Format 1 (Block 8.g) and Format 2 (Block 
5 . g) . 

2 . 4 . 1 . 7 Difference . Enter in Block 5 . g the difference between Blocks 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 usually is an indicat i on of a formal reprogramming (over target baseline) . 
The difference shall be explained in Format 5 at Lhe time the negative value 
appears and subsequently for any changes in the d i fference between Contract 
Budget Base and the Tota l Al located Budget . 

2 . 4.1 . 8 Con t ract SLart Date . EnLer in Block 5 . h the date the contractor was 
authorized t o start work on the contract , regardl ess of the date of conLracl 
definitization. (Note: Long- l ead procurement efforts authorized under prior 
contracts are not to be considered . ) 

2 . 4.1 . 9 Contract Definitization Date. Enter in Block 5 . i the date the 
conLracL was definicized. 

2 . 4 . 1 . 10 Planned Completion Date . Ent er in Block 5.j the compl etion date to 
which the budgets allocated in the PMB have been p l anned . This dat_e 
represents the planned complet ion of a~l significant effort on the contract. 
The cosc associated wi th the schedul e from whi ch this date i s taken is the 
Total Allocated Budget (Block 5 . f of Format 3) . 

2 . 4 . 1 . 10.1 Performance Measurement Schedule Incons i stent Wi th Contractual 
Schedule. In exceptional cases , the contractor may determine that the 
exis t ing contract schedule cannot be achieved and no l onger represenLs a 
reasonable basis for management control . With Government approval, t he 
contractor may rephase its performance measurement schedule to new dates that 
exceed the contractual milestones , a condit i on known as " over target 
schedule. " These new dates are for performance measurement purposes only and 
do noc represenc an agreement to modify the contract terms and condicions. 

2 . 4 . 1.10.2 Over Target Schedul e Agreement . The Government and the contractor 
shall agree on the new performance measurement schedul e prior to reporting it 
in the CPR. The contractor shall provide pertinent information in Format 5 on 
any schedule milestones that are inconsistent with contractual milestones, 
beginning the month the schedule i s impl emented and each monch thereafter . 

2 . 4 . 1 . 10.3 Indicators of a Per formance Measurement Schedule Inconsistent With 
the Contractual Schedule . Formal reprogramming or i nternal repl ann i ng may 
result in performance measurement mi lestones that are inconsistent with the 
contractual milesLones (Over Target ScheduLe). A d i f f erence between the 
planned completion date (B l ock 5 . j) and the contract completion date (Block 
5 . k) usually indicates that some or all of the performance measurement 
milestones are inconsistent with 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 with the l atest contract modificat i on . The cost 
associated with the schedule from which this date is taken is the Contract 
Budget Base (Block 5.e of Format 3) . 

2 .4. 1 .1 2 Estimated Compl etion Date . Enter 1n Block 5 . 1 the contractor's 
lates c. revised escimated completion date. This date represents che esc.imac.ed 
completion of all signi f i cant effort on the conlract . The cost associated 
with the schedule from which this date is taken i s the " most likely" 
management EAC (Block 6 . c . 1 of Format 1) . 

2.4.2 Performance Data . 

2 .4. 2 . 1 Column (1) - Performance Measurement Basel ine (Beginning of Period). 
Enter irr Block 6 . a the time- phased PMB (including G&A) that existed at the 
beginning of the current reporting period . Most of the entries on this line 
(e.g., for Columns (4) through (9)) are taken directly from the PMB (End of 
Per i o d) line on the previous report . For example, the number in Column (4) on 
the !?MB (End of Period) l ine from the l ast. report becomes the number in Column 
(3) on the PMB (Beginning of Period) line on this report. The number in 
Column (5) (End of Period) l ast report becomes Column ( 4) (Beginning of 
Period) on this report , etc. (if each of the two columns covers the same 
length of time) . 

2 . 4.2.2 Baseline Changes . In Block 6 . b , list a l l s i gnificant baseline 
changes that have occurred during the reporting period. This listing shall 
i nclude the contract changes and supplementa l agreements authorized during the 
reporcing period, allocations from MR and UB, and any s ignificanc rephasing of 
budgecs . All s ignificant authorized basel ine changes shall be lisced whether 
priced or unpriced . 

2 .4 . 2 . 3 Performance Measurement Baseline (End of Period). Enter in Block 6 . c 
the time-phased PMB as it ex i sts at the end of the reporting period. The 
difference becween chis : ine and the PMB (Beginning of Period) represents the 
effect s of a l l significant changes , i ncludi ng the authorized changes , 
allocations of MR made during the period, and changes to t ime 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 Tocal. Enc.er in Column (16) o f B~ock 8 the sum o f Co l umn (16) o f 
Block 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 (Beginni ng of 
Per i o d) line (Block 6.a), enter the cumulat i ve BCWS as of the firsc day of the 
reporLing period . This shoul d be the same number reported as sews -
Cumulative To Date on the Total l ine (Column (7) of Block 8 .g) of Format l of 
the previous C?R . On the PMB (End of Period) l i ne (Block 6 . c) , enter the 
cumulative BCWS as of the l ast day of the report i ng period . This should be 
the same number reported as BCWS - Cumu l ative to Date on the Total line 
(Column (7) of Block 8 . g) of Format l for Lhis CPR. 
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2 . 4 . 4 Column (3) - acws For Report Per i 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 Peri 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 heddings of each 
of the Columns (10) through (14) of Block 6 . Columns beyond (14) may be added 
when necessary or desirable . In the PMB (Beginning of Period) line (Block 
6 . a) , ent er the BCWS projection reported i n Format 3 of the previous CPR as 
PMB (End of Period) (Block 6 . c). In the PMB (End of Period) line (Block 6 . c) 
of chis reporc , ent e r the projected BCWS by month for the next six monchs and 
for periodic i ncrements (monthly , quarter l y , or annual ly) thereafter for the 
remainder of the contract . The time phasing of each item listed in Column (1) 
of Block 6 .b need not be shown i n Columns (4) through (14) . It is useful to 
show the time phasing of any baseline changes . (Note : For the purposes of 
illustration , Sample Format 3 has Columns (4) through (14) for reporting BCWS . 
The actual number of col umns wil l vary from contract to contract . ) 

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

2 . 4 . 7 Column (16) - Total Budget . On the PMB (Beginning of Period) l ine 
(Block 6 . a) enter the number from Co~umn ( 16) on the PMB (End of Period) line 
(Block 6.c) from the previous CPR . In the section where baseline changes that 
occurred during t he per i od are l isted (Col umn (1 ) of Block 6 . b), enter t he 
amounc of each of the changes l isted . On the PMB (End of Peri od) line (Block 
6 . c) , enter the sum of Lhe amounts in the preceding columns on this line . On 
the Management Reserve l ine (Block 7), enter the amount o f MR available at the 
end of the period . On the Total l ine (Block 8) enter the sum of the amounts 
in this column on the PMB (End of Period) l ine and the Management Reserve 
line . (Note : This should equal the amount in Bl ock 5 . f on chis formac and 
also Lhe amount of Lhe Total l ine in Column (14) , Bl ock 8 . g , of Format 1 . ) 

2 . 5 Format 4 - Staffi ng . 

2 . 5 . 1 Performance Data . For those organizational categories shown in Column 
(1) of Block 5, e quivalent months shall be indicated fo r the current reporting 
period (Column (2)) , cumulative through the current period (Column (3)), 
forecast to completi on (Columns (4) through (14)), and at completion (Column 
(15)) . Direcc equivalent months shall be shown for each organizational 
cat egory for che contract . An equival ent month is defined as che effort equal 
to that of one person fo r 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 equivalent days or hours . 

2 . 5 . 1 . 1 Column (1) - Organ i zational Category . In Block 5 , list the 
organizational categories that reflect the contraclor ' s internal managemenL 
structure . Format 4 categories may d i ffer from t hose r epor ted in Format 2 . 
If the Government needs different categories i n Formats 2 and 4 , the Format 4 
categories shall be addressed during negotiations . (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 - Current Period. Enter the actual equivalent 
months incurred during the current report i ng period. 

2 . 5 . 3 Column (3) - Actual End of Current Period (Cumulative) Enter the 
actual equivalent months i ncur r ed to date (cumul ative) as of the end of the 
reporting period. 

2 . 5 . 4 Columns (4) Through (14) - Forecast (Non-Cumul allve) . Enter the names 
of each month for the contract period of performance in the beadings of each 
of the Columns (4) through (9) , and the names of the appropriate periods in 
the headings of each of the co:umns (10) through ( 14) of Block 5 . Enter a 
staffing forecas t by month f or the next six months and for periodic increments 
{monthly, quarterly , or annual ly ) thereafter for the remai nder of the 
contract. The staffing forecast shall be updated as part of the formal EAC 
process followed by t he contractor. The staff ing forecast shall reflect the 
same staffing estimate used as the basis fo r 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) through (111) fo r reporting staffi ng forecast: . The 
aclual number of columns wi l l vary from conLract. t~o contract. . ) 

2 . 5 . 5 Column (15) - Forecast at Completion . Enter the est i mate of equ i valent 
months necessary for the total contract in Column (15) by organizational 
cat egory. This estimate shall be consistent with the ''most likel y '' 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) Total) shal l be explained in Format 5. 

2 . 6 Format 5 i:;xplanations and Frobl em Analyses . 

2 . 6 . 1 General . Format 5 , Explanations and Problem Analyses , i s a narrative 
report prepared t o amplify and expl ain data in the other CPR formats . Format 
5 shall normally address the fol lowing : (1 ) contractually required cost, 
schedule, and EAC variance analyses , (2) MR changes and usage , (3) UB 
content s , (4) d i fferences between the best case, worst case, and most: likely 
management EAC , if any , (5) the difference between the most likely management 
EAC and t he estimate in Bl ock 8 . e of Col umn (1 5) , if any , (6) signif i cant 
differences between beg i nning of period PMB t i me phas i ng and end of period ?MB 
time phasing in Format 3 , (7) performance measurement mi lestones that are 
inconsis t ent: wic:h cont ractual mi lestones (Over Target Schedule) , (8) formal 
reprogramming (over target baseline) implementat ion 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 Baseline Review(s ) may also be 
addressed in 1:.his format . Contractors may elect to attach subcon t rac t or 
format 5 reporting and cross reference thi s anal ysis i n the Format 5 reporting 
submitted to the Government to gain time efficiencies and meet submission 
dat es . 

2 . 6 . 2 Total Contract. Provide a summary analysis that identifies significant 
problems affecting performance . Indicate corrective actions required, 
including Government act ion where $.pplicable . Significant changes since the 
previous report shall be highlighted . Discuss any other issues affecting 
successful atta i nment of contract cost , schedule , or technical objectives that 
the contractor deems s ignificant or noteworthy . This section is brief, 
normally one page. 

2 . 6.3 Cost and Schedule Variances . Explain all variances that exceed 
specified variance thresholds . Expl anations of variances shall clearly 

Page 80 of 112 



DI-MGMT-81466A 

identify the nature of the problem, significant reasons for cost or schedule 
variance , effect on the immediate task , impact on the total contract , and the 
corrective action taken or planned . Explanat i ons of cost variances shall 
identify amounts att ributable to rate changes separatel y from amounts 
applicable to hours worked; amounts attributable to materia l price changes 
separately from amounts app l icable to material usage; and amounts attributable 
to overhead rate changes separately from amounts appl icable to overhead base 
changes or changes i n the overhead all ocation basis. To reduce the volume of 
variance analysis explanat i ons , the contractor may refer to a prior CPR ' s 
variance analysis explanations if the explanati on for the current CPR ' s 
var i ance has not changed signi f icantly . Explanations of sche dule variances 
and the impact on the contract shal l be performed in parall el with the 
schedule analysis call ed out by the IMS DID. Accordingly, there is a 
requirement in b . above for the IMS DID, DI-MGMT-81650 , 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 Thresho l ds . In Format 5 , the Government 
will require only that amount of var i ance analys i s that satisfies its 
management info rmation needs. Excess i v e variance anal ysis is burdensome and 
costly, and detracts from the CPR ' s usefulness , while too l ittle information 
is equally undesi r able . 

2 . 6 . 4 Other Analyses . In addition to var i ance explanations , the fo l lowi ng 
ana l yses are mandat o r y : 

2 . 6 .4. 1 . Management Estimate at Completion . If the best or worst case 
management EACs differ from the most likely est imate (Column (1) of Block 6 of 
Format 1) , a brief expl anation of the difference shall be provided. Also , if 
t he most likely management EAC dif=ers from the total entered in Col umn (15) 
of Format l or 2 , the d i fference shall be expl ained. The explanations shall 
focus on such areas as a knowledgeable , realistic risk assessment ; projected 
use of MR ; estimate fo r UB; and h i gher management's knowledge of current or 
future contract conditions . The assumptions , condi tions , 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 above . ) 

2 . 6 . 4 .2 Undistributed Budget. Identify the effort to which the UB appl ies . 
Also, explain any vari 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 
I dentify the CWBS and organizational 

the reasons for i ts application . (See 

2 . 6 . 4 . 4 Baseline Changes . Explain reasons for s i gnificant shifts i n t ime 
phasing of the PMB shown on format 3 . (See 2 . 4 . 2 . 3 above .) 

2 . 6 .4. 5 Staffing Leve: Changes . Explain significant changes in the total 
staffing EAC shown on Format 4. Al so , expl ain reasons for significant shifts 
in t:ime phasing of planned staffing. ( See 2 . 5 . 5 above . ) 

2.6 . 5 Formal Reprogramming (Over Target Baseline) . If t he d ifference shown 
in Block 5 . g on Format 3 becomes a negative value or changes in value , p rovide 
informati on on the fol l owing : 

2 . 6 . 5 . 1 Authorization . Procuring act ivity authorizat i on for the basel lne 
change that resulted in negative value or change . 
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2 . 6 . 5 . 2 Reason. A d iscussion of the r e ason (s) f or the change . 

2 . 6 . 5 . 3 
(i.e ., 
etc . ) . 

CPR Report i ng . A discussion of how the change affe cted CPR report i ng 
a;nount allocated to MR, adjustments Lo cost o.r schedule variances , 

(See 2 . 4 . 1.7 , 2 . 2 .5 . 1 , and 2 . 2 . 6 . 7 above . ) 

2 . 6.5 . 4 Schedule . Indicat e whether the contract schedul e was retained for 
performance measurement or was replaced with a schedul e tl1at e xcee d s t he 
cont ract ual schedule (Over Tar get Schedul e) . 

2 . 6 . 6 Over Target Schedule . I f a performance measurement schedule e xc e eding 
the contrac~ual schedul e (Over Target Schedul e) has been implemented, provide 
a discussion of the pertinent informa t ion , such as authorizacion , reasons , and 
significant dates . (See 2 . 4 . 1 . 10 . 1 above . } 

END OF DI - MGMT- 81466A 
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OVERVTEW 

Earned 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 during 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 (ANS1/E1A) Standard-748 
(most current version). More detailed and specjfic 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. Budgeting, Acquisition, and Management 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 executive branch and to agencies with disparate definjtions of and 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 lhe acquisitions at the Biomedical Advanced Research and Development Agency (BARDA) 
are unique in that most acqujsitions 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 Standard-748. lt also incorporates discipline in implementation ru1d 
operations and a lso provides the same reporting data outlined by 0MB. 

The Seven Principles 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 persoo or organization for control of technical, schedule and cost objectives 

3. Integrate program work scope, schedule, and cost objectives into a performance 
measurement baseline plan against which accomplishments can be measured. Control 
changes to the baseline. 

4. Use actual costs i.ocurred aod tecorded in accornplishlng the work performed. 
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5. Objectively assess accomplishments at the work performance level. 

6. Analyze significant variances from the plan, forecast impacts, and prepare an estimate at 
completion based on performance to date and work to be perforr11ed. 

7 Use earned value information in the company's management processes. 
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EVM IMPLEMENTATION TTERS 

BARDA will be implementing a tiered approach to EVM based on the type of acquisition, size of 
the acquisition and the technical readiness level. There are three tiers and they are as follows: 

TIER 1 

For all construction contracts and 1T contracts the ANSI/EIA-748 Standard for Earned 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 Defense Industrial Association (NDIA) Program 
Management Systems Committee (PMSC) ANSI/EIA-748 Standard for Eamed Value 
Management Systems Intent Guide should be used as guidance. 

TIER2 

For countenneasure research and development contracts that have a total acquisition costs greater 
than or equal to $25 million and have a Technical Readiness Level (TRL) of less than 7 will 
apply EVM principles for tracking cost, schedule and tecbnjcal perfonuance that comply with the 
7 Principles of EVM implementation. 

TJER3 

For cow1termeasure research and development contracts that have total acquisition costs Less than 
$25 million but greater than $ 10 million will apply EVM principles for tracking cost, schedule 
and technical performan<..:e that are 0onsistent with the 7 Principles ofEVM Implementation. 

This Guide is an explanation of the intent of what is expected for a Tier 2 system implementation 
of the 7 Principles ofEVM. 

3 
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SEVEN PRJNCTPLES OF EVM 

Principle 1: P lan all Work Scope 

In a performance measurement system implementation the Statement of Work (SOW) should 

reflect all work that is to be performed. In a 7 Principles implementation a Work Breakdown 

Structure (WBS) shall be developed to include all elements of the SOW. The level of the WBS 

may not be as detailed as in a Tier l implementation. 11 would be developed at a higher level, 

such as level three or four, however, the government may expand specific technical legs to lower 

than level 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 explains wbat work is going to be performed in each 

WBS in detail. This w ill ensure that the contractor has identified all work scope and left no major 

work undefined. II is recommended that the work packages descriptions are dear and detailed so 

that there is an understanding of the work that is to be performed in the work packages. for the 7 
Principles implementation programs it would be acceptable for the WBS Dictionary be expanded 

to include infom1ation that would normally be kept on a Work Authorization Document, such as 

charge numbers associated with the work, period of performance, the manager who is responsible 

for the work, and budget associated with 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 level WBS would only 

include scope. By doing this 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 defmed but the documentation is greatly reduced and the costs associated with developing 

and updating the documentation is reduced. The intent of the combination docwnent is not to 

reduce the level of information provided to the government but to reduce the amount 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: Break Work into Finite Pieces and Define Person/Organization ResponsibJe 
for Work 

In a 7 Principles Tier 2 implementation it is recommended that the work be broken into finite 

pieces in the schedule tool. lt is recommended to plan the work by the lowest level WBS. The 

lowest level WBS (level 3 or 4) should be the control account and the activities would act as the 

work packages. For Tier 2 programs that are of larger value (greater than $25M) the expectation 
is that the control account will be at least at level 4 and potentially level 5, Most of the normal 

functions accomplished when scheduling will be required on a 7 Princ iples T ier 2 
implementation. These normal functions include, network schedul ing, horizontal and vertical 

traceability, forecasting schedule start and completion dates, and running critical path analysis. 

As part of vertical traceability it is expected that all contract milestones will be listed on the 

schedule. 

The schedule should include b ut is not limited to include the fo llowing fields: 

WBS number 

Control Account number 

Work package number 

Task name 

4 
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Duration 
Baseline Start and Finish Dates 
Actual Start and Finish Dates 
Forecast Start and Finish Dates 
Predecessor/Successors 
Attivity 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 .implementation, only individuals at the 
lowest level WBS need be identified and there is no requirement for the costs to rol l up by 
organization, a lthough if it is not cost intensive or tool restricted then developing 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 budget into a performance 
measurement baseline. Since we discussed work scope and schedule the focus of this principle is 
the incorporation of the budget in a time-phased manner. The budget must be integrated with the 
scope of work 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. This 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 capability to be rolled up to the control 
account level and will need to be reported in a way that provides the responsible manager 
(Control Account Manager) with information needed to manage the program. Resow·ce loading 
of the schedule is not the only way to incorporate the budget. As long as tbe budget in the 
budget/EV tool is linked to the schedule activities and it i.s flex..ible to change when schedule 
baseline dates change, then loading the budget in the Budget/EV tool is an acceptable way to 

integrate the cost and schedule baselines. Tue budget information will be clisplayed on the time­
phased Control Account Plan reports. These rep011s should have the flexibility to report the 
dollars both in total dollars, as well as, direct and indirect. broken out separately. Also the report 
is generally required as a deliverable on most contracts and must have the capability to include 
earned value or Budgeted Cost of Work Perfonned (BCWP) and actual costs or Actual Costs of 
Work Perfonned (ACWP). 

Budgeting of subcontractor effort will vary depencLing on whether or not the subcontractor is a 
cost plus or fixed price subcontract. If it is cost plus theo the expectation is that there will be 
monthly billing of costs from the subcontractor to the prime contractor and therefore budget must 
be planned in accordance with the work completed and billed. If it is fixed price then the budget 
should 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 cun-cntly 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: Control 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 base! ine 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 for 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 additional 

in-scope work has been identified. 

Retroactive changes to the baseline may mask variance trends and prevent the use of performance 
data to project estimates of cost and schedule at completion. Controlling retroactive adjustments, 
which should onJy be made in the cun-eot 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 baseline from program start to completion. Contractor is expected to 
utilize baseline change documentation facilitating the change. It should provide the 
rationale/justification, approval 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 modification, letter to proceed, not to exceed letter, change 
order, etc., that transmit and authorize the change or addition to work, budget, and schedule. 
Other documents that should 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, schedule and budget; schedttles. 
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Principle 4: Use Actual Costs Incurred and Recorded in Accomplishing the Work 
Performed 

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 tbat uniquely identifies 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 able to incorporate and reconcile to the 
accounting system actual costs on their Contract Performance Reports (CPR) to the customer. 

Depending on the amount of material and subcontractors on the program, it may be necessary for 
repmting purposes, to include accruals, 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 planned, 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, tbe amount of material 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 ti.me and effort needed to manage the accruals would outweigh the 
benefit of having the costs accrued since the perfonnance data would only be minimally 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 tbe 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 the 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 wbat was incu1Ted and not what bas been invoiced to date, which may be montbs 
behind. 

Principle S: ObJectively Assess Accomplishments at the Work Performance Level 

1n order to meet this Principle, the scheduling of the scope of work in work packages or activities 

need to incorporate measurable units or milestones in order to objectively assess 
accomplishments or obtain what we call "earned value' '. These units or milestones 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 accomplished (known as Budgeted Cost of 
Work Peifbnned 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 
preferred on a 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 reponed 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 methodologies are assessed percent complete (also know as Supervisor' s Estimate) 
and level of effort (LOE). All four methodologies arc legitimate earn value mcru;urement 
techniques but the assessed percent complete based or supervisor's estimates are h.ighly 
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 activities, the contractor must show distinct relationship between the budget planned 
at the work package level and the value earned at the activity level. lf this is done properly then 
the measurement will be objective and the schedule variance will be clearly understood and easy 
to explain. ff this is not done properly then schedule activities are not aligned with the budget i11 
the performance measurement baseline and 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 and 50/50 methodologies also. Tf the responsible 
manager is being asked to plan their work in monthly increments in order to utilize the 0/100 
methodology then they may be asked to break the work up in pieces that don ·t make logicaJ sense 
or represent 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 artificial 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 milestone method allows value to 
be earned based on the resource value 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 whjcb there is nothing to measure in a month or months is not 
acceptable. 

For subcontractors that have a fixed price contract with the prime contractor, the expectation is 
that there will be no cost variance. The ACWP reported on the CPR will equal the BCWP earned, 
regardless of the payment schedule with subcontractor. 

Principle 6a: Analyze Significant Variances Fl"om the Plan 

The purpose of this principle is to ensure that the earned value data is analyzed by the contractor 
and reported to the customer. The 7 Principles programs 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 Control Account Managers and program 
management to be able to utilize in managing the work. 

It is also recommended that the To-Complete 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 CPl it gives a good 
indication whether or not the current EAC is reasonable. For example, if a cwnulative 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 cunent EAC. If the cumulative CPI is .85 then it can be 
determined that the current EAC might not be reasonable. ft allows management and Project 
Controls the opportllnity to question the Control Account Manager as to the validity of the 
current EAC. As a rule in thumb if the deviation between the CPl and the TCPl is greater than .2 
then the CAM should reassess the control accollllt 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 
plus 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 actual costs (ACWP). 

For all variances that exceed the contractual 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 Estimate at Completion Based on Performance to Date and Work 
to be Performed 

Providing 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 the 
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 pe1fonnance 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 able to validate control account manager' s EACs by lookiog at 
performance indices, such as the To-Complete Performance Index, as well as independent 
statistical EACs. 

Principle 7: Use EVMS Information in 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 lntegrnted Baseline Review, the PMO gauges what the interest, knowledge, aJ1d 
most 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 schedule, cost and technical issues is ascertained by questions. The PMO can also 
tel1 by how rnbust the EACs are and if the variance narTatives are being -written with impacts to 
the program and corrective 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 mu-rat.ives are written properly and answer what the issues, impacts and conective 
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 Control Account Managers accountable to 
use the data and write clear proper variance analysis report (VAR). If the Contrnl Accou11t 
Manager does not write a proper VAR then Project Controls needs to help instruct them how to 
do it. 1t is recommended that prior to the Ea.med Value report be sen1 to the government that the 
Program Manager has a meeting with the Control Account Managers and Project Control and 
review the data and ensure that the variance analysis 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 is an efficient and quick 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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APPENDICES 

The following appendices prnvide fu11her suppo11 in understanding the meaning and intent of 
properly implementing the 7 Principles of EVM. 

Appendix l is a glossary of the terms used in the Intent Gujde. 

Appendix 2 is supplemental guidance on EVM implementation. It provides some guidelines on 
what is expected in tbe implementation, required documents nee<led for the Performance 
Measurement Baseline Review, expected EVM implementation costs, EVM engines functiona lity 
needs, explains what is expected in the monthly EVM facilitation. discusses what EVM 
consultants need to know, and what the expected costs of EVM to BARDA. 

Appendix 3 are examples of some of the EVM documents that are needed in an EVM system. 
There are three documents and they mostly apply to Tier 2 EVM implementations. These 
documents are samples and are not a reflection of the specific way the document must look. It's 
inclu<led to provide contractors with an understanding of the type of information that is expected 
on these 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 specifically with a contract. based 
upon the contractor's cost identification and accnmulation 
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 contracts 
within the affected facility. 

That eff01t which has been authorized 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 

Pcrfonncd (BCWP) 

Budgeted Cost for Work 

Scheduled (BCWP) 

Change Order (CO) 

Contract Modification 

Contract Budget Base (CBB) 

(See Per formance Measurement Baseline). 

The sum of a 11 budgets (BCWS) aJlocated t.o the contract. 

Synonymous with the tenn Perfonnance Measurement 

BaseLine. 

The sum of the budgets for completed Work Packages and 

completed 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 app01t ioned 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 contract 

A written and binding authorization to proceed created after 

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 defioitized contract target cost plus/minus 

the value of changes which have been priced and 

incorporated into the contract through contract change order 

or supplemental agreement. For fixed-fee contracts, it is the 

negotiated estimated cost. Changes to the estimated cost 

will consist only of the forn1al contract 111odifications or 

cbaoge orders or change in the contract statement of work, 

not for cost growth, and 
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Control Account 

Control AccoW1t 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 which 
defmitized 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 control since it represents the 
work assigned to one responsible organizational element 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 which reflects all the 
work and effort 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 completion status, the 
performance measurement baseline, manpower loading, and 
a narrative explanation of significant program variances. 

The dollar value ( excluding fee or profit) negotiated in the 
original contract plus the cumulative 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 
i.ncentive 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 efficieney 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 pe1iod. The formula 
for CPI is BCWP/ACWP. 

Discrete Effort Program effort that bas a measurable output. product or 
service. 

DiJ.'ect 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, schedule, and cost in a single integrated system. 

A value (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 i.n 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. 

lndirect 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 Schedule 

( IMS) 

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 Govemment Program Manager and 
Technical 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 Perfonnance Measurement Baseline (PMB); assess the 

accuracy of the related resources (budgets) and schedules; 

identify potential risks. 

The overalJ program plan including the work definition, 

technical approach, pe1formance criteria, and completion 

criteria. 

The lMS expands the IMP to the work planning level. lt 

defines the tasks, their durations, milestones, milestone 

dates wruch relate to the IMP completion criteria, and 

interdependencies required to complete the program. Tbe 

IMP and IMS are used to track and execute the program. 

A grouping of project personnel along project objective 

lines rather than along organizational lines. lntegrated 

Product Teams are work teams that represent a transition 

from a functional organization structuTe to a multi­

functional project objective arrangement. 

Replanning actions perfom1ed by tJ1e program for remaining 

effort within the recognized total allocated budget. 

Work that does not result in a final product, c. g., liaison, 

coordination, foUow-up, or other support activities, and 

which cannot be effectively associated with a definable end 
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Management Reserve (MR) 

Negotiated Contract Target 

Cost 

OriginaJ Budget 

Overhead 

Other Direct Costs 

Petfonnance Measurement 
Baseline (PMB) 

Perfomi.ing Organization 

product process result. It is measured only in terms of 
resources actually consw11ed within a given time period. 

An amount of the total Contr~ct Budget Base (CBB) 
withheld for management control purposes rather than 
designated for the accomplishment of a specifa: task or set 
of tasks. It is uot a part of the Performance Measurement 
Baseline. 

The estimated cost negotiated in a Cost l?lus Award Fee 
(CPAF), Cost Plus Fixed Fee (CPFF), Cost Plus Incentive 
Fee (CPIF) or Fixed Price 1ncentive Fee (FPIF) contract. 

The budget established at, or near. the time the contract was 
signed, based on the negotiated contract cost. 

Indirect labor and material, supplies and services costs a11d 
other charges, which cannot be consistently identified with 
individual programs. 

A group of accounting elements which can be isolated to 
specific tasks, other than labor and material. Included in 
ODC are such items as travel, computer time, and services 

The time-phased budget plan against which contract 
performance is measured. IL is formed by tbe budgets 
assigned to schcduJed Control Accounts and the allocation 
of overhead costs. For future effort, not planned to the 
Control Account level, the performance measurcmcnl 
baseline also includes budgets assigned to higher level WBS 
elements, and undistributed budgets. It equals the total 
assigned budget less management reserve. 

A defined unit within the program organization structure, 
which applies the resources to perfom1s the authorized scope 
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PlanniJ1g Package 

Reprogramming 

Responsible Organization 

Risk Register 

Schedule Performance [ndex 
(SPI) 

Significanc Variances 

Statistical Estimate at 
Completion 

of work. 

A logical aggregation of far term work within a Control 
Account that can be identified and budgeted but not yet 

defined into Work Packages. 

Replanning of the effort remaining in the contract, resulting 
in a new budget allocabon which exceeds the contract 
budget base. The resulting baseline is called an Over Target 
Baseljne (0TB). 

A defined unit within program's organization structure that 
is assigned responsibility for accomplishing specific tasks. 

ls a tool commonly used in project planning and 
organizational risk assessments. 1t is often refeITe<l to as a 
Risk Log. It is used for identifying, analyzing and 
managing risks. 

An efficiency rating reflecting how quickJy or slowly project 
work is progressing. Measured as a ratio of work 
accomplished versus work planned for a given period of 
time. The formula for SPI is BCWP/BCWS. 

Those differences between planned and actual cost and 
schedule performance which require further review, 
analysis, or action. Appropriate thresholds are established as 
to the magnitude of variances wruch will require variance 
analysis. 

ls a single point estimate that can be quickly prepared and 
used to test the reasonableness of the current cost estimates 
and budget and to indicate when a comprehensive EAC 
should be prepared 
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Time-Phased SIP/A Report. 

To-Complete Performance 
Index {TCPl) 

Total Allocated Budget (TAB) 

Undistributed Budget (UB) 

Variance Analysis Report 
(VAR) 

Variances 

Work Authorization Document 
(WAD) 

Provides the timphased budget, performance (eamed value) 
aild acnial costs at a specific level. It may be at the 
reporting level, control account, and/or work package levcL 
111 all cases the report will also provide the data at the total 
project level. 

An efficiency rating that provides a projection of the 
anticipated performance required to achieve the EAC. TCP) 
indicates the future required cost efficiency needed to 
achieve a target EAC (Estimate At Complete). Any 
significant difference between TCPI and the CPI needed to 
meet the EAC should 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 will reconcile directly lo the Contract Budget Base 
(CBB). Any differences will be documented as to quantity 
and cause. 

Budget applicable to contract effort which bas uot yet been 
identified to WBS 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 established thresholds. 

(See Significant Variances). 

A form used to fonnally authorize aod budget work to the 
Control Account Manager. This document must include, as 
a minimum, the Control Accmmt numbei-, Statement of 
Work, scheduled stait and 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 hardware. 
software, services. data and facilities which results from. 
system engineering efforts. A work breakdown structw-e 
displays 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 the 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 applicable 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 family 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'poses and its discretionary extension to the 
Lower Levels by the contractor, in accordance with MlL­
Handbook 881 and the contract wotk 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 levels where work is 

performed. 

2. It is clearly distinguishable from all other work 
packages. 

3. Tt is assignable to a single organizational element 

4. Tt has scheduled sta1i and finish dates 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 to a relatively short span of 
time or it is subdivided by discrete value milestones to 
facilitate the objective measurement of work pe1·formed. 

7. It is integrated with detailed engineering, 
manufacturing, or oLher schedules. 

Resources 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 compliance 
review, plus the level of documentation should be streamlined. 

The implementation should include: 

• EVM Process flows that reflect bow a company will bllild and maintain the EVM system. 
(EVM Procedures 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 Microsoft Project, with resources. This adds an extra strep, additional costs and little to 
no value. lt is recommended that all resource information be loaded in the EVM engine 
and leave the schedule tool to what it does best, measure progrnss through time 
( duration). 

• The EVM Engine needs to be integrated with the company's accounting system. 

Documentation needed for the Performance Measurement Baseline Review (PMBR) 

• WBS Dictionary/Control Account Work Authorization Documentation 
• Integrated Master Schedule 
• Responsibility Assignment Mattix 
• Cootrol Account Plans 
• PMB Log 
• Baseline Revision Documents 
• Risk Register 

EVM IMPLEMENTATION COSTS 
The cost for an implementation 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 

Tier 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 functiona lity that would be 
needed. For Tier 2 contracts a Larger, more robust EVM engine would be needed. For the Tier 3 
small contracts MS Project or the MSP WTap-around would probably suffice although the more 
robust EVM engines can be used also. 

Tier 2 

It is recommended that one of the larger and flexible EVM engines be utilized. Tbe tool should 
have the flexibility to be able 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 
s hould be able to incorporate the companies Organization Breakdown Structure. Tt should 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 
should have the capability to use all earned value methodologies. Tt should be able to print many 
types of EVM reports that can provide information to the Control Account Managers (CAM) and 
Program Managers (PM), as well as, the Contract Performance 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 
robust, less expensive EVM engine that provides the CPR and timephased S/P/A report. It may 
also use the Microsoft Project wrap-around tools of which there are several on the market. These 
tools also will provide the CPR and timephased S/P/A report for contract deliverable purposes. 

EVM FACJLJTATJON 

EVM facilitation pertains to the monthly process to include: 
• Schedule Status 
• Integration of accounting data into EVM engine 
• 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 contract and one combined cost/schedule 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 equal to or less than $ 120K. If a company is bringing in a 
contractor to provide staff implementation the costs should be up to $135/hr for a schedule 
analyst and $120/hr for an EVM/cost analys t. 

EVM CONSULTANTS 

There may be the need to bring in consultants to help set up your EVM system and perhaps 
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 the BARDA EVM requirements. Most EVM 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 what is requi_red in a 
7 Principles 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 implementing a 7 Ptinciples of EVM system. 
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COSTOFEVM 

BARDA is working diligently to keep the costs of EVM implementation and facilitation at a 

reasonable level. Since the goal at BARDA is to provide an integrated, systematic apprnach 
to the development and purchase of the necessary vaccines, drngs, therapies, and 
diagnostic tools for public health medical emergencies, it is imperative that the flmds for 

product development are used for that such purpose. BARDA expects the costs for 
implementation and monthly facilitation of EVM 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 Process". 
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Appendix 3 Sample EVM Documents 

WBS 1.4.1.x Cardiac (QTc) Safety 

Description 

Study Title: "A Phase I study lo assess the cardiovascular safety of intravenous (fV) 
Panaceomycin in volunteers" (Thorough QT Study) 

We wi ll conduct a thorough evaluation of the cardiac effect of Panaceomycin Injection via a 
randomized, double-blind crossover study. A total of 100 participants (18-22 per arm) will 
randomize to one of five study a1111s to receive in a double-blind fashion a single TV infusion of 
e ither Panaceomycin Injection 10 mg/kg. Panaceomycin Injection at a supra-therapeutic dose, 
c iprot1oxacin (positive control), or placebo. 12-Lead digital ECGs will be collected in triplicate 
via Holter monitor from each participant during dosing. Seven days after dosing, participant$ will 

be re-randomized to receive another treatment. ECGs will be collected and analyzed. A full 
statistical analysis and expert ECG repo1i will be generated. Serum PK samples will also be 
collected at ECG collection time points a11d analyzed to confinn exposw-e. 

Targeted Outcome: No evidence of delay in cardiac repolarization induced by Panaceomycin as 
shown by analys is of the QT interval. 

24 
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Subcontractors 

Vendor Area of Responsibility 

0 Stu dy Documentation Design and Development 
Phase Research 

0 Clinical Monitoring: Includes site initiation, interim, and close-out 
monitoring visits, 

0 Pharmacovigilence 
0 Data Management: Includes build and maintenance of elcctrohic case 

repo1t forms (eCRFs); data query generation and resolution 
0 Biostatistics 
0 Medical Writing: 
0 Pi:oject Management: The Project Manager will actively facilitate 

Phase Research' s interaction with the research site and provide c lose 
moni toring oversight in conjunction with the assigned CRA. Project 
Management will also assist in the finalization of all applicable study 
documents and provide coordination between study vendors. 

0 Pass-through Expenses 

Travel for CRA monitoring visits to clinical sites, shipping and 
printing costs 

0 Investigator Grants 

E nergetics Core Cardiac Lab 

TBD Clinical study site(s) 

Pulse Tech To provide Central Lab services 

Analyx To perfmm PK analyses 

Claritron To write the PK report 

Obelisk To label and dist1ibute study drug product 

Consultants 

Joe Josephs Internal Medical Monitor: 

Sponsor medical oversjght 

Rolf Xerd PhannacoJogist: 

Design and analysis consultation for PK parameters and analysis 

Julie Simms Clinical Trials Manager 

Page l 0\/ of I 12 
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Phil Thomas Medical Writer 

Claire Cools SAS Programmer 

Mary Doe Clinical Contracts 

Jim Dodds Supply Chain 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-up 70% 
Database lock 80% 
Clinical Study Report 90% 
Transferred Trial Master File 100% 

Deliverables 
l. Signed Study Protocol 
2. Top-line data 
3. Signed Clinical Study Report 

External Dependencies 

l. Top-line Data from an External Clinical Study Identifying Panaceomycin 
Maximum Tolerated Dose as a single dose in Humans. 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-therapeutic dose in this Thorough QT Study. 

2. Successful production of cGMP lot of Pauaceomycit1. 
3. Enrollment and retention of study participants. 

Sample WBS Dictiona,y 
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+ 
~\'ork Authorization 

Proje,c:-llCon1ncct B,\.RD:\ I \TBS ,; I l.l .6.: 

\\~S dcuiption Pro~am ~lan~m<!Ilt,~f«tingsand Como! 

:\u1ho nu lion nmon >t l I Schfflulted Surt I Oct 10!0 I xhffluled Finizh I Sep 10!:! 

Work Description 

b)(4) 
~tnl" will m m " !!' the intagration and p-arl'orm=c-' control of th.;, program. 

f or furthef' detail, s« da;cription of scop-<? fot WBS l.1.6.2 

Budget 
(b)(4) 

Labor S 250,000 

Suboontractol'II s 
Con..,,utants s 
Materia.b s 
Tn.nl s 

Total S ~50,000 

Approvals 
Coa,tn,JAwrlllltlfa~u 5a111t: Benj=.n C::;:y 5.i~mre: Date: 

Pr~jKtlla~u :"< IIIIE R.ll!J.ld !i::.itl, Si!]lll tllre: Date: 

Fi:n.all.Cte '.\"amt:Di!!!iH~ Si:ulllre: Datt : 

.J 

Sample Work Authorization Document 
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CAP: 1.J.J Oroq ProdllctiOII 

' 

Mont!i End: 3/31/1011 

CJ 
Control Account Performance 

Month 1 Month 2 Month 3 Month 4 Month 5 Month 6 Month 7 Month 8 Month 9 Month 10 Month 11 Month 12 Toial 

BCWS 200 30 30 40 60 80 6D 80 15 25 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 5 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 DB 10 20 30 70 

Sub DP so 70 50 70 240 

Sub Pack 5 10 15 40 
Material 190 190 

ODC 5 10 15 

BCWS 200 l(l 30 40 60 80 60 80 15 25 l(l 15 675 -
Wort Package Summary 

EVM Month 1 Month 2 Month 3 Month 4 Month S Month 6 Month 7 Montli 8 Month 9 Month 10 Month 11 Month 11 Total 

Sub Contract Management LOE 10 10 10 10 10 10 10 10 10 10 10 10 120 
Purdiase Materials 0/100 190 190 
Manufacture Drug Susbstanc MS 10 20 30 70 
Manufacture Drug Product MS 50 70 50 70 240 
Ship Units 5 10 15 

Package & St0<e Units 5 20 15 40 

BCWS 200 lO 30 40 60 80 60 80 l5 15 lO 25 675 -

Sample Control Account Plan 
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