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“Vaccine/Biologics " Program Level
Work Breakdown Structure Template

k) 0 Explanation of Examples and How They Can Be Used
o Traz ey
é b The provided WBS is the The identified to level three, are used for
o | standardized tracking and reporting within the agency for the Vaccines and Biologics programs. There
= are WBS examples also in development for drugs and devices. Below level three the contractor has the
o | l l £ 1 flexibility to develop the project plan in a manner that best suits their organization. It is understood that
‘ 5 | | 2 | | 2 ‘ | Z | | g ‘ notall contracts will include activities and tasks within all functional categories. lllustrations of how that
= - an be identified are included in the example documents and will be identified in the descriptions
below. These documents are being provided as examples only and not intended to prescribe the use of
the specified formats or any software packages.
& = S | |
: = el Ml Ml il = o e S
= eropot wansgament Torays Tuamne ez —_— wBS.
- Toshaion Froet Mansgument Zaws Tuszne eiiozne L
| kot et Tams  Twsi  FoN
< Uniae Pt e Nen F 10w Includes top level program identification, level two identifies 7 functional categories, and level 3 are the
e ot Pt Baeeie Scheaie ) tamn E Fi oz
- Frovde Updsid WS Deberatie Lot e L UTCm T reporting categories used within the agency for progress and tracking. The provided example WBS is
= et e i GAGC Wi e NS AOZICE being standardized and approved within the agency for vaccines and biologics and will be applied to all
e e Prama e Wmsam  eamies e ,
GAGC & Pt g e Gamn Fatozw  mmmazmioam vaccine and biologic contracts in the future. Additional standardized WBSs are in development for drugs
‘Subonincor i Fa azzne N
T v i Mg P TDaas om0 AOZICS and devices.
e o T i 015> oam oz
= o anagoment ey Mo nine
& ‘eree oo Mg TEama om0t P 0
= ot Rk et P 1 Gamn  FiDE A0 , .
E] iy P Ui Samn Wiz Fumi Tesed ABC Ca. Generic Vaccine 10142010
= ) Dy Lo e e e Contract Milestones and Deliverables cture as the WES and includes a cross reference
= = Vo CaniontFaonlogy Taw Twazme Twazne of the functional areas. The example Gantt
(&} =] PR Phamacodymarmics (FO) Tow  ThaS2I0 Twaavio Gantt
=. 122 Line# | wBS Milestone Deliverable Success Criteria Timi i =t lead toidentified progress* and contract
) a
[= 1 1.1 Project Management hclude 1.1 Project Management and 1.3 Non-
= 122 [
o " WESCross |t e in these documents beyond the standard level 3
= 1323 | Complete Project Baseline Reference and Identified identification for Progress:
: '-m -] 1.1.1.3 |Schedule Dediverables |Assessment Q1Fr Base
= a1 cienmes key
o o betwean prime and sub for 3 )
progress updates and risk kcordance with the provided WES and the
= a
= 1 M 1122 e Plan QUYL | Base |een identified on the Gantt. This is to illustrate
="
= o hre included as well as project needs that have
== 1as fotiations
= - hrd 1132 Q1Fv11 | Base -
=i 152
e 15
[ 18
= LS| rcordance with the provided WBS and the
B = MU BRAKE2] QUFYIT | Base leen identified on the Gantt. In this example
= 1e8 T Non Clinical Toxicology Milestones Jasks as it is noted that activities in that area
= L2 I e I : I prtract. This is to illustrate planning flexibility;
= L] 13 NonClinical Milestones ler do not require activities listed if previously
Pt e G310 L |t period of performance.
Gt o 5517
Poge 1 = 1321 2l | Base ki reporting and assessment and a list/menu of
30 1324 Q3FYil Base
33 1332 QiFYi2 Option 1
1.4 Clinical Milesiones
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Development of a Project Development Plan  Seorson

PREPAREDNESS AND RESPONSE

{é Series of Step by Step Documents for the ASPR

* Explanation of Examples and Uses
— Narrative that walks you through each document and how they are linked

Work Breakdown Structure
— Aligned to BARDA Reporting Requirements
Integrated Management Schedule (IMS) (“Gantt Chart”)
— Example includes cross references between documents
Contract Milestone Chart
— Used as metrics for progress determination during reviews
Sample Project Management Plan
Sample Sub-Contractor Management Plan
Risk Management Plan

— lllustrates impact on project if risks are realized
— Aligns to WBS and IMS

ASPR: Resilient People. Healthy Communities. A Nation Prepared.



Version: 3/23/11 “Vaccine/Biologics ” Program Level

Work Breakdown Structure Template

/

© 1.0
= (Topic Area)
e}
| (Product Name)
(1]
i)
o
—
R ¥ . 4 v v v
1.1 1.2 13
J Program Non-Clinical NoneGiriesl 14 1.5 1.6 1.7
Management Toxicology Clinical Regulatory cmMmc Procurement
I N A L I { 1 1
] T2 ; i 1iait ke 133 R TET 55 e s =
Technical |[Subcontractor ;LE E.I\;.IM% Model Agent Efficacy & etz L e 5 1&?&:“0“ Warm éus:.;;?nem Djll?;isal
&P Wanagement | - Development| |Characterization Safety MO MOABLA Marketing 4 - Base i
1.2.1 122 1.4 142 143 i LEd e iad e Cantrals
‘PKIPD: Safet | - i Post Chermistry Pre-Clinical Pilot Scale Commercial h e
K S i R s Phased BLAMDA {Faormulation] hanufacturing Wanuf acturing hanufacturing wgg:gﬂ;

Contract Level

WBS Level

Lewell — Thisis a WBS Reporting template. The Program Level WBS structure provides consistency
Level 2 I acrossthe program. A contractor should expand their Contractor VWBS beyond the top three

levels to the appropriate reporting level. Not all contracts will include work that flows into each
Level 3 [ WBS, please note un-used VWBS lines as ‘reserved.”




[0} TRL WHS Tazk Mame Duration Start Finizh |201,1 |201 5 2013 014
Level a otr2 (a3 [otrg [emrt [or2 [otrs [otrd [otrt [otr2 [otrd [atrg [ atrt [otr2 [atrs [otra [atrt |
1 Generic Vaccine by ABC Co. 290 days? Wed 11/2/11 d
1.1 Project Management 15T days ! —
111 Technical Project Management 22 days | Thu %2340 Fri10:2210 “
11141 Kick off Meeting 2days  Thu 923410 Fri 9:2410
1112 Update Project Schedule 10days  Mon 2527410 Fri1045H 0
1113 Complete Project Baszeline Schedule (MS) 0 days Fri1/sM10 Fri 104510
1114 Provide Updated MSDeliversble List Sdays Mond10M1M00 Fri10M5HM0
1.1.1.5 Infrastructure 20 days | Mon %2740 Fri 102210
111541 Recruit and Hire QAQC Manager 20days  Mon 9027M0 Fri10/22M0
11152 Recruit and Hire Pharma PM 20days  Mon 927M0 Fri10/22M0
11153 QAT & PM Approved and Hired Odays  Fri10f22M0 Fri10i22M0
1.1.2 SubCentractor Management 10 days Mon 104140 Fri 10:2210
1121 Develop Subcontractor Management Plan 10 days Mon 101140 Fri10/22M0
1122 Complete Subcontractor Plan (WS) Odays  Fri10f22M0  Fri10/2210
1.1.3 Risk Management 145 days Mon 101110 Fri 42911
14341 Develop Risk Management Plan 15 days| Mon10M1M0)  Fri10/2940
1132 Cotmplete Rizk Managemert Plan (MS) O days  Fri10/29M0  Fri10/29M0
1133 Cuarterly RMP Update Sdays Mon 172401 Fri1/25M1
11354 Cuarterly RMP Update Sdays  Mon 452501 Fri /2911
11.4 EWMS Odays  Thu 952310 Thu 902340
1.2 Hon-Clinical Toxicology 1 day Thu %2340 Thu %2310
1241 Pharmacokinetic (PR Pharmacodynaimics (PD) 1day)  Thu 223100 Thu 92340
122 Safety 1day  Thu 82310  Thu 902310
1.3 Heon-Clinical 290 days | Thu %2310 Wed 11211
1341 Model Development (activities completed prior to cond 1day  Thu 82310 Thu 92310
1.3.2 Agent Characterization 180 days | Thu %2310 Wed 6111
1.321 Study 1a, Single Doze 90 days|  Thu 252310 Wed 1/26M1
1322 © nterimAnslysisRepot Odays| Wed 12601 Wed 12641
1323 Study 1hb, Fractional Dosing 90 days| Thu 1727411 Wed 61111
1324 Characterization Complete 0 days Wied BMMA Wed B M1
1.3.3 Efficacy and Safety Studies 90 days Thu 630141 Wed 117211
1.3.341 Study 2 90 days  Thu 63041 WWed 11241
1.33.2 Odays  Wed 117211 Wed 1152411
1.4 Clinical 1day? Thu %2310 Thu %2310
141 Phase | 1 day?  Thu 92310  Thu 82340
142 FPhase Il 1 cay?  Thu 952310 Thu 202310
143 Phase lll 1 day?  Thu 92340  Thu 952340
144 Post BLAMDA, 1 day?  Thu 92340  Thu 92340
1.5 Regulatory 1day? Thu %2310 Thu %2310
141 1D 1 day?  Thu 92310  Thu 82340
152 MDABELA 1 cay?  Thu 952310 Thu 202310
153 Post Marketing 1 day?  Thu 92340  Thu 952340
1.6 Chemistry, Manufacturing, and Controls 1day? Thu %2310 Thu %2310
161 Chemistry (formulatian) 1 day?  Thu 92310 Thu 92310
162 Pre-Clinical Manufacturing 1 day?  Thu 942310 Thu 22310
163 Pilct Scale Manutacturing 1 day?  Thu 22340 Thu 92340
164 Commetrcial Manufacturing 1 day?  Thu9023M0 0 Thu 92340
165 Contrals (analyticalialidstion) 1 day?  ThuSM23M0  Thu 902310
1.7 Procurement {Ho Activity Under this Contract) 1day? Thu %2310 Thu $2310
1741 Acouisition 1 cay?  Thu 952310 Thu 202310
172 ‘Warm Base 1 day?  Thu 92340 Thu 92340
173 Sustainment 1 day?  Thu 92340  Thu 92340
174 Dizpozal 1 day?  Thu 92310  Thu 9/2340




Gantt

Line # WBS Milestone Deliverable Success Criteria Timing Option
1.1 Project Management
Includes updates as discussed
Updated Gantt w/WBS Cross with PCT at Kickoff meeting, and
Complete Project Baseline Reference and ldentified MS identification for Progress
6 1.1.1.3 Schedule Deliverables Assessment Q1,FY11 Base
Identifies key interaction factors
between prime and s ub for
progress updates and risk
14 1.1.2.2 Complete Subcontractor Plan Subcontractor Managmeent Plan |management Q1,FY11 Base
Identifies key risks,
assessesment, mitigations,
contingencies and impact as well
17 1.1.3.2 Complete Risk Management Plan |Risk Management Plan as update process Q1,FY11 Base
Positions identified during
negotiations have been filled by
qualified personnal for their
Key Positions Filled and added t o |expected duties associated to the
11 1.1.1.5.3 Contract project Q1,FY11 Base
1.2 Non-Clinical Toxicology Milestones
1.2.X
1.3 Non-Clinical Milestones
Characterization of model that
Draft study report for Objective 1 |acheives protocol end points
28 1.3.2.1 study 1a segment outlined in protocol XXX Q2,FY11 Base
Draft study report for Objective 1 |Characterization of model that
Completion of Study 1b under study 1a segment and 1b acheives protocol end points
30 1.3.2.4 Objective 1, Fractional Dosing segment outlined in protocol XXXXXOKX Q3,FY11 Base
Final study report for Objective 1 |Characterization of model that
study 1a segment, 1b segment, acheives protocol end points
33 1.3.3.2 and study 2 included outlined in protocol XXX Q1,FY12 Option 1

1.4 Clinical Milestones

FDA Concurrentce to proceed
with clinical studies and protocol

LA o aamn
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e Sample Project Management Plan
— Generic Example, includes elements and topics for consideration

* Sample Sub-Contractor Management Plan
— Generic Example, includes elements and topics for consideration

* Risk Management Plan
— Generic Example of Management and Oversight Process, includes elements and
topics for consideration
— Example of a 5 by 5 Risk Assessment Matrix with Definitions
— Risk Registry
* lllustrates impact on project if risks are realized
* Aligns to WBS and IMS

ASPR: Resilient People. Healthy Communities. A Nation Prepared.
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Risk Register for "Generic Vaccine"

Gantt WBS Risk Overall Impact Mitigation Contingency CSP Impact Timing / Option
Additional
FDA does not agree with the $400,000 for NHP
characterization results (non-clinical Update program design with FDA Model Study
and clinical studies planned, example input, modify SOW, obtain BARDA
if FDA requires NHP instead of used [Occasional + Early and frequent meetings with the [CO, PO, and Management Approval of [Addition of ~9
30{1.3.2.4 animal model) Moderate = 3C _|FDA prior to study execution. new SOW, and provide budget request [months Q3, FY11 - BASE

Lab unable to produce an adequate
amount of product to conduct all
studies that are currently scheduled

Subcontract negotiations with CMO to
produce product for use in non-clinical
studies.

1. Slow the pace of the studies to
accommodate the production
availability

2. Use available lab product until CRO
cGMP product is available

Contract negotiations failure

Subcontract negotiations with CMO to
produce non-GMP product for use in
non-clinical studies.

1. Use available lab product and
schedule studies based on available
product.

2. Transition financial resources from
subcontract to expansion of lab for
production.

3. Transition financial resources to
expedite the execution of the cGMP
subcontract.

Manufacturing failure

Complete technical package and
assistance available from lab.

1. Second manufacturing attempt

2. Discontinue contract and us e lab
product

3. Discontinue contract and ex pedite
the cGMP manufacturing contract.

Contract negotiations failure with
cGMP facility

Early RFP for evaluation of multiple
CMO facilities

Alternate facility RFP

Tech Transfer failure (lack of detailed
information)

Completion of detailed manufacturing
technical transfer package and SME
provisions during pilot ot preparations

Manufacturing process development,
testing, optimization and validation
requirement

Study Task 2 (subtask studies task
lines 37 and 38) could yield negative
results, not meet success criteria

Preliminary studies conducted with
positive results

Alternate study design and potential
product redesign

Study Task 1 (subtask studies task
lines 45 and 46) could yield negative
results, not meet success criteria

Preliminary studies conducted with
positive results

Alternate study design and potential
product redesign

Study Task 3 (subtask studies task
lines 52, 53, 54, and 55) could yield
negative results, not meet success
criteria

Preliminary studies conducted with
positive results

Alternate study design and potential
product redesign

ASPR: Resilient People. Healthy Communities. A Nation Prepared.
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e Statement of Work
— Aligns to Product Development Plan
— Cross Reference to WBS

* Supporting Research References
— Prior study results
— Supporting publications

* Key Personnel Information
— CVs and Resumes of Key Personnel
— Hiring Plan

ASPR: Resilient People. Healthy Communities. A Nation Prepared.
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{é Cost Proposal ASPR

* http://www.phe.gov/about/amcqg/Pages/gettingstarted.aspx
* Funding is allocated to specific uses based on the proposal,
iIndividual breakouts
— Labor
— Subcontractors
— Consultants
— Materials

— ODCs

* Travel
* Equipment
* Funding is allocated to specific periods of performance

ASPR: Resilient People. Healthy Communities. A Nation Prepared.
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* Developing your SOW and Cost Proposals based on Work
Packages
* Benefits
— Expedites Proposal Review
— Changes to the Development Plan during Negotiations
— Changes to the Development Plan during Execution
— EVMS Implementation
— Tracking True Costs

ASPR: Resilient People. Healthy Communities. A Nation Prepared. 10
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Questions
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