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PROPOSAL TEMPLATE FOR VENEZUELAN EQUINE ENCEPHALITIS REPLICON 
PARTICLE TRIVALENT FILOVIRUS VACCINE PROCESS DEVELOPMENT, 

FORMULATION, AND MANUFACTURING EFFORTS 

  

1.0  Volume I: Executive Summary (reference Section L.3.3 of RFP) 
 Limit 10 pages. 
 Narrative Summary 
 Table of Contents 
 Cross–reference Matrix Proposal (template provided in Section J of RFP) 

 
2.0  Volume II: Technical Volume (reference Section L.3.4 of RFP) 

 Limit 75 Pages (not including FDA from 483s, FDA established inspection 
reports, pre-approval inspection reports, Quality Management Plan, see 
section L.3.2.3 of RFP) 

2.1. Manufacturing Approach (L.3.4.1) 
2.1.1. Manufacturing advanced development plan of a trivalent 

filovirus vaccine 
2.1.2. Development of a scalable manufacturing process 
2.1.3. Assay development 
2.1.4. Development and selection of a trivalent final vaccine 

formulation 
2.1.5. ICH compliant stability test plan 
2.1.6. Manufacturing cGMP pilot lots both bulk and final vaccine 

product 
2.1.7. Manufacturing advanced development plan and cGMP 

manufacture of a Marburg vaccine  
2.1.8. Development and selection of a thermo stable trivalent 

final vaccine formulation 
2.2. Manufacturing Facility (L.3.4.2) 

2.2.1. Describe Offeror’s personnel, facility, and equipment  
2.2.2. Describe facility compliance with cGMP and BSL3 

requirements 
2.2.3. Describe facility systems and implementation of these 

systems 
2.3. Regulatory Compliance/Approach (L.3.4.3) 

2.3.1. Regulatory Approach 
2.3.2. Overview of quality and regulatory systems and 

implementation of those systems 
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2.3.3. Knowledge and compliance with cGMP of Offeror and 
Subcontractors, if necessary.  

2.4. Quality Management Plan (L.3.4.4) 
2.5. Statement of Work (L.3.4.5; SOO-SOW cross walk template 
provided in Section J of RFP) 

3.0   Volume III: Program Management (reference Section L.3.5 of RFP) 
 Limit 25 pages (not including Curriculum Vitae and bibliographic data, 

IMS, see section L.3.2.3 of RFP). 
3.1. Contract Work Breakdown Structure (L.3.5.1; reference MIL-HDBK-
881) 

3.2. Integrated Master Schedule (L.3.5.2; reference DoD Integrated 
Master Plan and Integrated Master Schedule Preparation and Use 
Guide) 

3.3. Risk Management System (L.3.5.3) 
3.4. Safety (L.3.5.4) 
3.5. Key Personnel Qualifications (L.3.5.5) 
3.6. Subcontractor Management (L.3.5.6) 
3.7. Earned Value Management (L.3.5.7) 

 
4.0   Volume IV: Past Performance (reference Section L.3.6 of RFP) 

 There is no page limit.   
4.1. Past Performance Information (Attachment A; L.3.6.1) 
4.2. Provide evidence of relevant ongoing and previous Government 
contracts held during the past three years to include corporate 
experience manufacturing vaccines. (If there is limited Government 
contracting experience, provide a description of similar contacts with 
commercial entities, local and/or state governments; L.3.6.2).     

4.3. Past Performance Questionnaires (Attachment B; L.3.6.4) 
 

5.0   Volume V: Cost (reference Section L.3.7 of RFP) 
 Limit 30 pages (excluding Subcontractor proposals; see section L.3.2.3 of 

RFP) 
 Utilize a Microsoft Excel compatible spreadsheet in “Read Only” format 

that shows all formulas and links for review 
 Cost breakdown by Government Fiscal Year 
 Proposal shall be an integrated and compreshensive estimate with 

descriptions of estimating techniques and allocation methods. 
 Cost Template provided in Section J of RFP 

5.1. Cost Breakdown Elements 
5.1.1. Direct Labor 
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5.1.2. Subcontractor Costs 
5.1.3. Consultants 
5.1.4. Materials and Supplies 
5.1.5. Travel 
5.1.6. Equipment 
5.1.7. Other Costs 
5.1.8. Indirect Costs (i.e., Overhead, G&A) 

5.2. Incentive Fee 
5.3. Estimating system 
5.4. Purchasing System 
5.5. Accounting System 
5.6. Company Financial Statements 

 
 


