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SUMMARY OF CHANGES – Amendment 04
1.  The closing date of this solicitation is being extended to May 23, 2008, 3:00PM.
2.  Item 7. Section C, General Objectives, Objective 2; on Amendment 03, the following Objective 2E is hereby changed to read:   
Objective 2E – Ease of Use - HHS will favor medical countermeasures that people can self-administer (e.g., oral antibiotics) over those that require administration by a health care worker. For those medical countermeasures that do require a health care worker, HHS will favor easily administered medications (e.g., a simple single injection) over medications that require intravenous administration, continuous medical monitoring, or prolonged courses. Preferred medical countermeasures will include products that can be stored at room temperature or a temperature no colder than 2°C., have a minimum 5-year shelf-life, and are appropriate for use by the vast majority of the at-risk population.
2.  Section C, Statement of Objectives, General Objectives, Objective 6; in the RFP, the following objective is hereby changed to read:  
“Objective 6 - Stability and Dating Period

The Contractor shall develop and perform a stability plan in consultation with the FDA, BARDA, and CDC for all product delivered to the SNS.  Contractor shall perform stability assessments to support the proposed shelf-life of the FDP, and conduct ongoing stability assessments to support extension of the product expiration
 (ICH Q1A), if feasible.  The product shall be stored at a room temperature or a temperature no colder than 2°C., packaged in single or multi-dose units, and in a manner compatible with SNS storage requirements as mandated by the SNS.  Elements of this Objective include:“
Note:  Objectives 6A through 6D remain unchanged.

3.  Item 12. on Amendment 03:  The following paragraph in Section I, under full text clauses, is hereby revised as follows:

(1)  FAR 52.216-7, Allowable Cost and Payment (Dec 2002) (DEVIATION).  Paragraph (a)(1) is amended to read:

In accordance with Public Law 108-276, the Contractor may not invoice for payment under any cost reimbursement contract line item number (CLIN) prior to satisfying the paragraph of this contract entitled “Payment Conditioned on Delivery of Product.”   The Government will make payments to the Contractor when requested as work progresses, but (except for small business concerns) not more often than once every 2 weeks, in amounts determined to be allowable by the Contracting Officer in accordance with Federal Acquisition Regulation (FAR) Subpart 31.2 in effect on the date of this contract and the terms of this contract.  
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4.  Section I, the following clauses are hereby updated to the current version as shown:

	FAR/ HHSAR

CLAUSE 
	RFP
DATE
	AMEND 
DATE
	CURRENT
DATE
	TITLE

	52.204-8
	Jan 2005
	
	Jan 2006
	Annual Representations and Certifications 

	52.204-7
	Oct 2003
	Jul 2006
	Apr 2008
	Central Contractor Registration

	52.219-9
	Jul 2005
	Nov 2007
	Apr 2008
	Small Business Subcontracting Plan (Over $500,000)

	52.222-24
	Oct 1997  Feb 1999 
	
	Feb 1999
	Pre-award On-Site Equal Opportunity Compliance Evaluation

	52.227-2
	Aug 1996
	
	Dec 2007
	Notice and Assistance Regarding Patent and Copyright Infringement (Over $100,000)

	52.244-2
	Aug 1998
	
	Jun 2007
	Subcontracts, Alternate II (Mar 2005) *If written consent to subcontract is required, the identified subcontracts are listed in ARTICLE B, Advance Understandings.

	352.224-70
	Apr 1984
	
	Jan 2006
	Confidentiality of Information

	352.270-8
	Jan 2001
	
	Jan 2006
	Protection of Human Subjects
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5.  Item 15 on Amendment 03, Table of Volumes, Business Proposal is hereby amended to read: 
	Volume I – Technical Proposal 
	One (1) SIGNED ORIGINAL.

Eight (8) hard copies 

Five (5) electronic copies 
	Maximum of 200 pages and 300 pages of appendices

Not included in page count: 

- Cover page

- Table of Contents

- Resumes

- Pre-IND, IND or documentation (Copies of all FDA Communications as per Objective 1)

	Volume II – Business Proposal 
	One (1) SIGNED ORIGINAL.

Eight (8) hard copies 

Five (5) electronic copies
	No Page Limit
Please include in Business Proposal: 

- Cover Page

- Table of Contents

- Questionnaires 

- Organizational Structure 


6. Section L III. Business Proposal, Paragraph (a) in the RFP, is hereby amended to read:

(a)  Electronic copies shall be accessible through MICROSOFT Office software, virus-free CD-ROMs.  Each volume and copy (listed above) shall be on a separate CD-ROM.  Clearly indicate on each CD-ROM and CD-ROM cover the volume number, title, copy number (if more than one copy is required), RFP identification and the offeror’s name.  Each CD-ROM and its cover shall contain all appropriate markings (Disclosure, Protection and Marking of Contractor Bid or Proposal Information, and Source Selection Information) including those prescribed in accordance with Restriction on disclosure and use of data below.  Use separate files to permit rapid location of all portions of each volume, including exhibits, annexes, and attachments, if any.  If files are compressed, the necessary decompression program must be included.  The electronic copies of the proposal shall be submitted in a format readable by MICROSOFT OFFICE 2003 and compatible with WINDOWS XP.  Scanned documents in PDF files and .exe files are not acceptable.
7.  Item 24, on Amendment 03, Paragraph (2) is hereby amended to read: 

(2) The product in question must have an Investigational New Drug (Application) for any indication.  The product to be offered must not be on clinical hold and must (a) be at no less than Phase 2 of product development, or (b) have an already-approved therapeutic indication.  It will be up to the Offeror to provide the appropriate documentation (copies of IND submissions, FDA meeting minutes, etc.) as per Objective 1 (Regulatory Plan) to document the current status of the product. 
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8.  Attachment 1, Packaging and Delivery Instructions, is hereby amended to read:

	Document
	Number of Copies
	Page Limits

	Technical Proposal
	One (1) SIGNED ORIGINAL.

Eight (8) hard copies 

Five (5) electronic copies
	Limited to not-to-exceed 200 Pages*


	Technical Proposal Appendices 

All materials shall be available electronically (i.e. SOPs, Pertinent Manuals, Figures or Data, and Letters of Collaboration/Intent).
	One (1) SIGNED ORIGINAL.

Eight (8) hard copies

Five (5) electronic copies

	Limited to not-to-exceed 300 Pages*


	Business Proposal
	One (1) SIGNED ORIGINAL.

Eight (8) hard copies

Five (5) electronic copies
	No Page Limit 

	Representations and Certifications
	Provide one (1) hard copy with original business proposal, and provide electronic representations and certifications via the BPN website (www.bpn.gov/orca)
	No Page Limit


* Not included in page count: 

- Cover page

- Table of Contents

- Resumes

- Pre-IND, IND or documentation (Copies of all FDA Communications as per Objective 1)
9.  Section E.1, Inspection and Acceptance, is hereby revised to read:

Inspection and acceptance of the required product in the Contractor’s plant, services and documentation called for herein, shall be accomplished by the Contracting Officer or their duly authorized representative (who for the purposes of this contract shall be the Project Officer) at the destination of the article, service or documentation.
10.  Amendment 03, Item 10; the following clause is corrected to read: FAR 52.245-9 “Use and Charges”.

11.  Amendment 03, Item 14; Section L.1, second paragraph under Paragraph 1, entitled “Proposal Information” is hereby amended to read: 

“The Statement of Objectives (SOO), included as Section C of the RFP, provides the Government’s overall objectives.  The offeror shall use the SOO, together with other applicable portions of the RFP as a basis for preparing a proposed Statement of Work (SOW) as part of the offer.  The specific efforts defined in the SOW shall be structured according to the Work Breakdown Structure (WBS) and traceable to the SOO.  The SOW shall be submitted as part of the proposal and will become an attachment to the contract at award.  The offeror’s SOW shall include all appropriate documents, including those outlined in Objective 1, that support the development of the Offeror’s product.”
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NOTE:  1st and 3rd paragraphs under this Paragraph 1 remain unchanged.

12.  Amendment 03, Item 20, Paragraph entitled “PACKAGING AND DELIVERY OF PROPOSAL”, Part III, is hereby amended to read as follows:  
Proposals shall be submitted in 3-ring binders on 8 ½ x 11-inch paper, typewritten, paginated, single-spaced and will be legible in all required copies. Text shall be no smaller than 11-point.  Margins on all four sides of each 
sheet shall be at least one inch.  A page printed on both sides’ counts as two pages.  Special consideration will not be given for colors, pictures or unnecessary graphics.  Videos and other tapes will not be accepted.  To expedite the proposal evaluation, all documents required for responding to the RFP should be placed in the following order:

13.  Amendment 03, Item 21, Section L.III, Technical Proposal Instructions, paragraph 25, subparagraph (b), 3rd paragraph only is hereby amended to read as follows:  

The technical proposal should be prepared and submitted, in a format to facilitate proposal evaluation, in accordance with the criteria specified in Section M hereof, i.e., the proposal should contain a separate 

section addressing the Offerors ability to meet the mandatory criteria for eligibility; a separate section addressing the Offerors ability to meet the ARS Syndrome as outlined; separate sections addressing the Offerors ability to meet each of the following Technical Evaluation Criteria:  Efficacy, Treatment Schedule; Medical Countermeasure Format; Manufacturing and FDA approval or licensure ability; and a separate section addressing the Offeror’s past performance information.  The technical proposal, (excluding the section entitled past performance), should not exceed 200 single-spaced, single sided, 8 1/2 by 11 inch pages of 11 or 12-point type, excluding appendices and resumes of key personnel.

14.  Section C, Statement of Objectives, Objective 9B, Final Reports for Clinical and Non-Clinical Studies and Comprehensive Final Report and Objective 9C, Final Report for the Contract are hereby amended to read as follows:
Objective 9B - Final Reports for Clinical and Non-Clinical Studies

· Draft Final Reports will be submitted to the Contracting Officer for review by the PO and comment no later than 60 working days after the end of data and statistical analysis.  All study reports must be formatted according to the appropriate FDA and ICH guidance.  A technical progress report will not be required for the period when the Final Report is due.
Objective 9C - Comprehensive Final Report for the Contract 

· The draft Comprehensive Final Report will be submitted to the Contracting Officer for review and comment no later than 60 working days prior to the end of the performance period.

· The Contracting Officer must provide written comments 15 working days after the submission of the Draft Final Report.  

· The Comprehensive Final Report will be submitted to the Contracting Officer 15 days after receiving comments on the Draft Final Report from the Contracting Officer.

· The Comprehensive Final Report must detail, document, and summarize the results of the entire contract work.  The report must explain comprehensively the results achieved across all studies.

15.  Section M, M.2 Technical Evaluation Criteria, “Evaluation Point 2: Product Efficacy” and “Evaluation Point 3: Product Safety Profile” is hereby amended to read as follows:
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Evaluation Point 2:  Product Efficacy







25 Points

Demonstrated product efficacy includes, but is not limited to: 1) measurements in animal models for the treatment of neutropenia arising from whole body irradiation which achieves an LD50 in a selected species without supportive care (e.g. the non-human primate [NHP] is dosed at the human equivalent dose of 6 Gy); 2) use of a minimum dose rate of 50 cGy/min; 3) evaluation of two efficacy endpoints including survival benefit, 
i.e. improvement from an LD60/60 to better than an LD30/60
; and 4) the statistical improvement
 of neutrophil counts in the treated group with demonstration of a peripheral neutrophil count nadir in the control irradiated animals that reflects human equivalent neutropenia (i.e., approximately less than 500 cells/mm3).  In addition, the adequacy, comprehensiveness, and scientific soundness of the methods and procedures will be assessed.  The Product must have efficacy benefit when administered not earlier than 24 hours post irradiation.  Therapies that have efficacy when administered at longer durations post-irradiation will retain more points. 

Evaluation Point 3:  Product Safety Profile 






15 Points

Demonstrated product safety profile includes, but is not limited to, the product’s clinical adverse event rates and severity, changes in blood counts and chemistries, urinalysis, weight gain/loss, and the findings of non-clinical GLP safety studies.  These should include physiologic and neurologic/behavioral functional studies.  Adequacy, comprehensiveness, and feasibility of these plans and the scientific soundness of the methods and procedures to evaluate product safety will be assessed.
16.  Attached are additional clarification questions with associated answers.  The attachment is referenced as Attachment C.   
�  ICH Q1A, � HYPERLINK "http://www.fda.gov/OHRMS/DOCKETS/98fr/110701a.htm" ��http://www.fda.gov/OHRMS/DOCKETS/98fr/110701a.htm� 


� LD60/60 to LD30/60; improvement in survival of 30% over 60 days following a lethal dose or ionizing radiation where 60% perish by 60 days is improved to 30% perish in 60 days


� In this context, improvement is defined as when the treated animals are no longer clinically neutropenic when compared to the control animals





