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SUMMARY OF CHANGES INCORPORATED IN THE ABOVE REFERENCED SOLICITATION: 
1.   Section B – Supplies or Services and Prices/Costs.  By deleting the following sentence from the RFP because the definition is covered under FAR 52.222-39:


“For the purpose of this solicitation, the U.S. is defined as the fifty states, the District of Columbia and Puerto Rico.”
2.  Section B.2, the second sentence is replaced with the following:


“During the ordering period of the contract, the Government may order supplies or services at the unit prices listed below.”   

3.  Sections B, paragraph B.5.1 (second B.5.1):  The second paragraph with the duplicate paragraph number of B.5.1 is hereby revised as follows and renumbered to B.5.2.:

B.5.2.   The offeror may invoice for CLINS 0002, 0003, 0007, 0009 and 0010 (Base Period); CLINS 0016, 0017, 0021, 0023 and 0024 (Option Period I); and CLINS 0030, 0031, 0035, 0037 and 0038 (Option Period II), once the bulk or final product is accepted by the Contracting Officer.  Storage will be as ordered.  The offeror will be responsible for maintaining Government Furnished Property in accordance with FAR 52.245-1.  Invoicing for these CLINS shall be done at a minimum on a quarterly, semi-annually or annual basis. 

4.  Section C, Paragraph C.1.3.4 is deleted in its entirety (from Amendment 0001) and replaced with the following paragraph:

C.1.3.4.  Under CLINS 0004, 0018 and 0032, the Contractor shall perform the following activities:
· Formulation of commercial scale lots of H5N1 bulk vaccine concentrates at the approved concentration and at a dosage to be determined by the U.S. Government based on clinical experience with these vaccines. 

· Dispense formulated H5N1 vaccine product into multi-dose vials (5 or 10doses/vial) at a volume of 0.1-1.0 ml per dose.

· Affix labels onto filled vials with FDA-approved text for a similar product such as seasonal flu vaccine product.

· Package filled and labeled vials into suitable containers used similarly for the FDA-licensed seasonal influenza vaccine product and store at appropriate conditions during lot release product testing.

· Provide lot release product testing of the H5N1 final container vaccine using lot release specifications similar to those of the FDA-license seasonal influenza vaccine product. 

5.  Section C, Paragraph C.1.3.5. is deleted in its entirety and replaced with the following paragraph:

C.1.3.5.  Under CLINS 0005, 0019 and 0033, the Contractor shall perform the following activities:
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· Formulation of commercial scale lots of H5N1 bulk vaccine concentrates with adjuvant at the approved concentration and at a dosage to be determined by the U.S. Government based on clinical experience with these vaccines. 

· Dispense formulated H5N1 vaccine product into multi-dose vials (5 or 10doses/vial) at a volume of 0.1-1.0 ml per dose.

· Affix labels onto filled vials with FDA-approved text for a similar product such as seasonal flu vaccine product.

· Package filled and labeled vials into suitable containers used similarly for the FDA-licensed seasonal influenza vaccine product and store at appropriate conditions during lot release product testing.

· Provide lot release product testing of the H5N1 final container vaccine using lot release specifications similar to those of the FDA-license seasonal influenza vaccine product. 

6.  Section C, Paragraph C.1.3.6. is deleted in its entirety and replaced with the following paragraph:

C.1.3.6. Under CLINS 0006, 0020 and 0034, the Contractor shall perform the following activities:
· Formulation of commercial scale lots of H5N1 bulk vaccine concentrates and adjuvant separately. Antigen and adjuvant will be formulated at the approved concentration and at a dosage to be determined by the U.S. Government based on clinical experience with these vaccines. 

· Dispense formulated H5N1 vaccine product into multi-dose vials (5 or 10doses/vial) at a volume of 0.1-1 ml per dose.

· Dispense formulated adjuvant into separate multi-dose vials (5 or 10 doses/vial) at a volume of 0.1-0.5 ml per dose.

· Affix labels onto filled vials with vaccine and adjuvant with FDA-approved text for a similar product such as seasonal flu vaccine product.

· Package filled and labeled vials into suitable containers used similarly for the FDA-licensed seasonal influenza vaccine product and store at appropriate conditions during lot release product testing.

· Provide lot release product testing of the H5N1 final container vaccine using lot release specifications similar to those of the FDA-license seasonal influenza vaccine product. 

7.   Section F, by revising paragraph F.3 to read as follows:

F.3  DATES FOR DELIVERY OR PERFORMANCE

The contractor shall accomplish delivery or performance no later than time periods as referenced by CLIN below.  The start date shall be the date of the each order unless a longer period of performance or an earlier date is mutually agreed between the Government and the Contractor.  
CLINs



Period of Performance
0001, 0015, 0029

Within 12 months after issuance of order

0002, 0016, 0030

36 months

0003, 0017, 0031

24 months 

0004, 0018, 0032

To be negotiated
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0005, 0019, 0033

To be negotiated

0006, 0020, 0034

To be negotiated

0007, 0021, 0035

24 months

0008, 0022, 0036

Within 12 months after issuance of order

0009, 0023, 0037

36 months

0010, 0024, 0038

24 months

0011, 0025, 0039

To be negotiated

0012, 0026, 0040
Beginning date is  as reference in Section C, Completion date to be negotiated

0013, 0027, 0041
Beginning date is  as reference in Section C, Completion date to be negotiated

8.  Section E, Paragraph E.3, FAR References, the following clause is added by reference:

FAR REFERENCE

TITLE





DATE
FAR 52.246-4
Inspection and Acceptance of Services Fixed-Price
Aug 1996

9. Section G, paragraph G.5.2.11, by deleting the following from the end of the sentence:


“  …if different from the information in G.6.2.1.)”  
10. Section G, paragraph G.6, by deleting the website and replacing it with the following:


http://www.knownet.hhs.gov/log/AgencyPolicy/HHSLogPolicy/contractorsguide.htm
11.  Section H.3, by deleting the reference to NIH and replacing it with HHS.  By also replacing the website with the following website:

HHStips@oig.hhs.gov
12.  Section I, Clauses incorporated by reference, by adding the following clauses to the solicitation:

FAR REFERENCE

TITLE





DATE
FAR 52.216-22

Indefinite Quantity



Oct 1995

FAR 52.232-16

Progress Payments



Apr 2003

13.  Section I, Paragraph I.3.1, FAR 52.217-9, correct nine years to read Contract Expiration Date

14.  Section L, Paragraph L.2.1.2, is corrected to read as follows:



L.2.1.2.   FAR 52.216-1 TYPE OF CONTRACT (Apr 1984)


The Government contemplates award of a firm-fixed price indefinite delivery/indefinite quantity type contract resulting from this solicitation with two option periods. 

15.  Section L, Paragraph, L.2.1.3, by corrected the FAR number from FAR 52.216-17 to FAR 52.216-27.
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16.  Section L, paragraph L.4.1.7.2. is revised to read as follows:

 
L.4.1.7.2.  The business portion of the each contract proposal will be evaluated in accordance with the requirements of Section M.

17.  Section L, paragraph L.5 is revised to read as follows:





L.5.  TECHNICAL PROPOSAL INSTRUCTIONS



The offeror shall submit a detailed technical proposal and presentation demonstrating how your company intends to respond to the solicitation and meet the technical evaluation criteria.  Your technical approach should be in as much detail as you consider necessary to fully explain your proposed technical approach or method.  The technical proposal should reflect a clear understanding of the nature of the work being undertaken.  The technical proposal must include information on how the project is to be organized, staffed, and managed.  Information should be provided which will demonstrate your understanding and management of important events or tasks.

18.  Section L, paragraph L.5.4 is corrected to change the word “technically” to the word “technical”.

19.  Section L, paragraph L.6.1. is hereby revised as follows:



L.6.1
Basic Cost/Price Information

The business proposal must contain sufficient information to allow the Government to perform a basic analysis of the proposed cost/price of the work.  This information shall include the amounts of the basic elements of the proposed cost/price.  These elements will include, as applicable, direct labor, fringe benefits, travel, materials, subcontracts, purchased parts, shipping, indirect costs and rate, fee and profit.  These cost/price information shall be  provided in the business proposal.

20.  Section M, paragraph M.4.4, by deleting the sentence in the parenthesis.  
21.  Section B, Paragraph B.6. is incorporated into the solicitation:

B.6  MULTIPLE AWARD ORDERING:  Under Indefinite Quantity clause, orders will be issued to all contractors awarded a contract under this solicitation.  All offerors will receive orders for CLINs 0001, 0015 and 0029 up to the minimum guaranteed amount.  Related CLINs to CLIN 0001, 0015 and 0029 will be issued pursuant to the items and quantities previously ordered.   Any CLINs that are not related to CLINs 0001, 0015 and 0029 will be solicited and ordered on a best value basis.  Criteria will be determined when CLINs are solicited.  All offerors will have an equal opportunity to compete for these CLINs.  The Government reserves the right to make multiple awards.    

22.  The Solicitation number in Item number 11 of Amendment 0001 is replaced with the following Solicitation number:

HHS-BARDA-08-25 

