RFP-NIH-NIAID-DAIDS-08-14
Amendment #1 (Questions & Answers)

This Amendment provides questions submitted by potential offerors and the responses provided by the NIAID.  All potential offerors are advised to refer back to this Amendment for additional Q&A.
“CLINICAL PHARMACOLOGY QUALITY ASSURANCE AND QUALITY CONTROL”

	Amendment No.

Amendment Issue Date:
	1 (1st Posting)
June 28, 2007 (Question 1)



	Proposal Due Date/Time:
	August 16, 2007, at 4:00 P.M., EST  (Unchanged)


	Issued By:
	Michelle Scala
Contracting Officer

OA/DEA/NIAID/NIH/DHHS

6700-B Rockledge Drive, Room 3214, 

Bethesda, Maryland 20892-7612



	Points of Contact:
	kelluml@niaid.nih.gov
Lola Kellum, Contract Specialist
Phone:  301-496-0612





Offerors must acknowledge receipt of this Amendment #1,  on each copy of the proposal submitted.  Failure to receive your acknowledgment of this Amendment may result in the rejection of your proposal. 

The hour and date specified for receipt of proposals HAS NOT been extended. 



THE FOLLOWING PAGE PROVIDES ANSWERS CONCERNING INQUIRIES WE HAVE RECEIVED FOR THE ABOVE NUMBERED ACQUISITION:

Question 1: 

Some of the information between the Statement of Work, the uniform cost assumptions within the additional business proposal instructions (Appendix B) and the scientific knowledge base references that are cited within the RFA appear to be contradictory.

For example: 

The Statement of Work states, "both PBMC extract and EDTA plasma i. low, medium, and high concentrations of each drug (in blank human plasma) that span the expected therapeutic range of the drug; ii. low, medium, and high concentrations of each drug (in blank human peripheral mononuclear cell (PBMC) extracts that span the therapeutic range and class of the drug;

However,

the cost Assumptions state, "4-5 ml each in EDTA plasma, shipment of a panel of twenty coded PT samples (including duplicate samples and matrix control samples), 4-5 ml each in EDTA plasma; shipped in one-cubic foot boxes on dry ice, to nine (9) US Sites and one (1) Site in Asia, two (2) times/year. PT samples shall include: six (6) protease inhibitors at low (Code A), medium (Code B), and high (Code C) concentrations; three (3) non-nucleoside reverse transcriptase inhibitors at low (Code D), medium (Code E), and high (Code F) concentrations; and three (3) nucleoside reverse transcriptase inhibitors at low (Code G), medium (Code H), and high (Code I) concentrations; and two (2) matrix controls (Code J)"; 

But based on the scientific knowledge base as referenced within the RFA, "1. currently there are two (2)PLASMA "A"s, 2 "B"s, 2 "C"s, ...2 "J's, one from each of two prep sites, for a total of 6 unknown concentrations per analyte (see references provided) 2. there is no data for PBMC extracts in the references, and PBMC extracts are primarily of interest for nucleoside reverse transcriptase inhibitors in their phosphated forms".

When such contractions exist which information should we be using to develop our technical and business proposal?
Response 1:

SOW A.2 gives the general specifications of the proficiency test samples in terms of the class of drug, concentrations and matrix.  Appendix B, Section 3A 1 gives an example of cost assumption for the PT samples. We expect the offeror to consider the specifications of proficiency test samples described in the SOW (SOW A.2) and the scientific knowledge base as referenced within the RFA, follow the instruction of appendix A to develop the technical proposal, and consider the information in appendix B to establish the universal cost assumptions.
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