Amendment #3
to RFP-NIH-NIAID-DMI1D-02-01

"EVALUATION OF CONTROL MEASURES AGAINST DISEASES
OTHER THAN AIDS'

Amendment to Solicitation No.: NIH-NIAID-DMID-02-01
Amendment No.: 3

Amendment Date: February 21, 2001

RFP Issue Date: December 06, 2000

I ssued By:

Contracting Officer

NIH/NIAID

Contract Management Branch
6700-B Rockledge Drive

Room 2230, MSC 7612
Bethesda, Maryland 20892-7612

Point of Contact: Lawrence M. Butler, Contracting Officer

Name and Address of Offeror: To All Offerors

The above numbered solicitation is amended as set forth below:

1 "NOTES TO OFFERORS" - Note K. is hereby amended to read as follows:

K. A detailed description of demonstrated expertise and experience in the conduct of respiratory challenge
studies (Part B), enteric challenge studies (Part C), vaccine studies in pregnant women (Part D),
experimental challenge studies of human volunteers with malaria parasites (Part F) should be submitted
with the proposal and should demonstrate that the offeror thoroughly understands the conduct and
clinical management of the appropriate studies under each part the Offeror is applying for. Each
detailed description should include explanations of recruitment and follow-up of study subjects, case
management of subjects, medical management of subjects, types of specimens to be collected,
procedures for collection of specimens, assays to be conducted to determine immunogenicity,
pathogenesis and/or immune response as well as safety and efficacy where appropriate, data
management including quality control and quality assurance, laboratory facilities and laboratory quality
control and quality assurance. For Part D, vaccine studiesin pregnant women, the protocol should
examine the use of a Group B streptococcal vaccine in third trimester pregnant women to prevent
transmission of Group B streptococcus and its sequelae in offspring infants. 1f studiesin non-
pregnant women are proposed, that lead to studiesin pregnant women, they should beincluded
under Part D.


http://www.niaid.nih.gov/contract/archive/RFP02-01.pdf

2. "ADDENDUM TO NOTES TO OFFEROR - VTEU"

Appendices should include CVs and pertinent reprints only. CVs are limited to a maximum of 3 pages per
professional staff person. A maximum of 10 reprints may be submitted for the entire proposal (copies of
the samereprint will count toward the maximum of 10), Parts A-F; reprints should be included in the
Appendix of the appropriate Parts(s) A-F.

Except as provided herein, al terms and conditions of the RFP document NIH-NIAID-DMID 02-01 remain
unchanged and in full force and effect.

The hour and date specified for receipt of offersisNOT extended.

Offerors must acknowledge receipt of this Amendment #3, by the following method:

» By acknowledging receipt of the amendment on each copy of the offer submitted.

Failure to receive your acknowledgment of this amendment may result in the rejection of your offer.
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