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Offerors must acknowledge receipt of this Amendment 2, 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 purposes of this Amendment are to:

1.
Delete the “Prospective Offeror Non-Disclosure Agreement” provision in Section L; 
2.
More clearly define “Section M – Evaluation Factors for Award” by:

(a)
listing the type of documentation required under Mandatory Criteria 1 and 2; and
(b)
deleting Mandatory Criterion 3.

3.
Modify the Technical Evaluation Criteria by providing additional language to clarify sub-criteria (1) and (2) under A. TECHNICAL APPROACH/METHODOLOGY.  

1.
SECTION L.2. INSTRUCTIONS TO OFFERORS, part b. TECHNICAL PROPOSAL INSTRUCTIONS; paragraph (5) Information Technology Systems Security, subparagraph (f) Prospective Offeror Non-Disclosure Agreement, is deleted in its entirety. 

2.
SECTION M - EVALUATION FACTORS FOR AWARD, is amended to reflect revisions to the MANDATORY QUALIFICATION CRITERIA, as follows:
MANDATORY QUALIFICATION CRITERIA

Mandatory Criterion #1 is revised to add a description of the required documentation:

Mandatory Criterion #1: The Offeror must document access to BSL2 and 3 facilities as required to fulfill part 1.(c) of the Statement of Work: In Vitro Microbiological Services;

Documentation to support that the Offeror meets this Mandatory Criterion  #1 must include:

A letter signed by the authorizing official (i.e., the offeror’s business or administrative contact) confirming that the prime contractor or any named subcontractor(s):  (a) can provide BSL2 and BSL3 laboratory facilities that meet the requirements described in Statement of Work, Part 1.(c), In Vitro Microbiological Services, and (b) that the proposed facilities will be complete and available upon contract award.
Mandatory Criterion #2 is revised to add a description of the required documentation:  

Mandatory Criterion #2:  The Offeror must document access to an AAALAC-accredited (or equivalent) animal facility and the capacity (appropriate cage space, etc.) as required to fulfill part 1.(d) of the Statement of Work: In Vitro and In Vivo Preclinical Safety, Toxicology, and Biokinetics Services. To assess capacity, assume the following studies involving animals will be done each year: 

(a) toxicology and pharmacokinetic studies for one compound per year under GLP: acute and oral intravenous (iv) toxicity and pharmacokinetics (PK) studies in rats; acute oral toxicity and PK studies in dogs; 14 day oral toxicity study in rats with toxicokinetics; 14 day oral toxicity study in dogs with toxicokinetics; and

(b) reproductive toxicity testing of two compounds per year. 

Documentation to support that the Offeror meets this Mandatory Criteria #2 must include: 
1)
A letter signed by the authorizing official (i.e., the offeror’s business or administrative contact) confirming that either the prime contractor or any named subcontractor(s) can provide an AALAC-accredited animal facility upon contract award that meets the requirements described in the Statement of Work, Part 1.(d) In Vitro and In Vivo Preclinical Safety, Toxicology and Biokinetics Services.  

2)
A copy of the facility’s AALAC-accreditation letter or certificate.
Mandatory Criterion #3 is deleted in its entirety.  

3.
TECHNICAL EVALUATION CRITERIA, Criterion A. Technical Approach/Methodology, is revised to read as follows (as noted in highlighted text):
A.
TECHNICAL APPROACH/METHODOLOGY: Preclinical Development Services; Storage and Shipping; Technology Transfer













40 points

(1) Preclinical Therapeutic Development Services: Experience, adequacy, thoroughness, soundness and feasibility of the proposed technical approach to providing preclinical development services and resources for therapeutic agents in the following five (5)  categories:  (a) lead identification and development services; (b) chemistry and manufacturing services; (c) in vitro microbiological services; (d) in vitro and in vivo non-GLP and GLP preclinical safety, toxicology, and biokinetic services; and (e)  preclinical development planning and evaluation services. 

(20 points)

(2) Soundness of technical approach for the two project proposals requested (See Appendix A: Additional Technical Proposal Instructions). This includes an evaluation of the offeror’s demonstrated understanding of and technical approach for:  (a) services and resources required for the projects; (b) regulatory requirements for preclinical activities, especially performance of studies according to GLP guidelines (GLP:  as defined in the U.S. Code of Federal Regulations – 21CFR Part 58) leading to submission of IND; (c) appropriate quality assurance/quality control methods; (d) defining milestones and approaches to tracking progress toward milestone achievement; and (e) problems/obstacles likely to occur at various stages of preclinical therapeutic development and proposed approaches for addressing such problems/obstacles.
(10 points)

(3) Adequacy of the documented experience with, and appropriateness of plans for:
a. receiving, formatting, storing and shipping compounds and biological agents:
b. technology transfer processes:
c. shipping, handling and storing pathogens or toxins that require select agent registration; and
d. providing and evaluating preclinical product development plans for therapeutic agents for which the Animal Efficacy Rule (21CFR Parts 314 and 601) may impact the licensure path. 
(10 points) 
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