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Instructions for Preparing

Technical Evaluation Score Sheets
Dear Reviewer:

Please complete a separate Technical Evaluation Score Sheet (TESS) for each proposal to which you are assigned, in advance of the meeting.  Prepare the TESS for your assignments as a word processor document, using the blank template provided on the enclosed diskette. Then copy-and-paste critique sections from this document to the NIAID's secure peer review website by the date specified in the SRA's cover letter.  Prior to the meeting, all reviewers will then be able to read other critiques for all proposals with which they are not in conflict. Such electronic sharing of preliminary comments has been proven to enhance the quality and efficiency of peer review evaluations. During the review meeting/teleconference you will also be asked to complete a TESS for each of the other proposals with which you have no conflict, and it may be advantageous for you to prepare word processor TESS documents for these as well. (You will not post these, however.)

Please bring to the meeting printed copies of your preliminary comments on the TESS, to aid you during discussion of the proposals.  You may print these either from your word processor document, or the web-posted version (these should be identical in content). We will ask you to augment or modify your original comments during the meeting, should your evaluation change in any way. After the review the hand-amended, printed form will comprise the only official record of your evaluation of this proposal, so please ensure that your comments on this form are clear, specific and comprehensive.

Format for word processor document. In order to ensure that your comments are faithfully preserved within the web system, a rather simple format must be followed.  First, do not reformat the blank TESS templates, which have been optimized for the system. Second, enter your own comments in upper and lower case (not all caps, to distinguish them from the template items). Third, refrain from using any of the following features, which will not transfer:  underlining, boldfacing, italics or other font changes, sub- or superscripts, or foreign (e.g., Greek) characters. You may use CAPITALS for emphasis, if desired. Finally, simple tabs will transfer successfully, but indents will not.

Entering critique information into the website system. The narrative portions of each TESS will be selected, copied and pasted as a single block of text, starting and ending at the points marked in the template.  Note:  The final RECOMMENDATION page should not be completed until the meeting, but should be printed out in blank form. Further instructions for use of the website are contained in the Reviewer Manual chapter on "Electronic Review," or will be provided by the SRA along with your access code and password. 
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Reviewer name:  

  (please print)

CONTRACT REVIEW Insert date(s) of review here

TECHNICAL EVALUATION SCORE SHEET
RFP NIH-NIAID-insert solicitation ID
"INSERT SOLICITATION TITLE HERE"


OFFEROR: insert INSTITUTION NAME & STATE (abbrev.) here


PRINCIPAL INVESTIGATOR: insert PI name & degree(s) here


<((( If submitting via Electronic Review (ER), POST ONLY THE SECTION BELOW THIS LINE.  (((>
**************MANDATORY EVALUATION CRITERIA**************
THE FOLLOWING MANDATORY EVALUATION CRITERIA ESTABLISH CONDITIONS THAT MUST BE MET AT THE TIME OF RECEIPT OF THE FINAL REVISED PROPOSAL BY THE CONTRACTING OFFICER IN ORDER FOR THE PROPOSAL TO BE CONSIDERED FOR AWARD.

1.  THE OFFEROR MUST DOCUMENT THAT THEY HAVE AVAILABLE BIOSAFETY LEVEL 2 FACILITIES OF SUFFICIENT CAPACITY FOR ALL LABORATORY PROCEDURES AND ASSAYS EMPLOYING LIVE HIV, SIV, OR SHIV ISOLATES.
___MET   ___NOT MET      REASON:

2.  THE OFFEROR MUST PROVIDE DOCUMENTATION THAT THEY MEET THE REQUIREMENTS LISTED IN THE CODE OF FEDERAL REGULATIONS (NUMBER 21, APRIL 1, 1994) FOR AN ESTABLISHMENT ENGAGED IN THE PREPARATION OF VACCINES LICENSED FOR HUMAN USE BY THE CENTER FOR BIOLOGICS EVALUATION AND RESEARCH (CBER). THIS INCLUDES MEETING ALL REQUIREMENTS FOR A GLP AND/OR CGMP FACILITY. QUALIFICATIONS OF PROPOSED SUBCONTRACTORS SHOULD BE SIMILARLY DOCUMENTED. 

___MET   ___NOT MET      REASON:

**************TECHNICAL EVALUATION CRITERIA**************

1.  SCIENTIFIC RATIONALE 
A) SOUNDNESS OF THE SCIENTIFIC RATIONALE OF THE PROPOSED VACCINE CONCEPT

B) CONVINCING RATIONALE OF THE LIKELIHOOD OF OBTAINING THE ENVISIONED PRODUCT

C) CRITICAL RATIONALE FOR THE SUITABILITY AND APPLICABILITY OF THE ENVISIONED PRODUCT TO WORLDWIDE USE INCLUDING FEASIBILITY OF LARGE-SCALE MANUFACTURE AND WIDESPREAD ACCEPTANCE OF ENVISIONED PRODUCT

MAXIMUM POINTS:  25

POINTS ASSIGNED:      PRELIMINARY _____       FINAL (COMPLETE AT MEETING) _____

STRENGTHS:

WEAKNESSES: 

2.  TECHNICAL APPROACH 

SUITABILITY AND FEASIBILITY OF THE FOLLOWING:

A) THE PROPOSED GOALS AND MILESTONES FOR OPTIMIZING THE VACCINE CONCEPT

B) THE PROPOSED CRITERIA THAT WILL BE USED IN DECIDING WHEN TO PROCEED TO THE NEXT PHASE OF DEVELOPMENT TOWARD CANDIDATE VACCINE PRODUCT

C) THE METHODS AND PROCEDURES FOR IMPLEMENTING THE SCIENTIFIC PLANS AND ACHIEVING THE PROPOSED GOALS AND MILESTONES

D) THE PLANS FOR MODIFYING THE GOALS AND MILESTONES BASED ON NEW SCIENTIFIC FINDINGS ALONG THE DEVELOPMENT PATH

E) A PLAN FOR OBTAINING PATENT COVERAGE, AND PROCEDURES THAT WILL BE USED TO RESOLVE LEGAL ISSUES THAT ARISE WITHIN THE TEAM

MAXIMUM POINTS:  25

POINTS ASSIGNED:    PRELIMINARY _____     FINAL (COMPLETE AT MEETING) _____

STRENGTHS:

WEAKNESSES: 

3.  QUALIFICATIONS AND AVAILABILITY OF PROPOSED SCIENTIFIC STAFF

A) LEADERSHIP AND MANAGEMENT STRUCTURE

PROPOSED SCIENTIFIC AND ADMINISTRATIVE LEADERSHIP OF THE TEAM.  THIS MUST INCLUDE THE DOCUMENTED TRAINING, EXPERIENCE, LEADERSHIP, AND AVAILABILITY OF A PRINCIPAL INVESTIGATOR.  IF THE TEAM ELECTS TO HAVE BOTH A SCIENTIFIC AND MANAGEMENT LEADER, THE PROPOSAL MUST ALSO INCLUDE THE DOCUMENTED TRAINING, EXPERIENCE, AND LEADERSHIP OF THE MANAGEMENT EXPERT. THE OVERALL COMPETENCE OF THE PRINCIPAL INVESTIGATOR AND THE SURROUNDING LEADERSHIP TO SUCCESSFULLY MANAGE A PROJECT OF THIS SIZE AND COMPLEXITY MUST ALSO BE DEFINED.

B) SCIENTIFIC AND TECHNICAL STAFF

DOCUMENTED TRAINING, EXPERIENCE, AND AVAILABILITY OF THE OTHER PROPOSED PROFESSIONALS, RESEARCH, TECHNICAL, AND SUPPORT STAFF. DOCUMENTED CAPABILITY TO PERFORM THEIR ROLES IN THE PROPOSED STUDIES AND EXPERTISE IN SIMILAR PROJECTS. LOGISTICAL ADEQUACY OF THE STAFFING PLAN FOR THE CONDUCT OF THE PROJECT, INCLUDING THE TIME COMMITMENT OF THE PROFESSIONAL AND TECHNICAL STAFF.

C) SUBCONTRACTORS

DOCUMENTED TRAINING, EXPERIENCE AND AVAILABILITY OF ANY PROPOSED SUBCONTRACTOR (S), THEIR DOCUMENTED CAPABILITY TO PERFORM THE PROPOSED WORK, AND EXPERTISE IN SIMILAR PROJECTS. THE LOGISTICAL ADEQUACY OF THE PLAN FOR USE OF THE SUBCONTRACTOR (S) IN THE CONDUCT OF THE PROJECT, INCLUDING THE TIME COMMITMENTS OF THE PROFESSIONAL AND TECHNICAL STAFF. QUALITY AND FEASIBILITY OF THE PLAN TO IDENTIFY THE NEED TO ADD, REPLACE, OR REMOVE THE SUBCONTRACTOR’S SCIENTIFIC STAFF, DEPENDENT ON THE PROGRESS OR CHANGE IN SCIENTIFIC DIRECTION.  ADEQUACY OF PLANS FOR EVALUATING THE PERFORMANCE OF SUBCONTRACTORS.

MAXIMUM POINTS:  25       

POINTS ASSIGNED:    PRELIMINARY _____     FINAL (COMPLETE AT MEETING) _____

STRENGTHS:

WEAKNESSES: 

4.  FACILITIES AND RESOURCES

DOCUMENTED AVAILABILITY AND ADEQUACY OF FACILITIES, EQUIPMENT AND RESOURCES NECESSARY TO SAFELY CARRY OUT ALL PHASES OF THE PROPOSED PROJECT. THE OFFEROR MUST PROVIDE:

A) A DETAILED LABORATORY LAYOUT

B) INFORMATION REGARDING OWNERSHIP/LEASE OF THE FACILITY, INCLUDING ITS DEMONSTRATED AVAILABILITY FOR THE DURATION OF THE PROPOSED PROJECT

C) A PLAN FOR COMPLIANCE WITH ALL SAFETY GUIDELINES AND REGULATIONS, INCLUDING TRAINING AND MONITORING OF PERSONNEL FOR EXPOSURE TO INFECTIOUS AND HAZARDOUS MATERIALS

D) A PLAN FOR PRODUCTION OF THE VACCINE PRODUCT UNDER GMP/GLP CONDITIONS

E) A PLAN DEMONSTRATING ITS CAPACITY TO PERFORM FDA-REQUIRED SAFETY, IMMUNOGENICITY, AND OTHER PRE-CLINICAL STUDIES, AND ANY ASSOCIATED HUMAN CLINICAL TRIALS ALONG WITH A JUSTIFICATION FOR STUDIES AT INTERNATIONAL SITES

MAXIMUM POINTS:  25       

POINTS ASSIGNED:    PRELIMINARY _____     FINAL (COMPLETE AT MEETING) _____

STRENGTHS:

WEAKNESSES: 

*******COMMENTS REGARDING HUMAN SUBJECTS, ANIMAL AND HAZARDS ISSUES ******
(COMMENTS ARE REQUIRED FOR ANY "CONCERNS" OR "UNACCEPTABLE" EVALUATIONS):

PROTECTION OF HUMAN SUBJECTS FROM  RESEARCH RISKS:

____ACCEPTABLE   ____UNACCEPTABLE  ___NA

COMMENTS:

DATA SHARING PLAN (if applicable): 

____ACCEPTABLE    ____UNACCEPTABLE  ___NA

COMMENTS:

PLAN FOR DATA AND SAFETY MONITORING (APPLIES TO CLINICAL TRIALS ONLY): 

____ACCEPTABLE    ____UNACCEPTABLE  ___NA

COMMENTS:

PLAN FOR INCLUSION OF WOMEN:  

____ACCEPTABLE    ____UNACCEPTABLE  ___NA

COMMENTS:

PLAN FOR INCLUSION OF MINORITIES: 

____ACCEPTABLE    ____UNACCEPTABLE  ___NA

COMMENTS:

PLAN FOR INCLUSION OF CHILDREN: 

____ACCEPTABLE    ____UNACCEPTABLE  ___NA

COMMENTS:

PROTECTION OF VERTEBRATE ANIMALS FROM RESEARCH RISKS:

____ACCEPTABLE____UNACCEPTABLE ___NA

COMMENTS:

BIOLOGICAL, CHEMICAL, RADIATION OR OTHER HAZARDS:

COMMENTS:

<(((If submitting via Electronic Review (ER), POST ONLY THE SECTION ABOVE THIS LINE.  (((>
INDIVIDUAL TECHNICAL EVALUATION SUMMARY


RFP-NIH-NIAID-solicitation ID
“Solicitation Title”

review date(s)


OFFEROR:  Insert offeror institution & state here


PRINCIPAL INVESTIGATOR:  insert PI name & degree(s) here



RECOMMENDATION

TO BE COMPLETED AFTER REVIEW DISCUSSION

	Score Summary: (MODIFY ACCORDING TO YOUR RFP)
1.     
SCIENTIFIC RATIONALE

(25)
_______________

2.

TECHNICAL APPROACH

(25)
_______________

3.

QUALIFICATIONS AND AVAILABILITY
(25)
_______________

4.

FACILITIES AND RESOURCES

(25)
_______________





TOTAL
(100)
_______________

____Acceptable proposal: proposal contains no major deficiencies, is complete in itself, and no additional information is required for the reviewers to determine that the Offeror can fulfill the minimum requirements of the RFP, although additional information may be required for clarification.


	

	____Unacceptable proposal: proposal contains deficiencies which are so substantive as to preclude any possibility of it being upgraded to a level that meets the minimum requirements of the RFP, except through major revisions and additions which would be tantamount to the submission of a new proposal
	


Mandatory Technical Evaluation Criteria:   ___All criteria met at this time     ___Not all criteria met at this time

(Eliminate the above reference to Mandatory TEC if none are specified in the RFP.)

REVIEWER NAME   (please print)  _______________________________________________

SIGNATURE      _______________________________________________

DATE_______________

REVIEWERS, NOTE: PLEASE ENSURE THAT SCORES AND COMMENTS REFLECT  OUR FINAL POSITION AT THE CLOSE OF DISCUSSION








