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1. Introduction

1.1 Background 

A Web-based system to manage the process of electronic submission of critiques by Reviewers was developed by the National Institute of Allergy and Infectious Diseases (NIAID). This system, Electronic Review (ER), has been successfully implemented at several ICs and has provided proof of concept for this electronic process. The NIAID system will be used as a model for development of an eRA system. An eRA Internet-Assisted Review system will expedite the scientific review of grant applications by standardizing the current process of critique and initial priority scores submissions by reviewers via the Internet. Currently, Reviewers usually do not submit their critiques before the actual meeting and they do not have the opportunity to see others’ critiques before the meeting. When critiques are finally submitted, they may not all be in the same format. Since critiques are used to build the summary statement body text, this method poses problems for staff. An Internet Assisted Review system would improve this process. Review meetings would contain more informed discussions because reviewers would be able to read the evaluations entered by others prior to the review meeting (except where there is a conflict of interest). The system will also serve to facilitate the generation of summary statements since all critiques would be submitted in the same electronic format and be stored centrally. 

1.2 Purpose

The purpose of this document is to define the scope and high-level business requirements of the Internet Assisted Review System. The structure and content of this document is based on the Rational Unified Process (RUP). It focuses on the capabilities and features needed by the stakeholders and the target users. The detailed requirements that are derived from these features are specified in the Software Requirements document (which will include Use Cases) and the Supplementary Specifications document.

The Internet Assisted Review System will be developed in multiple releases. This document will be a living document. Initially it will focus on functionality to be delivered in releases 1 and 2. As additional upgrades are planned in the future, this document will evolve to capture the capabilities and features for those future releases. 

1.3 Definitions, Acronyms, and Abbreviations

SRA
Scientific Review Administrator

GTA
Grants Technical Assistant

PI
Principal Investigator

ER
Electronic Review (NIAID system)

RUG
Review Users Group

IAR
Internet Assisted Review

COI
Conflict of Interest

1.4 References

IMPAC II Peer Review User Guide, Version 2.1.1.0

Information provided at NIAID’s ER Info site http://grants.niaid.nih.gov/review/staff/SRA_Erhelp_cvrpg-grants.htm
Documents Submitted 2/11/02:

Business Requirements for an IMPACII Internet Assisted Peer Review System From a Sub-Committee of the CSR Information Resources Advisory Committee (contact: Richard Panniers) 

Attachment A: Dr. Everett Sinnett's DESIGN ISSUES FOR ELECTRONIC CRITIQUE SYSTEM (ECS)

Attachment B: Dr. Thomas Tatham's request for ER enhancements

Proposed Focus Group Meetings Scheduled for:

March 4, 2002; March 11, 2002; March 18, 2002; March 25, 2002; April 1, 2002; April 8, 2002; April 15, 2002; April 22, 2002.

2. Positioning

2.1 Business Opportunity/Scope

An eRA-developed Internet-Assisted Review system will help expedite the scientific review of grant applications by providing a standard process for Reviewers to submit their critiques and initial priority scores via the Internet. Currently, for staff not using the NIAID ER system, reviewers might submit their critiques and initial priority score using several methods including paper copies, diskettes, or email attachments, but usually not before the actual meeting. Since critiques are used to build the summary statement body text, each of these current methods pose problems for staff. Data provided in paper copies must be manually entered or scanned, electronic documents provided by email or diskette may have been written in different, incompatible word processing formats, and all must be combined into a single document. Electronic documents submitted have the potential of containing a computer virus. Another major flaw in the current business model is that reviewers do not have the opportunity to review other critiques before the meeting. 

An eRA-developed Internet-Assisted Review system would eliminate many problems evident in the current method. All critiques would be submitted in the same electronic format (Word *.doc or WordPerfect *.wpd). After the deadline for submission has passed, reviewers would be able to read the evaluations entered by others prior to the review meeting (except where there is a conflict of interest). This pre-meeting review of critiques would provide for more informed discussions at the review meeting. The SRA/GTA would also have the ability to generate a preliminary report of upper and lower scores. Subsequent to the meeting, reviewers would be permitted to update their critiques; the system could also serve to facilitate the generation of summary statements. 

Providing this system to the eRA user community would offer several major benefits. First, critiques would be available immediately after the review meeting. This greatly expedites the creation of summary statements. Staff who currently use the NIAID system report that this method has saved them 1–3 weeks time. Second, this method greatly reduces human errors associated with manipulation of the documents and problems encountered using computer diskettes. Third, the system would expedite the approval/funding process via easier, more efficient administration of reviews (e.g., summary statement preparation by NIH staff). Fourth, it would improve the overall quality of reviews and permit more efficient and effective use of reviewers’ time at meetings.
3. Stakeholder and User Descriptions

3.1 User Environment

Since IAR essentially facilitates the exchange of information between NIH Scientific Review Administrators (SRAs), Grants Technical Assistants (GTAs) and Reviewers, these are the major users groups and stakeholders of the system. While each IC may hold their own Reviews, a majority of Reviews are held by the Center for Scientific Review (CSR). SRAs may be considered primary users; GTAs also work closely with the SRAs and may perform similar functions in the system. 

3.2 Stakeholder Profiles

This section describes the stakeholders’ profiles, in terms of their roles, responsibilities, success criteria, and involvement in this development effort. The following terms will help define a stakeholders’ profile:

Representative—the stakeholders’ envoy to the project, this will either be the name (or names) of individual(s), or a specific body of people

Description—a brief explanation of the stakeholder type

Type—the stakeholders’ expertise, technical background, and degree of sophistication

Responsibilities—The stakeholders’ key tasks in this effort; that is, their interest as a stakeholder. Examples might be “captures details,” “produces reports,” or “coordinates work.”

Success Criteria—the stakeholders’ definition of accomplishment of this project

Involvement—the stakeholders’ role in this project, if any

Deliverables—any documents or resultant products the stakeholder produces, and for whom

Comments/Issues—problems that interfere with success and any other relevant information (these would include trends that make the stakeholders’ job easier or harder)

	Stakeholder
	Representatives
	Profile

	NIH IT Management
	J. J. McGowan,

James Cain
	Description
	IT Project Management

	
	
	Type
	Manages IT finances and priorities

	
	
	Responsibilities
	Responsible for all aspects of the eRA project in general, and all aspects of IMPAC II project in particular. Formal management reviews, as defined in the “eRA J2EE Project Management Plan.”

	
	
	Success Criteria
	Success is completion of the project within approved budget, and fulfillment of user needs in a timely manner.

	
	
	Involvement
	Project guidance and review

	
	
	Deliverables
	Responsible for delivering the Internet Assisted Review system to the user community.

	
	
	Comments/ Issues
	None.

	Group
Advocate
	Eileen Bradley
	Description
	Communicates needs of NIH community to the development team.

	
	
	Type
	Possesses strong communication and facilitation skills, along with good domain expertise.

	
	
	Responsibilities
	Manages expectations of the users. Approves requirements documents. Works with the analyst and development team to set priorities.

	
	
	Success Criteria
	Project meets the specifications that have been agreed upon with the NIH community in a timely manner.

	
	
	Involvement
	Project guidance and review

	
	
	Deliverables
	Responsible for delivering the system to the user community.

	
	
	Comments/ Isssues
	None


3.3  User Profiles 

This section describes in detail the profile of each system user, in terms of their roles, responsibilities, success criteria, and involvement in the development effort. The same aspects will be used to define a user’s profile as were used to define the stakeholders’ profiles, above.

	User
	Representatives
	Profile

	SRA
	IAR Focus Group
	Description
	Scientific Review Administrator

	
	
	Type
	Possesses strong communication skills, along with good domain expertise.

	
	
	Responsibilities
	1. Assigns Reviewers

2. Identifies any COI

3. Determine deadlines for critique submission, read-only phase, post-meeting edit phase.

4. Reviews critiques and scores

5. May submit critiques for Reviewers

6. Attends review meeting

7. Writes summary statements

	
	
	Success Criteria
	Project meets the specifications that have been agreed upon with the NIH community.

	
	
	Involvement
	Product reviewer, beta tester. Attends and participates in meetings. Validates business rules.

	
	
	Deliverables
	Any documents necessary to collect requirements. Examples of reports or sample screen shots as requested by Analyst and Development team members.

	
	
	Comments/ Issues
	

	GTA
	IAR Focus Group
	Description
	Grants Technical Assistant

	
	
	Type
	Possesses strong communication skills, along with good domain expertise.

	
	
	Responsibilities
	1. Assists SRA

2. May perform some tasks listed above in SRA Responsibilities

	
	
	Success Criteria
	Project meets the specifications that have been agreed upon with the NIH community.

	
	
	Involvement
	Product reviewer, beta tester. Attends and participates in meetings. Validates business rules.

	
	
	Deliverables
	Any documents necessary to collect requirements. Examples of reports or sample screen shots as requested by Analyst and Development team members.

	
	
	Comments/ Issues
	

	Reviewer 
	IAR Focus Group
	Description
	Reviewer (Non-NIH)

	
	
	Type
	For the purpose of gathering requirements, this user will be represented by the SRAs and GTAs.

	
	
	Responsibilities
	1. Reviews grant applications for scientific merit.

2. Writes and submits critiques and scores for assigned applications 

3. Reviews critiques submitted by others in preparation for meeting.

4. Attends and participates in review meeting.



	
	
	Success Criteria
	Project meets the specifications that have been agreed upon with the NIH community.

	
	
	Involvement
	Beta tester.

	
	
	Deliverables
	None.

	
	
	Comments/ Issues
	


4. Product Overview

This section provides a high level view of the system capabilities, interfaces, etc.

4.1 Product Perspective

The system will be Web-based and developed using J2EE technology. The basic logic and functionality of the NIAID ER system will be used as an example to build this system. Other current NIH business practices for electronic critique submission may also be reviewed to aid in collecting requirements. Processes already integrated into the Peer Review module such as Assigning Reviewers and defining COI will not be duplicated in IAR. Since Reviewers are key system users, IMPAC II data items relevant to IAR will be replicated to the Commons database to ensure data security and prevent unauthorized access to the IMPAC II database. IAR will be an external interface to the Commons database. The following diagram shows how key processes of Internet Assisted Review fit into the existing Peer Review business process.
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4.2 Summary of Capabilities

The system will comprise several primary functions: user registration and management; critique/priority score submission and modification; streamline voting; reports; and, critique combination/merging to create summary statement draft. Within these functions, the following capabilities will be included:

· The IMPAC II Peer Review module will allow the SRA/GTA to finalize assignments to be created and made accessible in the Internet Assisted Review (IAR) system via the Commons database. 

· The system will allow the SRA/GTA to provide deadlines for critique submission and other events. 

· The system will manage accounts, passwords and registration for Reviewers. 

· The system will accept critiques of a Word (*.doc) or WordPerfect (*.wpd) format (version TBD).

· The system will allow the SRA/GTA to modify the critique submission deadline and block certain reviewers from accessing the critiques of others. 

· The system should allow reviewers to post streamlining votes and allow for the production of related reports. 

· The system should provide reports that show the status of reviewer’s critique submissions. 

· The system will facilitate summary statement creation by merging the critiques into one document to be used as the draft summary statement body text and allowing the SRA/GTA to export this document. 

4.3 Assumptions and Dependencies

The system will have dependencies with the IMPAC II Peer Review module and will use data entered into this module. It will be mandatory for Scientific Review Administrators (SRA/GTAs) to assign reviewers to applications, check conflict of interest, and organize the meeting, etc., in IMPAC II Peer Review in order to collect critiques in this system. When the SRA/GTA has "finalized" their assignments, the Peer Review module should error check for simultaneous conflicts and assignments. 

4.4 Cost and Pricing

IAR development efforts will meet the cost guidelines established by the NIH eRA oversight boards and committees. The following preliminary budget for Version 1 of IAR was submitted with the FY2002 Business Plan and may be baselined after the Critical Design Review.

Estimated Cost: Non-Government Staff

	Remaining

Work

To be done/ hrs by role &

SDLC
	req.anal/ JADs
	prelim. design & prototype
	Detailed design & CDR
	Hrs. build
	Hrs. test
	pilot
	doc/ train.
	Maint.. and enhancements
	Tot hrs.
	$/hr
	Tot$

	Total hrs non gov’t
	300
	550
	150
	1200
	160
	240
	200
	420
	3220
	
	

	--Designer
	300
	
	
	
	
	
	
	
	300
	$95
	$28,500

	--Pgmr.
	
	550
	150
	1200
	80
	160
	
	300
	2440
	$83
	$202,520

	--Test/QA
	
	
	
	
	80
	80
	
	80
	240
	$83
	$19,920

	--Writer
	
	
	
	
	
	
	200
	40
	240
	$41
	$9,840

	              Hrs.    Hrs.      Hrs.    Hrs.  Hrs.    Hrs.     Hrs.     Hrs. 

Total $ required to complete


	$260,780


Government Staff

Tracy Soto (OD)
30% of total time

Sherry Zucker, (OD)
10% of total time

Scarlett Gibb (OD)
10% of total time
4.5 Licensing and Installation

There are no licensing requirements for IAR. Since the IAR product is Web-based, installation of the product is not necessary. Only a Web browser will be required for users.

5. Product Features

This section defines and describes the proposed features of this application. Where applicable, information regarding Version and Priority are provided. 
Key to “Version” in tables:

· Ver.1: Must be in the initial version

· Ver.2: Must be in the second version

· Ver.3: Can be added at any point

Proposed features are prioritized using MuSCoW: “Must”, “Should”, “Could”, or “Won’t”.

· Must—Version can’t be deployed without function; requirement is basic functionality.

· Should—Requirement should be deployed in version. Version can be deployed before function is implemented.

· Could— ‘Nice to have’ enhancement.

· Won’t—Requirement should not be included in functionality.

5.1 System (SYS) Feature

5.1.1 Error Handling

The system shall graciously handle and log all errors encountered.

5.1.2 Usage Reporting

The system shall provide reports on general system use and exceptional behavior.

5.1.3 System Control  

The system shall provide convenient mechanisms for startup, shutdown, and recovery of individual subsystems. 

5.1.4 Browser Interface

The system shall provide a user interface through a thin, browser-based client. 

5.1.5 Interface Conventions

The user interface shall follow standard interface conventions based on acceptable industry standards. 

5.1.6 On-line help

The user interface shall include on-line help features.

5.1.7 Release Notes

The user interface shall include links to the release notes.

5.1.8 Bug Status

The user interface shall include links to the status of reported bugs.

5.1.9 Availability

The system shall be generally available for use on a 24x7 basis with limited downtime acceptable for system upgrades and unexpected conditions.

5.1.10 Performance

The system shall provide performance and response times generally consistent with industry standards for Internet applications.

5.1.11 Auditing

The system shall provide configurable auditing capabilities.

5.1.12 Exception Reporting

The system shall report exceptional conditions to an administrator via e-mail.

5.1.13 External Interfaces

The system shall provide an interface to the Review community.

5.2 Accounts Administration 

** Items that have Version and MuSCoW have been discussed and prioritized by the IAR Focus Group. Items missing this information will be discussed at future Focus Group meetings.
	
	Version
	MuSCoW

	The system must securely manage reviewer accounts and passwords.
	Ver. 1 


	M

	If a Reviewer has an account with the Commons, they should be able to use it for IAR.
	Ver. 1 
	C

	To maintain security, reviewer accounts and passwords should expire after 1 year of inactivity.
	Ver. 1
	M

	The system should accept already established IMPACII usernames and passwords for SRAs, GTAs.
	Ver. 1
	C


5.3 SRA/GTA Access

	
	Version
	MuSCoW

	The Peer Review module should allow the SRA/GTA to specify when all assignments are finalized for a meeting. (This would begin the process of setting up the meeting for IAR.) 
	Ver. 1
	M

	In addition to the ability in the Peer Review module to finalize all assignments for a meeting, SRA/GTA should have the ability to finalize only selected applications.
	Ver. 3
	C

	In addition to the ability in the Peer Review module to finalize all assignments for a meeting, SRA/GTA should have the ability to finalize assignments for a specific Reviewer.
	Ver. 3
	C

	When the SRA/GTA specifies that assignments are finalized for a meeting, the system should verify that the meeting roster also has been finalized. 
	Ver. 1
	M

	When the SRA/GTA specifies that assignments are finalized for a meeting, the system should verify that all Reviewers have a profile email address.
	Ver. 1
	M

	After finalizing the meeting assignments, the SRA/GTA should be prompted to enter dates for the different IAR phases.
	Ver. 3
	M

	· The SRA/GTA needs to be able to set and adjust the date and time for the Critique Submission Deadline. This is also the end date for Pre-Meeting Post and Edit Phase and start date for the Read-Only Phase.
	Ver.1
	M

	· The SRA/GTA needs to be able to set and adjust the end date and time for the Read Only Phase.
	Ver.1
	M

	· The SRA/GTA needs to be able to set and adjust the start and end dates and times for the optional Post-Meeting Edit Phase.
	Ver.1
	M

	· The SRA/GTA needs to be able to set and adjust the dates and times for Closure.
	Ver.1
	M

	After finalizing the meeting assignments and entering applicable dates, the meeting and reviewer information should be copied to the Commons database to be used by the IAR interface.
	Ver.1
	M

	As soon as the meeting is created in IAR, it should be available to allow registered reviewers to post critiques. This is also considered the start date for Pre-Meeting Post and Edit phase.
	Ver.1
	M

	The SRA/GTA needs a screen showing which critiques have been posted and which have not is needed. One format might be to duplicate the current 1500 screen and utilize bolding for posted critiques and gray for those not posted. A less informative but perhaps easier to scan screen would simply display columns with check boxes; column headings would be pulled in from 1500 (Pri 1, Dis 1, etc).
	
	

	The SRA/GTA needs to be able to view all critiques. Rather than adding the reviewer name to critiques as in ER, the reviewer role should be displayed along with the recommended score, PI name and title as a header.
	
	

	The SRA/GTA needs to be able to post critiques for reviewers. 
	
	

	After meeting has been setup in IAR, if there are changes in assignments, COI and roster in Peer Review the system should move the updated information to IAR. Should this be automatic? 
	
	

	Online, completely electronic, conflict of interest forms would be a nice feature. (future enhancement, more discussion needed)
	
	


5.4 SRA/GTA Streamlining Management

	
	Version
	MuSCoW

	The SRA/GTA needs to define ineligible activity codes—A screen is needed to display the activity codes of the applications coming to the meeting with a checkbox to make all applications of that code ineligible for streamlining.
	
	

	The SRA/GTA needs to define ineligible reviewers—Mail Reviewers are generally not eligible to vote for streamlining an application; however, others on the committee may wish to see the opinion of the Mail Reviewer. Thus, a screen with the list of reviewers and three columns is needed so as to exclude access, include but display only (i.e., don't count toward the criteria of two UN votes), or include fully. All regular reviewers should default to "include fully" while Mail Reviewers should default to "display only."
	
	

	Deadline for Posting—The SRA/GTA needs to be able to set the date and time by which streamlining votes need to be posted. 
	
	

	The SRA/GTA needs to monitor votes—A display building on the 1500 - 50 (Tally) screen would be useful, with the number of UN votes (or scores) displaying next to that utilizing the same set of columns headings. This would allow the SRA/GTA to know who hasn't voted at all, who might have forgotten to vote on discussant assignments, or who has such a light load that the lack of UN votes may not be a concern.
	
	

	Deadline for Objecting—Generally, SRA/GTAs allow two days for reviewers to register objections to streamlining. The SRA/GTA needs to be able to set the date and time.
	
	

	Release Preliminary Streamlining to Program—Once the deadline for objecting has passed, SRA/GTAs would need to permit program officials to have access to the Preliminary Streamlining Results screen described in “5.9 Viewing Streamlining Results.” While view only for them, it should not be frozen - late votes from reviewers should appear on the program screen as they are entered.
	
	

	SRA/GTA should be able to get preliminary results from Preliminary Streamlining Results screen described in “5.9 Viewing Streamlining Results”.
	
	

	It would be useful for SRA/GTAs to control the numeric score assigned to applications that the reviewers have designated as “UN” or “LH.” ER assigns a score of 0 to unscored applications when computing averages. Thus, an application with the following scores: LH, LH, 2.0 is assigned an average of 2.0, whereas an application with scores of 2.1, 2.2, 2.0 is given an average of 2.1. This reduces the utility of using the score matrix to monitor spreading of scores and could lead to

confusion on the part of reviewers. If SRA/GTAs are not given control over the handling of LHs, then it might be reasonable to assign a 4.0 to all LH nominations.
	
	

	SRA/GTA needs the ability to establish “Floating Cutoff”—If scores or percentile votes are registered, pushing the Floating Cutoff button would perform an iterative procedure whereby a score or percentile is found for which at least 50% of the applications have two or more scores as bad or worse than the cutoff. A window should open indicating, for instance, “A cutoff of 2.6 resulted in 55 percent of the applications falling into the "floating lower half" (two or more votes of 2.6 or worse).” An “Accept” button would establish that as the cutoff, while “Step Back” and “Step Forward” buttons would move the floating cutoff to worse or better scores. SRA/GTA should have Cancel button to abort.
	
	

	The same type of selection method can be used to create a list of applications with significant differences in scores to bring to the attention of members and help focus discussion. The SRA/GTA would select these and links from the list to critique views and batch printing will enhance such a function.
	
	

	Export to Order of Review - Some SRA/GTAs like to manipulate the Order of Review so as to push all the UN applications to the bottom of the list. Such an Export button would transfer the existing streamlining information to the Order of Review screen, causing all UN applications to migrate down (but keeping the same order while doing so) and then be Resequenced.
	
	

	Update & Transfer to Score Entry screen - After the meeting, the SRA/GTA or GTA could revisit the Preliminary Streamlining Results screen described in “5.9 Viewing Streamlining Results” to update UN results (add UN's or change to D), then press a button to transfer these results to the Master Sheet for score entry.
	
	


5.5 Assignment Information for Reviewers

	
	Version
	MuSCoW

	The reviewers need to select the application for which a review is to be posted. 1–2% of critiques are mis-posted each round. Addition of the application title for reviewers to check that they are posting to the correct application will help.
	
	

	· The display needs to include both the PI name and application number, sortable on both, as well as an “Assignment Role” button to sort according to Primary, Secondary, Tertiary and Discussant (with a subsort on PI name). A coordinated display (such as on the 1500 screen) providing more details (title, university) could be used, or these fields should also be built in, since some applicants submit more than one application to the same meeting. 
	
	

	· New Investigators should be designated with a checkbox. 
	
	

	· Buttons could allow the reviewer to select “Your assignments” (the default) or “All applications,” because there will be times (often after the meeting) when an unassigned member will need to post comments raised at the meeting. The All Applications feature would be blocked during initial posting. The right side of the current 1300 (Workload) screen could serve as a base for this screen.
	
	


5.6 Post and Edit Phase 

	
	Version
	MuSCoW

	The availability of the application abstract from the scanned application might be useful to display online to Reviewers. Alternatively, the ability of SRAs/GTAs to post the abstracts themselves (for reviewers to read or that can be used to auto assemble the summary statement) will be found useful by some particularly those who do expedited review.
	
	

	Once an application has been selected, the reviewer needs to be able to post the critique.  The reviewer should be able to submit critiques for their assigned applications during the Posting/Edit phase.
	
	

	The critique should be both stored and displayed in its native format so as to allow the inclusion of special characters. Perhaps Word and WordPerfect documents could be accepted and displayed as .PDF documents, while reviewers using other platforms would need to convert to text (or have the system do that for them). 
	
	

	For submitting critiques, the current cut and paste method in ER is very effective because of its simplicity. It is important to retain this method but to ensure that the system is capable of accepting rich text. The cut and paste text should be easily readable with no truncation at the end of lines in the pasting box.
	
	

	While a cut and paste feature for submitting critiques is still desirable, it is likely that many reviewers will prefer to attach/import files by dragging and dropping from their own hard drives to the IAR server. Such a system would presumably have to be limited to the 2 main wordprocessors (Word and WordPerfect). Further, the files should be transparent to review staff who will only be interested in the text and not file handling. 
	
	

	It can be foreseen that some reviewers will appreciate batch loading of files. However, such files would need to be named with an accurate identifier such as the application number and there would have to be error checking to ensure the number exists. This option is seen as a lower priority but one that might help increase reviewer compliance.
	
	

	There should be a straightforward way for reviewers to view and print their loaded text and scores
	
	

	The reviewers name and the date and time of posting need to be attached and displayed. Date and time of any updates to the critique must be tracked.
	
	

	The score entry box should be as simple as the ER system but should allow two digit or two digits with decimal point (prohibiting three digit entry with an error flag when attempted may be required to allow for accurate averaging).
	
	

	To increase efficiency of the screens and consolidate data for SRA/GTAs, critique posting status, posting of critiques for reviewers and ability to block reviewers should be combined on one screen. 
	
	

	At the time of posting of each critique, the system should remind the reviewer whether there are any special considerations involved. Four special considerations stand out as reasonable to flag:

a. The involvement of human subjects can be flagged (this could be tied to a optional text entry screen where the text can be auto-appended to the reviewer’s posted critique or the reviewer may wish to complete their critique and post it later)

b. Vertebrate animal subjects involved.

c. New R01 investigator reminder with a simple flag.

d. Reminder with a simple flag that an extra section is required when the application is submitted by a foreign organization. (again an optional text box might be tied to the flag)
	
	

	Posting by unassigned study section members before the deadline should be allowed (this ability might be made an option for SRA/GTAs to turn on or off). However, this added function will increase complexity for the SRG members and it should be separated from the function to post to assigned applications to retain the simplicity and ease of posting to assigned applications (the primary requirement of IAR). There will have to be a feature added for SRA/GTAs to be able to track what unassigned members have posted. In the "reading" phase, it will be important for viewers to see who has posted and their role (primary etc).
	
	

	Often reviewers indicate their score is conditional on outcome of discussion. The system might allow input of a score mark as conditional with an explanation.
	
	

	Each reviewer needs to be able to view his or her own posted critiques during this Posting and Edit phase.
	
	

	A separate deadline for lower half suggestions might help management of this process with post deadline additions or subtractions from the lower half list allowed. Inclusion of a nomination list might allow reviewers to add a second for lower half [a reviewer comment box might help explain changes in initial recommendation when initial critiques do not support lower half]
	
	

	Another option for deadline dates for posting critiques can be considered. Once a reviewer has posted their finalized critique, they can be blocked from editing it and will then immediately be able to see other posted critiques for that application. Such a function might be made optional allowing piloting. This needs more analysis and discussion.
	
	


5.7 Read Only Phase

	
	Version
	MuSCoW

	The SRA/GTA needs the ability to block specific reviewers from viewing critiques (when they haven’t posted their own critiques). The ability to batch block a reviewer’s access to their complete set of assignments as well as one by one reviewer application is desired. The ER system does not do this very efficiently and it needs to be improved in IAR.
	
	

	The current simple functioning of the ER system after the deadline to allow reviewers to intuitively locate applications must be retained in IAR.
	
	

	With the addition of lower half and significant difference lists, the Reviewers READ (term used in ER) page becomes a little more complex but not overly so. After accessing the correct meeting, they will get a choice of View critiques by application, View the Lower Half List, or View the Significant Difference List. Each application in these lists will be linked to a view the combined critiques. An alternate approach to such lists is too simply allow the lists to be generated for the SRA/GTA to email them to members but this removes the advantage of quick links to the critiques.
	
	

	Reviewers could go the screen described in “5.5 Assignment Information for Reviewers” (first bullet) and select either application from their own list or from the list of all applications for viewing critiques. 
	
	

	Access Controls: Applications on which they are in conflict should always be blocked. Where there are no conflicts, reading other’s critiques is based on their Reviewer type:

Regular – (most Reviewers are this type) can read all critiques for meeting except conflict of interest (COI)

Telephone – can only read critiques for their applications

Mail-in – no read permission, they only post their critiques.
	
	

	Posted critiques should be identified both with the name of the reviewer and their assignment type (Primary, Secondary, etc). Scores/UN votes should also display. 
	
	

	Some SRA/GTAs read critiques as they are added to the ER Web site allowing them to be better prepared for meeting and to spot potential problems. A useful feature would be the ability to mark an application as read and approved by the SRA/GTA to help streamline the assembly of triaged summary statements in particular. If a critique is updated then the check mark will be removed automatically.
	
	

	On selecting a review, a .PDF display of the review would open. No modification of existing critiques would be allowed during this phase.
	
	

	Allow reviewers to post comments after the deadline [these comments would be marked as after the deadline and changes to the pre-deadline critiques should not be allowed until after the meeting]. This might be limited to the unassigned or might also include assigned reviewers, or comments could be mailed to SRA/GTA who will have ability to post for the unassigned or assigned. Development of such a function will require more policy input. Clearly, the timing the peer review process would have to be substantially changed for reviewers to utilize it optimally. Careful thought has to be given to such a step and clear policies developed.
	
	

	In ER, reviewers can view the same compiled list of scores as the SRA/GTA (except for conflicts). While most find this feature an integral part of the process, a few would like to be able to turn this feature off to hide scores from members before the meeting [this would also impact display of scores with critiques]
	
	


5.8 Posting Streamlining Votes

	
	Version
	MuSCoW

	A bold display of the Deadline for Posting (set by the SRA/GTA) information should appear when reviewers logon to the web. Any UN votes submitted after the deadline would register as “late votes” and would not count toward preliminary streamlining. They need to be confirmed at the meeting.
	
	

	In its simplest form, a display such as in “5.5 Assignment Information for Reviewers” (first bullet) (the “Your Assignments” list) would appear with a checkbox in a UN column to allow the reviewer to vote. 
	
	

	A system with the added value of allowing the SRA/GTA to pick a “floating” cutoff (see below) would allow reviewers to vote scores or percentiles in addition to the checkbox system. That is, the ideal distribution of 50% of the scores being worse than 3.0 is rarely attained, but recording actual scores for all applications (the good, the bad, and the ugly) could allow the cutoff for streamlining to float up to a 2.6, for instance.
	
	

	SRA/GTAs who do not use IAR could utilize the streamlining functions described in this document by using a simple screen showing the list of reviewers for the meeting and clicking on the name of the reviewer for whom they wish to post votes.
	
	


5.9 Viewing Streamlining Votes

	
	Version
	MuSCoW

	Once the deadline for voting has passed (see below), reviewers need to access a Preliminary Streamlining Results (PSR) screen. The display would be a simple list of all applications coming to the meeting (sortable by PI (default) or application number) with a "Results" field to display the following options, with a key to one side:

\ = one vote for UN

UN = two or more votes for UN

D = discuss (objection to UN registered, or ineligible activity)

(\) = late vote(s) for streamlining

Another portion of the screen could display the initial streamlining percentage and the current streamlining percentage (that is, subtracting those now with a D).

Also, if a “Floating Cutoff” is used (see below), there would be a notation, “A ‘Floating Cutoff’ of 2.7 was used, resulting in 45 percent of the applications getting a UN.”
	
	


5.10 Objecting to Streamlining Votes

	
	Version
	MuSCoW

	One additional column should be added to the Viewing Streamlining Votes screen to allow reviewers to object to streamlining (any study section member not in conflict).
	
	


5.11 Late Votes for Streamlining

	
	Version
	MuSCoW

	One additional column should be added to the Viewing Streamlining Votes screen to allow reviewers to add a late vote (only assigned reviewers/discussants).
	
	


5.12 Average Scores

	
	Version
	MuSCoW

	Another portion of the Viewing Streamlining Votes screen could display a preliminary score matrix - average, range, and individual votes. The latter could be arranged from best to worst (and so noted) so as to preserve reviewer confidentiality. It might be best to freeze this (?). The average score column should be sortable.
	
	


5.13 Post Meeting Edit Phase

	
	Version
	MuSCoW

	Unassigned members should be allowed to submit post-meeting comments or to edit their earlier comments.
	
	

	The date stamp in ER that allows SRAs/GTAs to track when a critique was updated is important. This date can be used as a filter in IAR to retrieve the subset of critiques posted since a particular date. Color-coding could be used to aid tracking.
	
	


5.14 Reports

	
	Version
	MuSCoW

	A useful additional feature would be to allow the reviewers to print their own copies of their assignment lists. The format would need to be SRA/GTA controlled—either “Assignment List and Conflicts by Reviewer” (full assignment information on only those applications assigned to the reviewer) or “Assignment List and Conflicts by Reviewer (Restricted Version)” (no information on co-reviewers). The New Investigator asterisk should print.
	
	

	SRA/GTA should have a Meeting Report 1—A two-column report displaying the PI name and application number along with the current information in the Results field in the PSR screen. Another column would print a C next to those applications for which there is a conflict in the system, since those cannot be discussed at all when streamlining is confirmed at the beginning of the meeting. Numbering is needed to correspond with reviewer vote sheets.
	
	

	SRA/GTA should have a Meeting Report 2—For reference, a copy of the master assignment list with reviewers who voted to streamline a particular application printing in bold.
	
	

	SRA/GTA should have a Meeting Report 3—Preliminary Score Matrix. The score matrix should allow multilevel sorts. For example, it would be very useful to be able to sort by mechanism then PI name.
	
	

	All the current tools for SRA/GTAs in ER to view and print score and critiques are useful. The ability to sort outputs can be made more flexible with the addition of secondary sorts where applicable. Further, reports can be enhanced with functions to batch print selected critiques.
	
	

	SRA/GTA needs the ability to print all reviews, sorted by PI, with each PI beginning on a new page. The requested feature would allow all SRA/GTAs to bring a collated copy of each "proto summary statement" to the meeting and be able to refer to them during the meeting. This allows SRA/GTAs to ensure that key points made at the meeting are actually written into the critiques.
	
	

	SRA/GTA will need a printable report of the lower half list (to take as the official list to the meeting) and their associated combined critiques. 
	
	

	SRA/GTA will need a printable report of a list of applications that have been nominated by one reviewer for streamlining.
	
	

	SRA/GTA will need a printable report of the significant difference list and their associated combined critiques.
	
	


5.15 Purging

	
	Version
	MuSCoW

	Reviewer assignments should be purged after period of time.
	
	

	Critiques and reviewer assignments should not be linked together. Unlinked assignments can be purged leaving critiques in place. [Depending on timing, there is a potential clash of reviewer purge and post meeting editing, critique download/summary statement assembly.]
	
	


5.16 Summary Statement Assembly

	
	Version
	MuSCoW

	The main post-meeting report is the assembled critiques in a pre-summary statement draft.

Two versions are required: 

· one similar to the current ER draft that shows application, reviewer role (not name) and score, 

· and a second Word output that is closer to a true summary statement draft. 

[RTF output will provide compatibility with all major word processors.]

Production of this second output must take the opportunity to maximize autoassembly of draft summary statement text. Critiques would begin with the heading “Critique” (a nice touch would allow SRA/GTAs to rearrange the order of critiques; the default order should be by role). [Although many reviewers add the heading “critique,” they can be asked not to do this.] The description would be added if available. A further nice touch would create an output with as many template headings as possible. So, for example, if there are human subjects codes, the appropriate headings can be created in the output. The bolded statement proposed by OER for separating reviewer and SRA/GTA remarks can be added. If biohazard of foreign are checked, these headings can be added, etc. If such an option is provided, it will be important to be able to toggle off the template.
	
	

	One possibility—the system will facilitate summary statement creation by merging the critiques into one document to be used as the draft summary statement body text and allowing the SRA/GTA to export this document. 
	
	

	Export to Summary Statement Module. This option would formally associate each file for the designated application to allow access through the summary statement module. Until the button is pushed, the files should remain in a temporary file. There would need to be an “update” button that would bring in the most recent posting, and there should be a warning when a newer version has been posted. The advantage of this scheme would be in knowing which version you are working with so that an update would not be posted without your knowing. 
	
	

	Direct Storage in the Summary Statement Module. Posted critiques would be available to the SRA/GTA through the IMPAC II Peer Review Summary Statement Module as soon as posted. The difficulty would be in keeping track of when a review has been modified. A log could show the SRA/GTA when updates have been posted, but it might be difficult to keep track of those changes when working offline on a draft in Word or WordPerfect.
	
	

	Automated Assembly. The IAR and/or the summary statement module should have a display of which reviews are in and which are missing. When all expected reviews are there, an Export Raw Reviews button should assemble the reviews in a prescribed order (e.g., Primary, Secondary, Tertiary, Mail, Discussant) and allow the SRA/GTA to save the assembled document on the c: drive with the prescribed file name format needed for later upload. PROBLEM - How to deal with files created in different word processing programs. As noted above, we’d like to retain special characters. If the SRA/GTA specifies that the downloaded document should be in Word, for instance, are there conversion programs to handle a WordPerfect document on the fly?
	
	

	When exporting critiques, care should be taken regarding retention of paragraph breaks, deletion of superfluous hard returns. One problem with the current NIAID system is that some types of output result in the loss of paragraph breaks while others put a hard return at the end of every line. Macros can often take care of these problems, but the system should provide clean output if possible
	
	

	The summary statement contains a “Description” submitted on the grant application. Since applications are scanned and bookmarked, this “Description” section should be evaluated for feasibility of automatically incorporating it into the summary statement during generation/combination of critiques.
	
	

	If SRAs/GTAs have the capacity to download all the summary statements (collected critiques under each grant number) with a separate file for each summary statement (named with the grant number or PI name), this could be incorporated into their post meeting processes as a one-time event and will prevent inadvertent loss of data. The files might be zipped together for the download in a procedure similar to that now used in IMPAC II. 

Download of All Critiques. If all critiques are saved in a single document, some time can be saved by running certain “clean-up” macros just once instead of 100 to 400 times. The critiques for each application should be ordered (e.g., Primary, Secondary, Tertiary, Mail, Discussant) and the SRA/GTA needs control over the order (PI name vs application number). The insertion of some special character string (e.g., page breaks) between applications would allow efficient separation for storage in individual files.
	
	

	If a feature to allow reviewers to attach files is created, SRA/GTAs will not want to download these files but rather handle the rich text only.
	
	

	A feature can be provided to use the text to assemble the IMPAC II .PDF draft summary statement avoiding an intermediary Word file. Often streamlined summary statements will need no editing and they can be rapidly released. However, such a function should be built to avoid inadvertent release of unread critiques. It could be combined with a check box indicating that the SRA/GTA has approved the critique. The check box would only be visible on the SRA/GTA’s screen similar to the private check box on the Review module 1500 screen.
	
	


5.17 IC Program Officer Access

	
	Version
	MuSCoW

	SRA/GTA should have the option of making the lower half list public to Program Officers. This allows the PO to optimize their travels between SRG meetings.
	
	

	The system could place critique text directly into draft summary statements. In IMPAC II, there is already a Preview mode for SRA/GTAs to share summary statements with POs. If critiques can be directly loaded as draft summary statements then the preview feature will allow quick IC access if necessary.
	
	


5.18 Other General Features

	
	Version
	MuSCoW

	In all screens displaying application numbers, display the mechanism. It is very difficult to evaluate score distributions and perform other essential tasks if mechanisms are not displayed.
	
	

	Privacy for the IMPACII Review module is at the level of the IRG (or equivalent). The same level of privacy appears to be appropriate for IAR. However, the private check box on the Review assignment screen limiting access to the SRA/GTA only would have to work in the same way for IAR if this privacy mode is to be kept in the Review module.
	
	

	The ability to send emails to a group of reviewers for a meeting would be desired.
	
	

	There may be an opportunity to handle Travel Voucher via IAR.
	
	


6. Constraints

IAR will be developed using the new eRA development environment, J2EE. Consequently, the technology used for IAR will differ from the current technology of the Peer Review module. Due to technology and time constraints, it is recommended that the current Peer Review module is only modified where necessary to accommodate data or functions critical to the IAR process. Data and functions accessible through IAR should not be replicated in Peer Review. With the future redesign of Peer Review in J2EE, integration of SRA/GTA IAR functions will be addressed and integrated where feasible.

7. Quality Ranges

This section defines the quality ranges for performance, robustness, fault tolerance, usability, and similar characteristics for this application. These characteristics will be discussed in more detail in the Supplemental Specification document.

Availability: The System shall be available 24 hours a day, 7 days a week.

Usability: The System shall allow the users to provide ‘human factors’ feedback online.

Usability: The System shall include on-line help for the user. Users should not require the use of a hardcopy Manual to use the System.

Maintainability: The system shall not hardcode system parameters. 

8. Precedence and Priority

This section provides some direction on the relative importance of the proposed system features. Until the detailed requirements are fully defined, it is difficult to estimate schedules and establish priorities. As time progresses, this section will be filled in with a prioritized list of features per release.

9. Other Product Requirements

9.1 Applicable Standards

The desktop user-interface shall run under the Netscape Navigator Version TBD or greater or Internet Explorer Version TBD or greater.

9.2 System Requirements

· The system shall interface with the existing IMPAC II System. 

· The server component of the system shall operate on a Sun Solaris operating system, located at the NIH CIT.

· The client component of the system shall operate on any personal computer with Netscape Navigator Version TBD or greater or Internet Explorer Version TBD or greater.

9.3 Performance Requirements

Detailed performance requirements will be described in the Supplementary Specification document.

9.4 Environmental Requirements

None.

9.5 Security Recommendations

Recommendations will be provided by Bobbi Spitzberg.

10.  Documentation Requirements

This section describes the documentation requirements of the Internet Assisted Review System.

10.1 User Manual

The User Manual shall describe use of the System from users’ viewpoint. The User Manual shall include:

· Minimum System Requirements 

· Logging On 

· Logging Off 

· All System Features 

· Customer Support Information 

· System Administrators Manual

The User Manual shall be available as hardcopy and through the online help.

10.2 On-line Help

On-line Help shall be available to the user for each system function. Each topic covered in the User Manual shall also be available through the on-line help.

10.3 Installation Guides, Configuration, Read Me File

Since this application will be a Web-based application, no specific user installation will be required.

10.4 Labeling and Packaging

The NIH eRA logo shall be prominent on the user documentation and splash screens.

1. SRA Prepares Meeting/ Reviewers for IAR: SRA finalizes meeting assignments, selects meeting for IAR and specifies critique submission and other deadlines.





2. Reviewer Registers for IAR: Reviewer account registration, creation via email.





3. Reviewers log in and submit critiques and preliminary priority scores for their applications.





5. Optional Edit Phase: After the meeting, Reviewers “may” modify their critiques.





6. Generate Summary Statements: draft bodies are built from critiques. 





4. Read-Only Phase: After submission deadline, Reviewers “may” read other Reviewer’s critiques. Reviewers must contact SRA to get a late critique submitted (manually by SRA). If a reviewer has not submitted, the SRA “may” block the Reviewer from reading. 





3. Post/Edit Phase: Reviewers log in and submit critiques and preliminary priority scores for their applications.
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