NIH CENTERS FOR AIDS RESEARCH 

P30 NONCOMPETING CONTINUATION (Type 5) APPLICATIONS
Supplemental Guidance for Applicants using PHS 2590 Form

I.
Introduction
These guidelines provide supplementary information regarding preparation of the P30 noncompeting continuation (Type 5) application for the Centers for AIDS Research program to be used in conjunction with the PHS 2590 Form, Rev. 5/01 – updated 6/28/02). 
  The suggested format for the application is designed to illuminate the special features of P30 CFAR grants and provide the most useful information about the CFAR program.  

Narratives and progress reports provided in the type 5 applications constitute a major source of information used by  NIH Program Officials to report on accomplishments of individual Centers, discuss the unique value of the CFAR/Core Support Grant program and justify continuation of the program to NIH Institutes, AIDS researchers, the Congress, and ultimately, to the public.  For these reasons, it is of paramount importance that the application includes the most salient information on scientific progress with particular attention to the special contributions and achievements made possible by the Center and the P30 CFAR grant that could not have been accomplished through individual research grants alone.

Principal Investigators are encouraged to submit thorough but concise reports, to use summary charts and tables whenever possible, and to reference materials and information submitted in previous reports and applications rather than to include them again.  Reports should be limited to updating the activities and research progress since the last reporting period.  Page limitations suggested below are intended to be upper limits. 

II.
Contents of Progress Report Summary (PHS 2590 Form, Rev 5/01, Form Page 5)

This section is the primary scientific report of the CFAR; it should include only new information since the last reporting period, and should incorporate the following information:

A.
Director's Overview (Limit: 10 pages)


The Director's Overview should consist of a summary, which broadly discusses the most important scientific achievements, significant changes and future plans of the center.  Wherever possible, organize and highlight the information thematically according to the areas of interest of each NIH Institute (see attachment).  The suggested format for the Director’s Overview is as follows:

1.   Brief Introduction.  Provide a brief description (e.g., one or two paragraphs) of the CFAR, its major areas of scientific emphasis, and other major features of the center.  

2.   Ongoing Activities and New Developments. 

a. Describe the important ongoing activities, new ideas and developments, collaborations with other Centers and/or investigators in other academic institutions.   Emphasize activities or events that have contributed to, or are likely to contribute to, improving interdisciplinary coordination and collaboration and the overall synergy of the centers research activities. 

b. Describe any changes that could be instrumental in the continuing development and strengthening of the Center including: 
· the role and visibility of the CFAR within the parent institution
· types or degree of institutional commitment
· overall research space, individual core space, and availability of specialized shared facilities.  
c. Briefly describe any center activities designed to stimulate international collaborations (if applicable).  Please describe the specific role of the CFAR in these international activities.
Not Helpful:  A laundry list of programs, research, and training, etc. in a developing world country involving the CFAR Institution or CFAR members.  For example, “Drs. X, Y, and Z who are CFAR members have focused their research on mother-to-child HIV transmission prevention in Country A.  This group published data in Journal B supporting the success of Voluntary Counseling and Testing Programs in Country A.  The investigators will use this preliminary data to apply for outside funding.”

Why?  The only link to the CFAR is that Drs. X, Y and Z are CFAR members.  It could be inferred that the work would have been done even without a CFAR grant. 

Very Helpful: “Drs. X, Y, and Z who are CFAR members have focused their research on mother-to-child transmission prevention in Country A.  The International Core provided training materials for Voluntary Counseling and Testing that Drs. X, Y, and Z used to train the in-country researchers in Country A, and in addition, the in-country investigators came to the CFAR to be trained in virological assays.” 

d. Briefly describe any training, outreach, education, Core activities, etc. that the CFAR supported to increase the number of underrepresented minority physicians and researchers at the institution(s).  Please also describe any community outreach and educational activities supported by the CFAR to target underrepresented minority populations.  Please be specific in describing what support was provided by the CFAR.  See examples:
Not Helpful:  “Dr. X leads the African-American HIV/AIDS outreach program to bridge the gap between growing medical needs and African-American communities.”
Why?  Because this example does not show how the CFAR played a role.  Also, Dr. X could have done this on his/her own without being a CFAR member.

Very Helpful:  “Dr. X leads the African-American HIV/AIDS outreach program at CFAR X to bridge the gap between growing medical needs and African-American communities.  The outreach program is part of the CFAR’s Clinical Core which provides free testing to the community and encourages those who are HIV positive to enter regular care and treatment as soon as possible.  The Clinical Core also provides training to the community in providing compassionate care for people infected with HIV.” 
e.
Please include how the CFAR assisted any NIH-funded program (A specific list of NIH –funded programs is available at the end of this document.)  See examples below:

Not Helpful:  “Dr. X collaborated with CIPRA applicants.”
Why?  Because this example does not show how the CFAR played a role.  Also, Dr. X could have done this on his/her own without a CFAR grant.

Very Helpful:  “Dr. X assisted CIPRA applicants in the development of the CIPRA application and the CFAR will provide training and support through Cores X and Y if the grant is funded.” 

3.   Major Research Results and Scientific Accomplishments.  This section should provide an integrated report on the overall scientific achievements of the CFAR over the reporting period.   (The detailed reports on individual projects should be included in the appropriate individual core sections).  Please add one or two sentences to briefly describe exactly how the CFAR provided support for each of these scientific achievements.  This section should convey the concept of “added value”: the characteristics and nature of the interactive research environment created through the CFAR that promotes advancements in research on AIDS over and above that which can be achieved through individual research projects alone.  Other sections of the progress report may be referenced as needed and appropriate. 
4.   Future Plans.   Discuss future plans for further development and strengthening of the center, including any plans for stimulating innovative, collaborative research approaches or developing translational research (e.g., basic to clinical and clinical to basic).


5.   CFAR Members and Funding Base.  Include Excel spread sheet of all AIDS investigators at the institution with their research funding in two parts: 1) NIH AIDS funding comprising the funded research base (refer to PA) and 2) research funding from other sources.  The most recent excel spread sheet for your CFAR may be requested from the NIH program officer. Please indicate under ‘Members’ column the nature of each investigator’s participation in the CFAR.  A key table can be made to list the various levels of participation (e.g., CD = Core Director, CU = Core User, S = attends CFAR sponsored seminars, etc.).  Some investigators will probably have several letters in the column.  Note:  the most current Funded Research Base (FRB) database is generally not available until April.  Therefore, if your progress report is due prior to April, please use the FRB that was provided in the previous fiscal year.  
B. Cores – There are several administrative details that NIH needs to know.  Explain any significant changes for each core, or new cores that have been established.  
1.    Administrative Core (Limit: 4 pages)

- Organizational chart.  Provide an organizational chart showing the relative position of the CFAR in the parent institution.   Provide a separate organizational chart of the CFAR itself. Highlight any changes from the previous reporting period.


- Activities of internal and external advisory committees. Include agenda and copy of any committee reports.


- Report any changes in Policies and Procedures for approval by NIH.  Include any changes pertaining to prioritization of usage of shared resources.

- Report on annual Strategic Planning Process.  (Refer to requirements of the PA)  

-
Research Seminars/Continuing Education

-
Outreach Programs

-
Faculty Recruitment

2.
Basic and Clinical Cores (Limit: 6 pages, each core)

Maintain the core identifiers (Administrative, Core A, Core B, Developmental, etc.) and core title in the same format as in the original competing application.  New cores should NOT utilize a previously deleted core identifier or core title.  For each core, provide the following information:

a.  Operational Information 

Summarize the techniques made available by the core to support AIDS research projects. Emphasize changes.  Provide a summary of the investigators supported through core functions during the reporting period to indicate the approximate percent usage for each major user, until at least 80 percent of the core capacity is accounted for.  Then list the total usage for non-major users under "others".  This can be reported in Table 5 (see Section C below) for all basic and clinical cores, separately.   For each investigator, include title of project; grant number, and the nature of the support provided through the core. Denote the total annual capacity of the resource.  Discuss future plans.  Please also include a brief paragraph describing whether the number of core users has increased, decreased, or stayed the same since the last progress report.  Please explain.   Describe what the Core has done to increase utilization of the Core’s services.
 
b.   Core - Scientific Accomplishments (Limit 6 pages). 

 
Provide a summary report of the scientific research completed through core support for the reporting period, noting the significance of accomplishments. List several exemplary projects that have been supported through the core and their value, importance and/or significance to the advancement of AIDS and AIDS-related research.  Please also indicate how the Core provided support for these projects.  If possible, organize scientific progress in the following categories: accomplishments that may be of interest to the scientific community, and those of high visibility that may be of congressional and public interest.  The latter should be briefly described in lay language.  Note that NIH and other public health bodies may utilize these findings in the design of prevention, diagnosis and treatment strategies.  Provide a brief abstract (in approximately 300-400 words) of each highly significant finding.  For example, Jones et al. find that ....., followed by a complete journal citation.  Also describe whether additional research is needed in the future. 

          3. 
Developmental Core (Limit: 10 pages).  Follow the guidelines as indicated for individual Cores
· Investigators New to AIDS Research (Developmental grants)

· Feasibility Studies (Pilot Projects)

· Evolving Research Opportunities

Please provide the number of applications received during the reporting period and how many were selected for funding.  Please also provide the titles and names of project PIs for those applications that were not successful. 

For each of the three areas above (or other areas, as appropriate for the developmental core of your CFAR), summarize how developmental funds were used.  The Developmental Core supports original research in the Center; therefore more detail may be provided on resulting accomplishments.  Report on any applications submitted and/or competitive funding obtained as a result of the pilot project.  If there were a number of good projects with significant advances and interesting results, this core might exceed the 10 page limitation.

**ALL CFAR-funded Pilot Studies Involving Human Subjects/Animal Subjects**
Please include copies of IRB and IACUC approvals for ALL studies involving the use of human and/or animal subjects identified by project title.  
For studies with an international component, please include copies of applicable IRB or ethics or Ministry of Health approvals for the foreign country involved.  
For ALL studies that include provision of therapy, please also include IRB approved informed consent document identified by the title of the project AND plans for assessing and reporting serious adverse events.

Please also include a targeted/planned enrollment table for each study involving human subjects.  Note:  if the pilot study is nested under an ongoing NIH study for which this information is already being collected, please simply indicate that on the form with the parent grant’s title or number. (e.g., Study Title:  “CFAR Pilot Study XYZ”; Total Planned Enrollment:  “This information is being collected under ACTG 5015 or under AI22222”.   These tables can also be included as part of the appendices. 
All of the above documents can be included at the end of the Developmental Core report section or included as part of the appendices.  

International Studies

We also need to be informed (as early as possible – i.e., don’t wait until the progress report is due) if there are any new international studies funded by CFAR funds.  An example would be a pilot study funded through the developmental core that provides funding to investigators in the foreign country.  

Please be reminded that all NIH-funded studies conducted internationally must have approved clearances prior to initiation of work.  Please contact Ann Namkung for required information and to initiate the NIH clearance process for CFAR-funded developmental pilot studies.  

C. Scientific Programs (if applicable) 

Provide a summary report of the scientific programs describing new collaborations that have been established.  Please also describe the projects that are being funded within the scientific programs and provide a summary report for these as well.  Include information on the funding source and outcomes, if available, for projects arising from the scientific program.
D.
Competitive Supplements (if applicable)

For competitive supplements, please provide a summary report for any competitive supplement that was active during the reporting period.  Please also report all publications or external funding received as a result of any past CFAR supplemental award that occurred during the reporting period.  Explain how the supplement led to new scientific direction, if applicable.
E.
CFAR Tables
Tables 1 through 5 are available on the CFAR website at http://www.niaid.nih.gov/research/cfar/cfarpa.htm and must be included in the progress report.  Tables 1, 2, 4, and 5 should only include current information for the reporting period.  Table 3 should include comprehensive information with new information from the reporting period being either highlighted or in bold font. 
Table 1: CFAR Support of Translational Studies 

Table 2: Anecdotal Evidence for CFAR "Value Added" 

Table 3: Previous Recipients of Developmental Awards 

Table 4: Existing Core Facilities at the Institution Applying for a CFAR Award  

Table 5: CORE USERS (for all Basic and Clinical Cores)

D. Other Support/Funding Base 

List ‘Other Support’ information for all CFAR key personnel as required by the PHS 2590 form.   For each investigator, organize the support by Federal and non-federal sources.  This must also include percent effort.
E. Publications

Provide a list of AIDS and AIDS-related publications supported by the CFAR from the last report submission.  List the titles and complete references of publications in alphabetical order by first author. Highlight those publications that illustrate inter- or intra-programmatic collaborations (e.g. use asterisk or other designation).  Provide one copy of the 10 best publications not previously submitted as an attachment to the Type 5 progress report. 

SUBMITTING YOUR PROGRESS REPORT

Submit the completed, signed original progress report and two copies (with required signatures) directly to the new centralized mailing address for all NIH Institutes/Centers as listed on the NIH website (http://grants.nih.gov/grants/type5_mailing_addresses.htm).

In addition to the paper copy of the noncompeting continuation application, provide the progress report on electronic media (CD or e-mail attachment) to the responsible Program staff person. Please do not send electronic media to the centralized mailing address.  
As a reminder: progress reports are due two months before the beginning date of the next budget period.  The Office of Policy for Extramural Research Administration, OER, National Institutes of Health hosts the website located at: http://era.nih.gov/userreports/pr_due.cfm.  Grantees are responsible for periodically checking the list, which is updated on/around the 30th of each month.  

For grantee institutions and PIs registered in the NIH eRA Commons, the progress report due information is available in the Commons Status system.  Commons-registered institutions and PIs also have access to pre-populated face pages via Status.  For more information on the NIH Commons, see:  http://commons.era.nih.gov/commons/index.jsp.   

Attachment

Special Programs and Areas of Interest of the NIH Institutes

The NIH would like to know how the CFAR may assist other programs funded by the NIH.  Note that the following are examples and are not meant to be all-inclusive of programs supported by various NIH Institutes with which the CFAR may collaborate, or provide assistance. If there are any questions as to the inclusion of any individual program, the PI is advised to discuss with the program representative of the relevant NIH Institute.  This list may be updated in the future.

1.
National Cancer Institute


NCI-designated Cancer Centers


AIDS Malignancy Consortium   


AIDS and Cancer Specimen Resource

PA04-157 – “Research on Malignancies & AIDS and Acquired Immune Suppression”


Women’s Interagency HIV Study (WIHS)


Multicenter AIDS Cohort Study (MACS)
2. National Institute of  Allergy and Infectious Diseases

STD Centers

HIV Therapeutics: Integrated Preclinical/Clinical Program (IPCP)

AIDS Adult, Pediatric, and International Clinical Trials Programs 

The Terry Beirn Community Programs for Clinical Research on AIDS (CPCRA)

HIV Vaccine Trials Network (VTN)

HIV Prevention Trials Network (PTN)

HIV Network for Prevention Trials (HIVNET)

Comprehensive International Program for Research on AIDS (CIPRA)
Women’s Interagency HIV Study (WIHS)


Multicenter AIDS Cohort Study (MACS)

3. National Institute of Mental Health

NIMH Centers for Core Support for Mental Health/AIDS Research

National NeuroAIDS Tissue Network

� PHS 2590 Form (Rev. 5/01) is available on the web at � HYPERLINK "http://www.nih.gov/grants/funding/2590/2590.htm" ��http://www.nih.gov/grants/funding/2590/2590.htm� 





