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APPENDIX A, Attachment 3

STRATEGIC RESEARCH PLAN

Separate strategic research plans (items I-XI) must be completed for each separate research project that will be funded by the 2010-11 Health Research Formula Fund award.  The strategic research plans must be submitted as separate files on a CD-R or DVD compact disk. The filename for the strategic research plan should be labeled with the project number (from the Cover Page/Project List), last name of principal investigator, an abbreviated name of applicant institution, grant year and type of grant (e.g., 2010F), and the first three words of the research project title, e.g.: 
1-Smith-Amer U-2010F-Clinical Cell and

2-Chu-Colgate Coll-2010F-Improving Diagnosis and

Patentable ideas, trade secrets, privileged or confidential commercial or financial information, disclosure of which may harm the applicant, should be included only when such information is necessary to convey an understanding of the proposed project.  The Strategic Research Plans are accessible to the public though a Commonwealth Web site pursuant to the amendment to the Right to Know law (Act 2008-3; 65 P.S.§67.101 et seq.).  Prior to placing the Strategic Research Plans on the Web, the Department will redact (black out) confidential and proprietary information.  Applicants must clearly identify all proprietary or confidential information that they desire to be redacted by marking the proprietary or confidential text with highlighting and adding a statement that the highlighted text is considered to be confidential or proprietary.   

If the funds will be used for research laboratory or building construction or renovations, the project is a research infrastructure project and it should include “research infrastructure” in the title.  All other projects are research projects and the research title should convey the purpose of the research that will be conducted rather than the type of equipment to be purchased, research center to be supported, or faculty to be recruited. The Research Plan (Item X) must describe in detail the methods that will be used to carry out research during the period that the research project will be supported with grant funds.  

Each strategic research plan should describe only one research project or research infrastructure project. 

Do not delete or change, in any way, the instructions, headings, footers or any information on these forms.  Do not delete this page.  This first page should not be numbered. Subsequent pages should be numbered beginning with “– 2 –” at the bottom center of the page. Except where otherwise noted, responses must be single-spaced, in Times New Roman font size that is no smaller than 12-point type and left aligned, and must not exceed the space indicated.  Use italics or underline for subtitles. Do not indent paragraphs; separate paragraphs by a blank line.  Blank lines do not count as a line of text when determining if the text exceeds the line number limitation.  Use spell check and review carefully for grammatical errors.

Do not delete the header (form approval number).
If graphics are included in the strategic research plan, keep the strategic research plan document to no more than two megabytes.

Items I-IV:  Items I-IV will become part of the annual report to the legislature and posted on the Department’s Web site. Use “project” instead of “proposal,” “grant application” or “proposed study” when referring to the project. Do not repeat the same information in Items I-IV. Do not include the names of the investigators in Items I, II or IV. Do not include references in these items.  Spell out acronyms or abbreviations the first time used.  Do not include any proprietary or confidential information that requires redaction in items I-IV.  Do not include bolded text in these items, use italics or underline instead. 

I. Research Project Title, Purpose and Anticipated Project Duration
(A) Title - The title of the project should not exceed one line of text. Use Mixed Title Case, not UPPER CASE, e.g., Identification of ABC Binding Proteins 

(insert Title here): 
(B) Purpose - The purpose should emphasize the research study that will be undertaken to discover new knowledge leading to new prevention or treatment approaches and should not exceed eight (8) lines of text. Responses must be single-spaced, in Times New Roman font that is no smaller than 12-point type, and left aligned. 

(insert Purpose here): 
(C) Anticipated Project Duration – Insert the anticipated start and end date of the research project below. The effective date of the grant is expected to be January 1, 2011.  

Anticipated Project Start Date (mm/dd/yyyy):  
Anticipated Project End Date (mm/dd/yyyy):  

(D) NIH Activity Code - Indicate the type of research activity to be conducted, using NIH activity codes such as R01.  For a list and description of NIH activity codes, go to http://grants.nih.gov/grants/funding/funding_program.htm.

NIH Activity Code: 
II. Research Project Overview – State the broad research objectives and specific research aims.  Describe the research design and methods for achieving the objectives and aims.  Responses must be single-spaced, in Times New Roman font that is no smaller than 12-point type and left aligned, and must not exceed 25 lines of text. Do not include references in this item; references should be included under XI. Research Plan where a more detailed description of the project is presented.    
III. Key Research Personnel - Beginning with the Principal Investigator, list the names (first name, middle initial, last name) and degrees (e.g., Jane E. Smith, MD, PhD) of all key participating research personnel who will be involved with the research project.  Key research personnel are defined as persons who contribute in a substantive way to the scientific development and execution of the research activities.  Typically, key personnel have doctoral or other professional degrees, although persons with masters or baccalaureate degrees should be included if their involvement meets the definition. Consultants should be included only if their involvement meets the definition.  Those persons providing technical or administrative services are not considered key research personnel.  Use additional space, as needed, following the format below. Responses must be single-spaced, in Times New Roman font that is no smaller than 12-point type, and left aligned.

	PRINCIPAL INVESTIGATOR

	NAME (First Name MI Last Name)


	DEGREE(S)



	POSITION TITLE


	NAME OF EMPLOYER



	EMAIL ADDRESS


	MAILING ADDRESS  (Street, City, State, Zip Code)



	Will any grant funds be used to pay the salary of the PI?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No




	OTHER KEY RESEARCH PERSONNEL

	NAME OF PERSON AND DEGREES 

(First Name MI Last Name, Degrees):
	NAME OF EMPLOYER and, if employer is NOT located in Pennsylvania, add city and state
	ROLE ON PROJECT
	Will any grant funds be used to pay the salary of the researcher? 

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No


IV. Expected Research Outcomes and Benefits - Describe the expected outcomes and benefits of the research project. The outcomes and benefits should be specific to each project and include information on how the project will improve health status.  Do not repeat sentences contained in Items I and II.  Responses must be single-spaced, in Times New Roman font that is no smaller than 12-point type and left aligned, and must not exceed 20 lines of text.  Do not include references in this item; references should be included under XI. Research Plan where a more detailed description of the project is presented. 
V. Other Funding Sources - (A) Indicate other funding sources that are being sought by the applicant for the research project.   (B) Indicate sources of other funds that currently support the project.

(A) Are other funds being sought for this project?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
If yes, specify other sources of funding being sought here: 
(B) Do other funds currently support this project?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
If yes, specify sources of other current funding here: 
VI. Reporting Requirements

The applicant agrees to the following reporting and accountability requirements. 

Health Research Formula Fund applicants are required to submit to the Department a copy of the following written reports in electronic form.

1. An Annual Progress Report is due 30 days after the end of each state fiscal year or 60 days after the end of the grant in the year that the grant ends. The progress report shall be provided in a format to be determined by the Department. The report shall include a detailed summary of research completed during the state fiscal year and other information as required by the Department. Annual Progress Reports are posted to the Department’s C.U.R.E Web site in November as part of the Annual Report to the Legislature.

2. A Final Progress Report is due 60 days after the ending date of the formula fund award. The final report shall provide a detailed summary of the progress achieved over the entire formula fund award period.  A Final Progress Report shall be submitted to the Department for each research project funded by this grant.  The report shall include a detailed description of the methods and findings and evidence of the data that were generated and analyzed including appropriate tables, graphs and figures. In addition, the final report shall contain the following information and other information as required by the Department such as collaborative research activities, business and community involvement, research activities that lead to population-based applications addressing disparities in health status and access among various Commonwealth populations, improvements in infrastructure and increased research capacity including new investigators, new grants, new discoveries, and new products. 

a. Progress made in achieving expected research outcomes and benefits.
b. (If the project involves clinical research) Extent of clinical activities initiated and completed, including:

1) the number of treatment, prevention and diagnostic studies initiated and completed

2) the number of hospital and health care professionals involved in the research project

3) the number of subjects relative to targeted goals

4) the extent of penetration of the studies throughout the region or the Commonwealth.

c. Number of peer-reviewed publications released.

d. Number of inventions and patents filed, including commercial development opportunities initiated and completed.

e. Any changes in risk factors; services provided; incidence of disease; death from disease; stage of disease at time of diagnosis; or other relevant measures of outcome, impact and effectiveness of the research being conducted.

f. Any major discoveries, new drugs and new approaches for prevention, diagnosis and treatment, which are attributable to the completed research project.

3. A Response to a Performance Review Report is due 30 days after the Department provides the grantee with a copy of the Performance Review Report.  

An applicant that receives a health research grant under the Tobacco Settlement Act, Act 2001-77, is subject to an evaluation via a performance review by the Department upon completion of the research project or more often if deemed necessary by the Department. The Department will conduct a performance review upon the completion of the research grant, or more often if deemed necessary by the Department. The performance review is based on the requirements specified by Act 2001-77 and criteria developed by the Department in consultation with the Health Research Advisory Committee.  The evaluation criteria are available on the CURE Web site, www.health.state.pa.us\CURE, under the CURE Final Reports and Performance Review link. 

As part of the performance review process, each research project funded as part of the grant is reviewed by at least three experts who are physicians, scientists or researchers. Reviewers are from the same or similar discipline as the research project under review and are not from Pennsylvania.  Reviewers use the applicant’s strategic research plan, Annual Progress Reports, Final Progress Report and publications that resulted from the project and acknowledge Department funding to conduct the review.

Upon completion of the performance review process, the Department will provide each grantee with a copy of the Performance Review Report containing the outcome of the review (outstanding, favorable, or unfavorable) for each project and for the grant as a whole, strengths and weaknesses of each research project, and recommendations for future improvement. The grantee must provide an electronic copy of a written Response to the Performance Review Report within 30 days after the grantee receives the Performance Review Report.

An applicant that receives an unfavorable final performance review by the Department may be subject to a reduction in funding, become ineligible for health research funding in the future or may be required to remit some or all of the funding for a grant that received an unfavorable final performance review.

The Final Performance Review Report, as well as the grantee’s written response to the Final Performance Review Report and the Final Progress Report will be posted on the CURE Web site approximately 12-16 months after the end of the grant.
The applicant may also be required to provide other written reports such as a brief progress report or a written report during the conduct of performance reviews. 

In addition to written reports, the Department may request other information as needed and may conduct one or more site visits to review the progress of the health research formula fund project.

In addition to written reports, applicants may also be required to provide oral reports to an advisory committee to the Department at the request of the Health Research Program Manager.

VII. Evaluation Component and Research Evaluative Procedures - Explain the evaluative procedures of the research project.  Responses must be single-spaced, in Times New Roman font that is no smaller than 12-point type and left aligned, and must not exceed 40 lines of text.

(A) Oversight and Statistical Tests - Describe project oversight and evaluation by other researchers, and statistical tests to be used, if any.  

Insert oversight and statistical tests here: 
(B) Performance Measures - Describe performance measures to be used to determine the impact and success of the research project.  Performance measures may include publications, changes in risk factors, grant awards obtained based on preliminary data obtained from the project and other measures of the project’s outcome, impact or effectiveness. 

Insert performance measures here: 
(C) Evaluation/Performance Review – The research project will be evaluated by means of the performance review process.  See Section VI, Reporting Requirements, Item 3.

VIII. Health Disparities - Describe briefly how the research project will identify and address disparities in health status, outcome, prevention or treatment.  Health disparities are differences in the incidence, prevalence, mortality and burden of disease or injury and related adverse events that exist among minority groups, rural populations, urban populations and other specific population groups.  Which health conditions may be impacted by the research? Do any of the health conditions disproportionately affect low-income populations, African Americans or other disparate populations? If the research does not address health disparities, state that it does not address health disparities. The description should be specific to each research project.  Responses must be single-spaced, in Times New Roman that is font no smaller than 12-point type and left aligned, and must not exceed 25 lines of text.

IX. Research Focus - Please indicate the focus of the research project by checking one area below which most closely corresponds to the project:

 FORMCHECKBOX 
Cell Biology, Biological Chemistry, Macromolecular Biophysics, Genomes and Genetics - research on biochemical, biophysical and chemical approaches to biomedical problems; study of fundamental cell biological processes; fundamental and applied aspects of genes, genomes and genetics.

 FORMCHECKBOX 
Biology of Development and Aging - biological changes over time.

 FORMCHECKBOX 
Bioengineering, Surgical Sciences and Technology - bioengineering and technology development related to gene and drug delivery systems, imaging principles for molecules and cells, modeling of biological systems, bioinformatics and computer science, statistics and data management, instrumentation, chips and microarrays, biosensors, and biomaterials; development of molecular probes and imaging; application of computation science to biomedicine and health care; development of biomedical sensing, diagnostic instrumentation, innovative biologics, implants, devices; surgery and anesthesiology.

 FORMCHECKBOX 
Health of Populations, Behavioral and Biobehavioral Processes - relationship of socioenvironmental factors with health and health-related behaviors, health promotion and disease prevention including behavioral, social, and population-based approaches; healthy behaviors including nutrition; physical activity, adherence to medical regimens, smoking, substance abuse and violence; biological, psychological, cultural and social conditions and traits that affect the manifestation, prevention, treatment or management of physical and mental diseases and disorders; biobehavioral and behavioral processes across the lifespan including research on non-human as well as humans.

 FORMCHECKBOX 
Immunology - research to understand the immune system’s role in hosts’ interactions with infectious agents, tumor cells, transplanted cells, self components, the conceptus/fetus, allergens, and environmental exposures; mechanisms, prevention and treatment of diseases when the immune system has a major role.

 FORMCHECKBOX 
Infectious Diseases and Microbiology - basic biology of microbes (excluding HIV), multicellular parasites, their vectors, and the infections and diseases caused by many of these agents.

 FORMCHECKBOX 
AIDS and Related Research - studies focused on all aspects of AIDS and related research

 FORMCHECKBOX 
Oncological Sciences - cancer prevention, initiation, promotion, progression, diagnosis and treatment

 FORMCHECKBOX 
Hematology - hematopoiesis, blood cells and their diseases and studies of normal and pathologic hemostasis and thrombosis.

 FORMCHECKBOX 
Cardiovascular Sciences - basic investigations, translational approaches and patient-oriented studies focusing on the development, physiology, and pathophysiology of the heart and circulatory systems;

 FORMCHECKBOX 
Endocrine, Metabolism, Nutrition and Reproductive Sciences - hypothalamic, pituitary, gonadal, thyroid and adrenal physiology and pathophysiology, diabetes mellitus, obesity including its causes and treatment, adipocyte biology and other metabolic disorders including nutrient transport disorders; biology of reproduction and pathobiology of its disorders including causes and treatments of male and female infertility, obstetrical disorders; role of nutrition in physiology and pathological conditions.

 FORMCHECKBOX 
Musculoskeletal, Oral and Skin Sciences - studies related to the skeleton, spine, bone, connective tissue, extracellular matrix and related diseases/disorders; dental/oral and craniofacial and related diseases/disorders; skeletal muscle, limb, joints, skin and related diseases/disorders; autoimmune diseases.

 FORMCHECKBOX 
Digestive Sciences - gastrointestinal, hepatobiliary and pancreatic physiology and pathobiology; disposition and action of nutrients and xenobiotics.

 FORMCHECKBOX 
Respiratory Sciences - pulmonary system and related organs and processes.

 FORMCHECKBOX 
Renal and Urological Sciences - systemic or local diseases affecting the kidney, urinary tract and male genital system.

 FORMCHECKBOX 
Neurosciences - structure and function of neurons, glia, and other excitable cells; aspects of development in the central and peripheral nervous system; research on how the nervous system is organized and functions at an integrative systems level; disease and injury of the nervous system, including issues of neural substrate, functional consequences and rehabilitation; research related to sleep, hearing, balance, touch, vision and chemosensation.

 FORMCHECKBOX 
Research Infrastructure Project - construction or renovation of research facilities.

X. Research Subjects and Materials - Research performed under this Grant Agreement and all individuals performing such research must adhere to Federal ethical and procedural standards for conduct of research as prescribed by the National Institutes of Health (NIH).

Complete items (A) – (E) below.

(A) Does the project involve human subjects?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
(B) Does the project conduct a clinical trial as defined by the NIH?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No 

NIH defines a clinical trial as a prospective biomedical or behavioral research study of human subjects that is designed to answer specific questions about biomedical or behavioral interventions (drugs, treatments, devices, or new ways of using known drugs, treatments, or devices).  

(C) Does the project conduct research using human embryonic stem cells?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
Only human embryonic stem cells that are approved by the National Institutes of Health and derived from outside of Pennsylvania may be used in the research project. 

(D) Does the project conduct research involving recombinant DNA?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No 

(E) Does the project conduct research involving vertebrate laboratory animals?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No 

XI. Research Plan - When responding to items (1) - (6) answer these questions:  What do you intend to do? Why is this work important? What has already been done? How are you going to do the work? Responses to items (1) - (6) must be single-spaced, in Times New Roman font that is no smaller than 12-point type, and left aligned.  Responses to items (1) - (3) below must not exceed seven (7) pages.  These instructions, the equivalent of one (1) page, do not count towards the page limit for items (1) – (3). There is no page limit to items (4) - (6).  Note that the strategic research plan will be read by an expert panel of reviewers (scientists, researchers and physicians) at the end of the project as part of the performance review process.  Therefore, the research plan should describe the research methods and contain information that experts in this field of research need in order to evaluate the outcomes of the research.  As part of the performance review of this project, the expert reviewers also will review the annual progress reports and final progress reports that will be submitted by the grant applicant.
(1) Specific Aims - List the research objectives and the specific research aims that will be achieved during the time period when this research project will be funded by the grant. State the specific hypotheses to be tested and research objectives (e.g., to test a stated hypothesis, create a novel design, solve a specific problem, challenge an existing paradigm or clinical practice, address a critical barrier to progress in the field, or develop a product or new technology). 

If the project is a research infrastructure project (research laboratory or building construction or renovation), describe the objectives of the construction or renovation project. 
Insert Specific Aims here:   

(2) Background and Significance - Briefly describe the background leading to the research.  State concisely the importance, relevance to health, and why this is a critical research area.  Explain the history of the research project—are funds being used to increase the sample size or is this an entirely new study? 
If the project is a research infrastructure project, describe the facility (size, use, type of research to be conducted) and the need for the facility. 

Insert Background and Significance here:   

(3) Research Design, Methods and Activities - For each specific research aim, describe in detail the methods and design for accomplishing the aim.  Include a description of sites, subjects, comparison or control groups (including criteria for inclusion/exclusion), definition and measurement of key variables, data collection methods, data sources and quality, intervention, outreach and recruitment methods, analysis plan, sample size estimate and statistical power, sample retention strategies, and limitations. Discuss potential problems and the limitations of the procedures.  Include alternative approaches that will be used. Identify any disease prevention or treatment methodologies that will be used.  
If the project is a research infrastructure project, describe the building/renovation activities to be accomplished during the period of funding for this project.

Insert Research Design, Methods and Activities here:   
(4) Time Frame and Milestones - Please refer to your anticipated project start and end dates in Item I of this strategic research plan when completing this item. Indicate what will be accomplished by the end of each state fiscal year (by June 30th of each year).  Include measurable and specific accomplishments, e.g., by June 30, 2011, recruit X subjects into the research study and administer experimental therapy.  
Insert milestone(s) for 1/1/2011-6/30/2011:   

Insert milestone(s) for 7/1/2011-6/30/2012:   

Insert milestone(s) for 7/1/2012-6/30/2013:   

Insert milestone(s) for 7/1/2013-6/30/2014:   

Insert milestone(s) for 7/1/2014-12/31/2014:   

(5) Protection of Human Subjects - If the research involves the use of human subjects, include in this section a detailed description of the procedures that will be followed to assure compliance with the requirements contained in this application guidance. Include detailed information on risks to subjects, adequacy of protection against risks, recruitment, informed consent, data confidentiality, potential benefits of the research to subjects and others, importance of knowledge to be gained and inclusion of women and minorities in the research. Women, members of minority groups and their subpopulations, and children must be included in all Department-supported health research projects involving human subjects unless their inclusion is inappropriate due to the purpose of the research project or the health of the subjects. Applicants are responsible for safeguarding the rights and welfare of individuals who participate in research activities.  Enter “IRB exempt” if the study was determined to be exempt from review by your institution IRB.  If the research involves a Phase I, II and III clinical trial, describe plans for the Data Safety Monitoring Board (DSMB). 
If applicable, insert Protection of Human Subjects information here:  
If applicable, insert DSMB information here: 
(6) References - If applicable, insert references here: 
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