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	C
	Study summary
	The study summary is intended to provide to the IRB reviewers an overview of the study.  This is similar to a 300 word abstract.  Describe the study purpose and methods in general terms.  This is very important as the board will use this summary during reviews of the study. If the study summary is inadequate or incomplete this application will be returned to the investigator before the study can be reviewed.
In January 2011, the Boston University Medical Campus will launch a structured, longitudinal mentoring program to promote the professional development of early career faculty. Assistant professors from across the three schools will be eligible to apply by identifying a significant scholarly project for which they would benefit from mentoring. For the pilot year, 16 assistant professors will be selected to participate in the formal program. They will receive guidance from a senior colleague with relevant expertise, from facilitators who lead didactic sessions, and through peer mentoring sessions with fellow participants.

Our study intends to measure the effectiveness of formal mentoring on helping faculty in an academic health center achieve their intellectual goals. To this end, the study will follow three research subject populations. 

1. The cohort of 16 participants participating in the yearlong faculty development program

2. Applicants to the program who are not accepted but are given access to faculty development resources on-line

3. A control group of BUMC early career faculty who do not apply for the program

The investigators will collect data to assess faculty members’ professional progress before and after the mentoring program. They will pay particular attention to quantitative indicators of enhanced professional development such as grants awarded, publications accepted, and time to promotion. At the same time, the investigators will seek to identify qualitative changes like workplace satisfaction, confidence in accessing resources, and enriched mentoring networks.



	D
	Background Rationale

Purpose
	Provide background information, study rationale, the purpose and the study objectives/ hypotheses in the space provided.   Do NOT put tables, charts, diagram, graphs in this space- instead attach those in Section S.

Attach your detailed protocol from the sponsor/grant in Section S.

You MUST answer these questions in the space provided.
Academic medical centers across the United States have established an array of mentoring programs. One 2006 review published in the Journal of the American Medical Association identified 39 different initiatives. Yet, for all the investment in mentoring programs, very few researchers have conducted rigorous studies to verify their program’s effectiveness.
Mentoring matters because academic medical centers can expect to lose 48 percent of their faculty every 10 years. The attrition rate for assistant professors is even higher. The effect of high faculty turnover can be measured in replacement costs, reduced morale, and disruptions in research and patient care.
We hypothesize that participation in a structured, longitudinal mentoring program will yield benefits for both individual faculty members and the institution where they work. Individuals will experience:
· Faster time to promotion
· Increased scholarly productivity
· Enhanced teaching skills
The medical campus will experience:
· Increased faculty retention
· Improved rankings in NIH funding
· Recognized excellence by accreditation bodies


	E2
	Special Protections
	Based on the answers given above, what special protections will you put into place (i.e. additional measures to assess the subject’s capacity to consent, modifying who will consent the subject to decrease the potential for coercion). The specific questions asked in INSPIR are simply examples. You must identify what the vulnerability is, how it might affect the research, and what the special protections are for each particular vulnerable population.
At the first session of the early career faculty development program, participants will receive a letter of consent asking for their participation in the research project. Any applicant who chooses not to be involved in the study will be allowed to participate fully in the mentoring program. Research subjects who are not part of the mentoring program will be contacted to give their written consent to participate in the study.

All the research subjects will be adults. Moreover, they will be fluent in English, highly educated, and many will be researchers themselves. Nothing impairs their ability to give consent. Their decision to participate or not in the study will be kept confidential to avoid any hint of coercion.



	F2
	Procedure
	Be sure to specifically answer the questions in each bullet point in this text box. Do NOT just say “see detailed protocol”.
 Describe the study procedures (i.e. lab tests, interventions, etc.).   If you wish to provide tables/charts/graphs with dosing schedules, study visits etc.  do NOT put them in this section, instead attach them in Section S.  (indicate in this section the document name and page number of the attachment where the information can be found). 
It is very important that you answer the last two bullet items regarding the estimated duration of the subject enrollment and participation and the duration of the entire study as this information will be used when reviewing future progress reports. Please put this as the last paragraph in this section.
To measure change over time, the study will establish baseline information in January 2011 for the research subjects and gather data at the end of the educational intervention. Determining the baseline will involve four instruments:

1. Content analysis of the curriculum vitae 

2. Self-assessment survey 

3. Developmental network questionnaire that illustrates the reach and density of mentoring ties
4. Semi-structured interview about professional goals and challenges
At the completion of the yearlong mentoring program (January 2012) and again at one year after the program ends (January 2013), the investigators will administer the same four instruments to reveal any changes in the research subjects’ professional development. In all, the research subjects will be tracked for 24 months. Throughout the duration of the study, researchers will note if any participants leave BUMC.



	G1
	Sample size
	Indicate here the total number of study subjects (or specimens/charts) who will be consented.  Local refers to subjects who will be “under” the local PI- i.e. if the study is being done in Zambia but the PI is here at BUMC then the subjects are included in the “local” count. 

Worldwide refers to subjects that are part of a multi-center trial but are NOT under the “local” PI.  The worldwide number must include the local number in the total.   The numbers put in this section will automatically appear on the next progress report as the number of subjects “approved“ by the IRB.   Be sure to include all subjects who will be consented - even those who will be disqualified following consent because they did not meet the enrollment criteria.
In total, the study will seek consent from 48 human subjects. They include 16 participants in the formal mentoring program, 16 applicants who are not admitted, and 16 early career members of the BUMC faculty who do not apply to the program. All will be located at BU or BMC.

	G1
	Sample size calculation
	You must complete this section providing a statistical justification/rationale for why you decided on the sample size noted above. If a sample size calculation based on power considerations is not appropriate for your study design, you must explain how the sample size chosen will lead to meaningful results and answer the study question. “This number is adequate to produce statistical results” is not an adequate answer. “This is a pilot study” is also not an adequate answer. You must provide some rational basis for the choice of sample size. 

Statistical calculations did not determine the sample size for this study. As an investigation of a pilot initiative, the study is limited to enrolling the number of participants in the early career faculty development program. Considering resources available, the organizers of the program have set the maximum participants at 16 for 2011. To balance the sample of mentees studied, the investigators chose to select two additional groups of 16 research subjects. Although these 48 research subjects constitute a small fraction of the entire population of assistant professors at BUMC, they will be numerous enough to provide a representative cross-section of disciplines, genders, and ethnic origins. In addition, data from this pilot project will assist in understanding the typical effect sizes of a mentoring intervention, allowing for the design of subsequent studies with adequate statistical power to yield meaningful results. 


	G2
	Data Analysis
	Explain how you are going to answer your study question using the data you will collect.  The information in this section must be consistent with the information provided in Section D (Study question).

The study aims to assess the impact of a structured, longitudinal mentoring program on early career faculty in an academic medical center. In particular, it hypothesizes that receiving mentoring on a scholarly project will enhance faculty members’ professional development as well as reduce attrition for the institution. 

The data collected in this study will provide concrete evidence whether participation in a mentoring program achieves those goals. The study design will measure data relevant to the most accepted criteria for academic advancement: successful development and dissemination of a curriculum, number of publications, number and dollar value of grants, and ability to design independent research. The data will also capture some of the less concrete measures that contribute to faculty vitality: job satisfaction, confidence in accessing resources, and depth of professional networks. 

Together, these data charted over time will reveal what effect, if any, a structured mentoring program has on faculty development. 

	I
	Risk Benefit Ratio
	You must complete this section.

Per regulation the IRB must determine that the risks are reasonable in relation to the anticipated benefits. You must explain to the IRB why this is.   Do NOT simply restate as fact that the benefits outweigh the risks- instead explain why/how.
No physical risks or discomfort will follow from participation in this research. Subjects will face the risk of revealing personal information. However, because much information about academic accomplishments already exists in the public domain, disclosing these data will not damage the subjects’ employability or reputation. Instructions for all surveys and interviews will include the statement that subjects are not obliged to reveal information they are uncomfortable sharing with the research team.

The research subjects are unlikely to derive any direct benefit from the research. However, they will have the satisfaction of knowing that their participation will enhance the quality of the longitudinal faculty development program and will contribute to enhancing support for faculty. Evaluating the mentoring program will allow the organizers to make changes that produce desired outcomes. Indication of a positive impact from mentoring will strengthen the case for expanding the program to include more participants in subsequent years. If mentoring is found to contribute little to professional development, the results will allow BUMC to devote resources to other initiatives that enable faculty to perform most effectively.

	J1
	Recruitment
	Describe who will recruit subjects.   If the person recruiting is doing any screening, consenting or explaining of the research to subjects then this person must be listed in Section A4 as a co-investigator.

If the PI/investigators have a possible dual role of treating the patient & enrolling/consenting subjects, please address the issue of possible coercion.

Recruitment for research subjects will coincide with recruitment for participation in the mentoring program itself. The principal investigator will publicize the opportunity to participate through BUMC corporate communications, flyers on campus, and a presentation at new faculty orientation. All assistant professors are eligible to apply for the program. A selection committee composed of faculty from across the three schools will evaluate the submissions based on the project proposed, the contribution of the project to career goals, and the support of the applicant’s department chairperson. The principal investigator will recruit research subjects not involved in the mentoring program through e-mail announcements sent to all BUMC faculty and flyers posted throughout campus. To induce participation, researchers will compensate members of the control group with a $10 gift card to Starbucks. From the pool on interested research subjects, investigators will look to match the demographic characteristics of the two other groups in age, length of service, and disciplinary specialty.

	J1
	Identifying subjects
	If you explain in this section that you will be using databases, clinic logs etc. to identify potential subjects, then this may have HIPAA implications (may need a HIPAA “Preparatory to Research” form). Please make sure this information is consistent with Section K.

	K1
	Confidentiality
	Carefully answer the questions. Be sure to indicate if there will be a code that links the subject’s identity to the study number/data.  If there is a master code list then answer YES to the first question. Make sure to clearly state who has access to the master code list, how/where it will be secured, if and when the link will be destroyed.  Be careful because IRB considers coded data to be identified data, while HIPAA has a different interpretation. Coded data are not considered anonymous by the IRB, while they MAY be considered de-identified by HIPAA.  Be sure to specify how and when study data will be destroyed.
Because the goal of the project is to track individual progress over time, it will be necessary to match data to specific research subjects. Moreover, data collected on academic achievements (e.g. publications, grants) will identify individual participants. All research subjects will be assigned a numerical code corresponding to the last four digits of their BU ID numbers. On written surveys, subjects will identify themselves with that code. Data transcribed from interviews will be assigned to the subject’s code as well. 
The PI alone will maintain a master list that matches the codes with the names of participants. The master list along with data collected will reside in a locked drawer inside a locked office. Electronic documents will reside on a password-protected computer inside a locked office and not transferred to any other disk. Only the PI will have the keys and the password. At the end of the data analysis phase in August 2012, all printed materials will be destroyed through shredding. 




Supplements attached:

· Recruitment materials 

· For applicants

· For control group

· CV analysis template

· Interview questions

· Needs assessment questions

· Network assessment

· Consent form
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