MS in Clinical Research Degree Program

Thesis Guidelines
These are the guidelines that are used by the Curriculum Committee in deciding whether thesis project(s) are of acceptable scope and quality to satisfy the requirements of the MS degree program.  We recommend that you use these guidelines and confer frequently with your advisor(s) so that your thesis project will meet these guidelines when it is submitted to the committee.

The MS thesis may include 1 or more projects (research studies) that should result in at least one manuscript or grant submission.  Collectively, these projects must demonstrate competency in each of the following areas:

1. To critically evaluate clinical research literature and postulate a sound new research question
This must include a structured review of the pertinent literature with an explicit description of the search strategies used, the criteria for screening publications for relevance and methodologic quality, and a critical appraisal of at least one (the highest quality and most relevant) publication.  The question must be clearly stated in PICO format and must address a clinical research question that is feasible with a project that the student intends to undertake in the near future.

2. To design a study to address this question using the most unbiased feasible design
The study design should include a detailed description of each of the following elements:

Population (inclusion/exclusion criteria)
Recruitment methods
Tracking of eligible non-enrolled subjects (for management trials)
Procedures for group assignment
Study and control interventions if applicable
Management of co-interventions and /or confounding variables
Independent variables for observational studies

Masking
Procedures for monitoring recruitment and protocol compliance
Outcomes (primary and secondary) with methods of assessment
Detailed data analysis plan (including sample size)
Procedures for safety monitoring and early termination
Limitations
Data forms and a list of data definitions 

A data collection tool (spreadsheet or database)

3. To properly analyze and interpret clinical research findings
The analysis must begin with a carefully thought-out analysis plan.  When the analyses have been finalized, the analyses that were used in the final iteration should be included in the thesis submission.  The conclusion/interpretation should be based on the results of the above analyses and should include the limitations and appropriate implications for clinical practice and further research.
Approval Process for Initiation and Completion of Thesis Components

Initiation

The plans for thesis project components MUST be approved in advance.  Approval to proceed will be granted separately, as follows, for the components of the thesis:

Literature Appraisal:  Approval to proceed must be obtained from the student’s advisor.  To submit a plan, send a written request by email to your program advisor.  At a minimum, the plan should include a research question with fairly specific delineation of the population, intervention, and comparison and some description of the outcome(s) of interest.
Study Design:  The research plan should be submitted by written email request to your program advisor.  At a minimum, the plan should include a carefully formulated research question and the study design type that you plan to use to address the question.  If this component includes data collection, the data collection procedures must be approved by the student’s advisor before data collection begins.
Analysis/Interpretation:  Approval to proceed with the project must first be obtained from the student’s Program Advisor.  This request must include the study question, a brief overview of the study design/methods, and a brief description of the analytic methods that will be used.  Approval for the analysis plan must then be obtained from the Analysis Committee (Drs. Lasky, Green, Pedroza).  To submit a plan, send a written request by email to any one of the Analysis Committee members.  At a minimum, the Analysis Plan should include the study question, a brief overview of the study design/methods, and a detailed description of the analytic methods that will be used.

The detailed description of the analytic methods that will be used should include the following six sections:

1) Plans for sample size or power calculations for the study to be analyzed.  This section may have already been completed to meet the requirements for Component 3 of the thesis.  If so, those sample size/power calculations should be included in the analytic plan.  If not, the applicant should indicate how the sample size or the power to address the research question would be calculated.

2) Listing of the variables to be analyzed.  The independent and dependent variables need to be identified.  If relevant, the dependent variables should be further differentiated as primary or secondary.  The independent variables should be distinguished as those that directly address the research question and those that are potential confounders and effect modifiers.  The implications of the scaling and distributions of those variables for the analyses need to be discussed. 

3) Analytic plan.  Describe in as much detail as reasonable, the analyses that will be conducted to address the specific research questions.

4) Analysis assumptions, limitations, and pitfalls.  The student should indicate what will be done to assure that the assumptions of the analyses are valid.  Analytic concerns and possible solutions should also be discussed.

5) Presentation of the results.  The results section should be outlined.  Table and figures should be described.

6) Interpretation.  The Discussion section should be outlined.  The student should indicate how the data will be interpreted.

A copy of the Analytic Plan will be reviewed by each of the Analysis Committee members (Drs. Lasky, Green, Pedroza).  A meeting will then be scheduled to receive feedback from the Analysis Committee members.  At that time, the plan will be approved without revision, approved pending successful revision, or rejected.  If the student does not have an analysis mentor, the student will be assigned an analysis mentor.  When approved, the student needs to execute their analytic plan.  The student may require advice from their mentor and other Analysis Committee members in order to conduct the analytic plan.  The student should also keep their analysis mentor aware of their progress and problems they may encounter.  

Completion
Upon completion, the design and analysis components must be approved for defense by the student’s thesis committee.  This committee will include the student’s advisory committee, additional thesis advisors (if applicable) and, for projects including an analysis component, at least one member of the Analysis Committee listed above.  A final draft of the thesis project must be submitted to the thesis committee prior to presentation.  The student will present and defend the thesis project(s) to the thesis committee, the Curriculum Committee, and other invited participants.  Successful completion of the project(s) will be determined by the thesis committee and the Curriculum Committee after that defense.
Completion of the each of the components will require a final written report. 
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