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                Instructions and Notes
   This is intended as an example only. It should be modified and adapted
   based on the specifics of any given research study. Potential
   information to include in each section is provided in italics.
   Potential template text is provided in regular type.
   Study Title:
   Principal Investigator, Co-investigator(s):
   Sponsor or funding source: (e.g. NIH, American Heart Association,
   Merck, Departmental)
   Background, Rationale and Context
   Provide the scientific background for the study. Summarize relevant
   previous research. Discuss relevant information about the subject of
   the study based on the review of the literature. Explain the clinical
   or other importance of the study question. All material should be
   appropriately referenced. If an investigational drug is involved,
   identify the pharmacological mechanism of action.
   Objectives
   Clearly and concisely state the precise objectives, specific aims,
   hypothesis or study questions the study will address (e.g., "To
   determine whether . . ."). If more than 1 objective is addressed, the
   main objective should be indicated.
   Methods and Measures
   Design
   Describe the basic design of the study, use as many of the following
   terms as apply.
     * 
       For intervention studies: randomized controlled trial;
       nonrandomized controlled trial; double-blind; placebo-controlled;
       crossover trial; before-after trial.
     * 
       For studies of screening and diagnostic tests: criterion standard
       (that is, a widely accepted standard with which a new or
       alternative test is being compared; this term is preferred to gold
       standard); blinded or masked comparison.
     * 
       For studies of prognosis: inception cohort (individuals assembled
       at a similar and early time in the course of the disorder and were
       followed up thereafter); cohort (individuals followed forward in
       time, but not necessarily from a common starting point);
       validation cohort or validation sample if the study involves
       modeling of clinical predictions.
     * 
       For studies of causation or association: randomized controlled
       trial; cohort; survey; case-control.
     * 
       For descriptions of the clinical features of medical disorders:
       survey; case series.
     * 
       For studies that include a formal economic evaluation:
       cost-effectiveness analysis; cost-utility analysis; cost-benefit
       analysis. For new analyses of existing data sets, the data set
       should be identified and the basic study design disclosed.
   Setting
   Describe the study setting, for example, academic medical center,
   general community, a primary care or referral center, private or
   institutional practice, or ambulatory or hospitalized care.
   Subjects selection criteria
   State the clinical disorder, illness, condition or health event that
   defines or identifies a study participant.
     * 
       Inclusion Criteria
   Describe the conditions or characteristics applicable to the
   identification, selection and inclusion of study participants.
     * 
       Exclusion Criteria
   Describe the characteristics that would disqualify otherwise eligible
   subjects from the study. If subjects are systematically excluded by
   gender, race/ethnicity or age, please provide a scientific
   justification for the exclusion.
     * 
       Sample Size
   Estimate the sample size that is required to answer the research
   question or test the hypothesis. Describe how the sample size was
   determined. Explain any planned interim analysis or stopping rules.
     * 
       If this is a multisite study and WFUHS is the coordinating site,
       please list the number of sites total and the number of subjects
       to be enrolled at all sites (total).
   Interventions and Interactions
   The essential features of interventions and interactions used to
   generate data for the study should be described.
     * 
       For studies involving interventions or treatments include the
       dose, duration and method of administration. The intervention or
       treatment should be named by its most common clinical name, and
       nonproprietary drug names should be used.
     * 
       For studies involving laboratory analysis or analytical tests, the
       specific techniques should be described.
     * 
       For studies involving interactions the survey, questionnaire or
       method of observation should be described. A copy of all
       instruments must be included in the Appendix.
     * 
       For studies collecting and analyzing data that has been or will be
       collected for non-research purposes describe the data source(s)
       (e.g. hospital medical record, pathology specimens, images such as
       x-rays or scans). The data elements that will be collected and
       information that will be recorded should be listed or a data
       collection form provided in the Appendix.
     * 
       Please note the time required for subjects to participate in each
       of the study related activities.
     * 
       Please provide a table illustrating the schedule of events in the
       study (what will be done, when it will be done)
   Outcome Measure(s)
   Indicate all study outcome measurement(s).
   Analytical Plan
   Describe how the data will be analyzed, including any statistical
   methods that will be used.
   Results will be analyzed initially using descriptive statistics.
   Comparison between groups will be done using chi square tests for
   proportions, and t-tests or ANOVA procedures for continuous variables.
   Regression analysis will be performed to identify independent outcome
   predictors. Other inferential statistical analysis will be conducted
   as appropriate.
   Human Subjects Protection
   Subject Recruitment Methods
   Describe how and where subjects will be identified and recruited.
   Indicate who will do the recruiting, and tell how subjects will be
   contacted. Describe efforts to ensure equal access to participation
   among women and minorities. Describe how you will protect the privacy
   of potential subjects during recruitment.
     * 
       For studies using recruitment flyers and advertisements, please
       provide copies of these materials for IRB review.
     * 
       For studies using PHI to identify subjects via medical records
       search or referral from a treating physician, who will then be
       contacted, you will need a limited waiver of HIPAA authorization,
       If this applies to your study, please provide the following
       information:
         * 
           Under this limited waiver, you are allowed to access and use
           only the minimum amount of PHI necessary to review eligibility
           criteria and contact potential subjects. What information are
           you planning to collect for this purpose?
       * 
         How will confidentiality/privacy be protected prior to
         ascertaining desire to participate?
       * 
         When and how will you destroy the contact information if an
         individual declines participation?
   Informed Consent
   The following language (text not italicized) may be used if
   appropriate:
   Written informed consent will not be obtained. The risk of harm or
   discomfort that may occur as a result of taking part in this research
   study is not expected to be more than in daily life or from routine
   physical or psychological examinations or tests. The rights and
   welfare of study will be protected through the use of measures to
   maintain the confidentiality of study information. Study results will
   be presented or published in lieu of providing individual subjects
   additional information regarding the study.
   OR
   Signed informed consent will be obtained from each subject. Indicate
   who will obtain informed consent (e.g. the investigators, study
   coordinator, clinic nurses, etc.). Describe where informed consent
   will be obtained.
   OR
   A waiver of the requirements for signed informed consent is requested.
   (This means subjects will still be consented, but will not need to
   sign the consent form. Please choose A or B as appropriate)
   (a) That the only record linking the subject and the research would be
   the consent document and the principal risk would be potential harm
   resulting from a breach of confidentiality. Each subject must be asked
   whether the subject wants documentation linking the subject with the
   research and the subject’s wishes must govern (a copy of the consent
   form should be offered to subjects which they may sign or decline to
   sign, and a copy for them to keep if they wish should be offered to
   them as well. This would be appropriate in situations where a link to
   the research would be the principle risk such as an interview study
   about criminal behavior or risky sexual practices).
   (b)The research presents no more than minimal risk of harm to subjects
   and involves no procedures for which written consent is normally
   required outside of the research context (e.g., telephone survey, or
   asking shoppers in a mall about the ambient lighting or temperature).
   Subjects consented under (b) can be given a fact sheet containing the
   relevant information necessary for them to make an informed decision
   about participation.
   In rare circumstances certain individual elements of consent may be
   waived by the IRB if the waiver is deemed appropriate. This is most
   often granted in cased such as those covered by 1(b) where the
   research is no more minimal risk and signed consent is not required
   outside of the research context. Any specific elements of informed
   consent you propose to exclude from a consent process should be listed
   below, along with a justification for exclusion, for consideration of
   a waiver by the IRB.
   Please state whether a consent waiver of any kind is requested and
   provide a justification for the waiver.
   Confidentiality and Privacy
   Confidentiality will be protected by collecting only information
   needed to assess study outcomes, minimizing to the fullest extent
   possible the collection of any information that could directly
   identify subjects, and maintaining all study information in a secure
   manner. To help ensure subject privacy and confidentiality, only a
   unique study identifier will appear on the data collection form. Any
   collected patient identifying information corresponding to the unique
   study identifier will be maintained on a linkage file, store
   separately from the data. The linkage file will be kept secure, with
   access limited to designated study personnel. Following data
   collection subject identifying information will be destroyed (state
   the anticipated time the data will be destroyed, e.g. three years
   after closure of the study, and the method of destruction), consistent
   with data validation and study design, producing an anonymous
   analytical data set. Data access will be limited to study staff. Data
   and records will be kept locked and secured, with any computer data
   password protected. No reference to any individual participant will
   appear in reports, presentations, or publications that may arise from
   the study.
   Data and Safety Monitoring
   The principal investigator will be responsible for the overall
   monitoring of the data and safety of study participants. The principal
   investigator will be assisted by other members of the study staff.
   Reporting of Unanticipated Problems, Adverse Events or Deviations
   Any unanticipated problems, serious and unexpected adverse events,
   deviations or protocol changes will be promptly reported by the
   principal investigator or designated member of the research team to
   the IRB and sponsor or appropriate government agency if appropriate.
   References
   1.
   2.
   3.
   Appendix
     1. 
       Data collection form
     2. 
       Copies of each questionnaires or surveys that will be used
     3. 
       Consent form if one will be used
     4. 
       Other Appendix items as appropriate
   Protocol version:
   Template updated 9.24.14 4
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