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Study Information
☐ Initial Review	
☐ Existing DSHS IRB#	Enter number.
Principal Investigator	Click to enter text.
Protocol Title	Click to enter text.
Version Date	Click or tap to enter a date.


Complete each section. Provide concise information or enter “not applicable” if a section does not apply to your study.

I.  Summary
Provide a synopsis of the study using plain language. Limit it to 100 words or less.
Click to enter text.


II.  Rationale and Background
A. Describe the purpose of the study.
Click to enter text.
B. State the hypotheses.
Click to enter text.
C. Describe the research question(s).
Click to enter text.
D. List no more than five relevant studies published on this topic.
Click to enter text.


III.  Objectives and Goals
A. Describe the specific aim(s) and objective(s) of the study in context to the research question(s).
Click to enter text.
B. Describe the goal(s) of the study.
Click to enter text.


IV.  Public Health Purpose
Briefly explain how the results will be used and what relevance the results will have to public health policies or public health practices.
Click to enter text.


V.  Risks and Benefits
A. Describe the foreseeable risks involved in this study and how your protocol minimizes these risks.
Click to enter text.
B. Describe potential benefits and knowledge that can reasonably be expected from the study results.
Click to enter text.


VI.  Subject Population
A. Describe the key demographic characteristics of the subject population(s), such as gender, race, ethnicity, and geography.
Click to enter text.
B. If a control group will be utilized, describe and justify this control group.
Click to enter text.
C. List the inclusion criteria of the subject population.
Click to enter text.
D. List the exclusion criteria of the subject population.
Click to enter text.


VII. Data and Biospecimens Request
A. Provide an estimated number of subjects whose records or biospecimens will be requested from the program(s). 
Click to enter text.
B. Provide a description of the DSHS/ HHSC data or biospecimens required for this study. Specify if the data or biospecimens will be one record or sample per person or potentially more than one record or sample per person (e.g., one record per visit, one record per diagnosis).
Click to enter text.
C. Specify the time frame, including prospective years, requested for analysis. Consult with your program contact(s) to determine which years are available.
Click to enter text.


VIII. Informed Consent Process and Forms
Describe the informed consent process utilized to enroll subjects.
Click to enter text.
Check the documents included with the protocol.
☐ Written informed consent document(s) to be signed by subjects. The informed consent document(s), Informed Consent Document Checklist and Recruitment Protocol are included with the protocol submission.		☐ Waiver or Alteration of Informed Consent Form. In the section below, check the applicable request(s) completed on the form and include the document(s).	☐ Waiver of Informed Consent. The Waiver of Informed Consent Form is included with the protocol submission.	☐ Waiver of Documentation of Informed Consent. The Waiver of Informed Consent Form, the verbal, electronic or implied informed consent script(s), Informed Consent Document Checklist, and the Recruitment Protocol are included with the protocol submission.	☐ Alteration of Informed Consent. The Informed Consent Document Checklist, the altered informed consent document(s), and the Recruitment Protocol are included with the protocol submission.


IX.  Design and Methodology
A. Describe the study design in context to the research question(s).
Click to enter text.
B. Detail the intervention or experimental procedures, if applicable.
Click to enter text.
C. Detail all information to be collected for analyses and their sources.
Click to enter text.
D. Provide the rationale for obtaining personally identifiable information about the living or deceased subjects.
Click to enter text.


X.  Data Analysis
A. Describe the statistical analysis plan.
Click to enter text.
B. Justify the selected sample size. Detail the power of the study, level of significance, and accounting procedures for any missing or spurious data.
Click to enter text.
C. Describe statistical tests and/or the evaluation techniques that you anticipate using. Detail the pre-analysis data screening, reliability analyses, and assumption tests based on the chosen statistical tests.
Click to enter text.
D. Describe the results you expect to obtain from your analyses.
Click to enter text.


XI.  Data Protection and Security Plan
A. Specify how the data or biospecimens will be transferred to your institution.
Click to enter text.
B. Specify all locations where the data or biospecimens will be stored.
Click to enter text.
C. Describe all data storage or biospecimens security strategies.
Click to enter text.


XII.  Dissemination and Publication
A. Describe the governance plan to prepare and publish the results, such as time allocation, resources, management structure and advisory committees.
Click to enter text.
B. Describe the manner which the potential personally identifiable information will be protected in published results, such as through suppression of small counts.
Click to enter text.
C. Describe how the results will be disseminated.
Click to enter text.


XIII.  Data Destruction Plan
A. Specify if any data will be destroyed when they are no longer needed, not just at the end of the study, such as data used as an intermediary linking step or variables no longer needed after initial analysis.
Click to enter text.
B. Specify the tools, including product names, and protocols you plan to use to destroy all copies of electronic data provided by DSHS/ HHSC.
Click to enter text.
C. Describe the destruction plan for hard copies and/or magnetic media mediums at all locations.
Click to enter text.
D. Describe the destruction plan for the biospecimens at all locations.
Click to enter text.
E. Provide the estimated destruction date for all copies of the DSHS/ HHSC data and biospecimens.
Click to enter text.
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