	DSHS Institutional Review Board

	HRP-308
	Renewal Progress Report
	Page 2 of 2



Study Information
DSHS IRB Number	Click to enter text.
Principal Investigator	Click to enter text.
Protocol Title	Click to enter text.


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

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


II. Status Update
A. Check each box that applies to the status of the study.
☐ The submission includes an Amendment Application 	☐ Receiving program data or biospecimens approved by the DSHS IRB	☐ Receipt of program data or biospecimens is complete	☐ Actively recruiting new subjects	☐ Recruitment is closed to new subjects	☐ Conducting analysis, preparing presentations, writing reports, manuscripts	☐ Preparing a Final Report 
B. Explain the reason for continuing the study.
Click to enter text.
C. List the protocol changes that have been approved by the DSHS IRB since the last review.
Click to enter text.
Summarize the changes that have not yet been reviewed and require DSHS IRB approval. Complete the Amendment Application and include it with this submission.
Click to enter text.
Describe all relevant new literature, interim findings and scientific developments related to this study.
Click to enter text.


III. Subject Population(s)
A. Describe the key demographic characteristics of the subject population(s), such as age, gender, race, ethnicity, and geography.
Click to enter text.
B. Specify the time frame, including prospective years, approved for release by the DSHS IRB.
Click to enter text.
C. Specify the number of subjects whose records or biospecimens you have received from the DSHS/HHSC program(s).
Click to enter text.
D. Estimate the number of subjects whose records or biospecimens you expect to receive from DSHS/HHSC programs.
Click to enter text.


IV. Contact Studies
Specify the number of subjects enrolled to the study overall (if recruiting from sources other than DSHS) and subjects identified by DSHS/ HHSC (if different).
Click to enter text.
B. If the plan includes contact with other individuals or institutions affiliated with the subject, specify the number of who have been contacted as a result of this study.
Click to enter text.
C. Describe any complaints concerning the research and the action plan in response to complaints since the last IRB review. This includes complaints from subjects, family members, DSHS/ HHSC programs, and others.
Click to enter text.
D. List the number of subject withdrawals and the reasons for the withdrawals since the last DSHS IRB review.
Click to enter text.


V. Unanticipated Problems
Describe unforeseen or unanticipated problems that occurred since the last DSHS IRB review and the action plan in response to each event.
Click to enter text.


VI. Publications
Describe all published products using the data or biospecimens for this study since the last DSHS IRB review.
Click to enter text.
☐ Copies of all published products have already been submitted or are included with this submission.


[image: DSHS-standard-color-print]	V.1
image1.jpeg
2 TEXAS

¥ Health and Human Texas Department of State
7 Services Health Services





