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1. [bookmark: _Toc89702268]GENERAL INFORMATION 


1) IDE number: [IDE#]

2) Device name and indication(s) for use: 
Write a brief sentence with the device name and outlining the indications for use in study

3) Sponsor contact details:
Sponsor’s name address, phone numbers, fax and email

4) Alternate contact details: 
Alternate contact name address, phone numbers, fax and email






2. [bookmark: _Toc89702269]
STUDY PROGRESS 
(Data from the beginning of the study should not be reported, unless otherwise indicated) 
[bookmark: _Toc89702270]2.1 Brief Summary of Study Progress
The major activities accomplished during this reporting period include:

1. Enrollment
2. Regulatory Approvals
3. General Study Progress
4. Other accomplishments which are included in grant reports etc.


[bookmark: _Toc89702271]2.2 Institutional Review 

[bookmark: _Toc89702272]2.2.1 Current IRB Approval Letter
Insert current IRB approval letter


[bookmark: _Toc89702273]2.2.2 Current IRB Approved Informed Consent Form
Insert current IRB approved ICF


[bookmark: _Toc89702274]2.2.3 Current IRB Approved Protocol
Insert current IRB approved protocol


[bookmark: _Toc89702275][bookmark: _Toc74916632]2.2.4 List of IRB contact information pertaining to study

The University of Texas Southwestern Medical Center (UT Southwestern) (IORG0000638) has obtained a Federal wide Assurance (FWA) from the Department of Health and Human Services (DHHS) (FWA00005087). This FWA assures that all UT Southwestern activities related to human subject research, will be guided by the ethical principles in the Belmont Report and will be reviewed and implemented in compliance with DHHS human subjects regulations, 45 CFR 46, Subparts A-D. All UT Southwestern IRBs are also in compliance with Title 21 CFR Parts 50 and 56, all other Parts governing the use of investigational devices, drugs, and biologics as well as with good clinical practice (GCP) as adopted by the FDA. The FWA expires on October 16, 2023.

There is one overarching IRB with 4 separate IRB committees that operate at UTSW, and any of these IRB committees could review aspects of this IDE. Please find below the address and details for all 4 UTSW IRB committees:

IRB committee numbers, names and Chairpersons are below:
· IRB00000974 (IRB1 – David Karp, MD, PhD), 
· IRB00000975, (IRB2 – Scott Roberts, MD) 
· IRB00000976 (IRB3 – John Sadler, MD) and 
· IRB00003142 (IRB4 – Ahamed Idris, MD).

The address for UTSW IRBs is:
· UT Southwestern Medical Center 
5323 Harry Hines Boulevard
Dallas, Texas 75390-8843


[bookmark: _Toc89702276]2.3 Number of investigators/investigational sites
Give details of investigators, any relevant contact information (if not sponsor investigator) and give addresses of sites.

The study site is at: [address of site] 

Principal Investigator:
Provide details of the investigator and say whether they are the sponsor-investigator

Sub-Investigators:
The following sub-investigators continued in the IDR; previously submitted financial disclosures, agreements and credentials are unchanged:
1)	
2)	
3)

Provide the names of any sub-investigators who are currently providing treatment with the device. 

If you are adding a new sub-investigator – include details below and make sure to include their investigator agreement and financial disclosures in the submission

REPEAT THIS FOR EACH STUDY SITE.


[bookmark: _Toc89702277]2.4 Number of Subjects Enrolled
Provide either a table or a consort diagram indicating enrollment in the study to date. Also indicate enrollment numbers since the last reporting period. 


[bookmark: _Toc89702278]2.5 Summary of Device
[bookmark: _Toc89702279]2.5.1 Total number of devices at each site
Table outlining total number of devices that been shipped pertaining to this study, and their current status (current/returned). You can use the device accountability log for each site if available. 
[bookmark: _Toc89702280]2.5.2 Summary of device-related issues
Summarize all device related issues at each site. If there have been no device related issues include the below statement:

There have been no issues related to the investigational device since the last annual report.


[bookmark: _Toc89702281]2.6 Brief Summary of Results
Include a brief summary of results. If there are no results yet, include details of any interim analysis, or just enrollment updates and any feedback from funding agencies/sponsors etc.


[bookmark: _Toc89702282]2.7 Summary of Anticipated and Unanticipated Adverse Events
[bookmark: _Toc89702283]2.7.1 DSMB Reports
If your study has a DSMB or data monitoring committee include the reports here. If not REMOVE section 2.7.1. 
[bookmark: _Toc89702284][bookmark: _Toc74916646]2.7.2 Adverse Event Reporting
Include a sentence similar to this per your reporting requirements: All anticipated and unanticipated adverse events including SAEs have been reported to the IRB and DSMB and have met with no concerns. 

[bookmark: _Hlk74915242]Include more information about any SAEs – the FDA will want to hear about them in detail. Include details about whether they were expected/unexpected and what intervention/action was taken if required to the study device and has no effects on risk or safety of other participants. 

Below is a summary of all anticipated and unanticipated adverse events since the last annual report:

Fill out the table below or insert a table from your safety reporting guidelines. 

	Body System
	Number Expected 
	Number Unexpected
	Number SAEs
	Number Related to device

	Gastrointestinal Signs and Symptoms
	4
	2
	0
	0

	General Disorders and Anesthesia Related
	12
	2
	0
	0

	Injury, Poisoning and Procedural Complications
	0
	1
	0
	0

	Cardiovascular Disorders
	0
	0
	0
	0

	Eye Disorders
	0
	1
	0
	0

	Nervous System Disorders
	1
	0
	0
	0

	Ear Disorders
	0
	0
	0
	0

	Metabolism and Nutrition Disorders
	0
	0
	0
	0

	Musculoskeletal and Connective Tissue Disorders
	4
	0
	0
	0

	Psychiatric Disorders
	6 (including the 4 SAEs)
	0 
	4 (all expected)
	0

	Respiratory, Thoracic and Mediastinal Disorders
	2
	4
	0
	0



Include a sentence about UPIRSOs – if you have had no UPIRSOs in this reporting period you can include something similar to this: There have been no reportable UPIRSOs since the last annual report.


[bookmark: _Toc89702285]2.9 Deviations from the Investigational Plan
[bookmark: _Toc89702286]2.9.1 Protocol Deviations
List all protocol deviations in this reporting period. Include information about their reporting to respective IRBs/DSMBs and preventative actions etc. 

[bookmark: _Toc89702287]2.9.2 Reportable Protocol Non-Compliance
Include a sentence about protocol non-compliance – if you have had no protocol non-compliance in this reporting period you can include something similar to this: There has been no reportable protocol non-compliance since the last annual report.


3. [bookmark: _Toc89702288]RISK ANALYSIS 

Summary of any new adverse information (since the last progress report) that may affect the risk analysis. This include preclinical data, animal studies, foreign data, clinical studies etc. 

Also, please attach the reprints of any articles published from data collection from this study. 

Present the new risk analysis if necessary, based on the new information that have been collected and on study progress

3.1 [bookmark: _Toc89702289]DSMB
If your study has a DSMB or data monitoring committee include the approval of study continuation here. If not REMOVE section 3.1. 

3.2 [bookmark: _Toc89702290]Literature
Include details of any important advances in the literature related to your device.


4. [bookmark: _Toc89702291]OTHER CHANGES
4.1 [bookmark: _Toc89702292]Changes in manufacturing practices and quality controls
Include details of changes in manufacturing practices and quality controls. If no changes insert this sentence: There have been no changes in manufacturing practices and quality controls.

4.2 [bookmark: _Toc89702293]Changes to investigational plan
Include details of any changes to investigational plan. If no changes insert this sentence: There have been no changes to the investigational plan.


5. [bookmark: _Toc89702294]FUTURE PLANS
5.1 [bookmark: _Toc89702295]Progress toward product approval
Include information from the manufacturer about progress towards product approval. Include information with projected data from the 510(k) or PMA submission. If your device is already approved, include that information here. 

5.2 [bookmark: _Toc89702296]Plans to change the investigation
If you have plans to change the investigation in the future include details here and justify why these will not have a negative effect on the science or integrity of the study. If there are any plans to change the investigation, e.g., to expand the study size or indications, to discontinue portions of the investigation or to change manufacturing practices, please state in this section. (NOTE: Actual proposals for these changes should be made in a separate supplemental application where some of them would require prior approval).  If not, include a sentence stating that there are no future plans to change the investigation.
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