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	INTERIM REPORT FOR INVESTIGATORS PARTICIPATING IN MULTI-SITE RESEARCH



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● salus@salusirb.com
SPONSOR:       

 PROTOCOL #:       
INVESTIGATOR:       
	Utilize this form for interim reporting for investigators participating in multi-site research for which Salus IRB serves as the central IRB. If you require additional information when completing this form, please contact us at the phone number listed above.
If you wish to close your research at this site, please complete and submit Form 130 Final/Close-Out Report.


A. CONTACT INFORMATION:

	1.
	Name of person completing this form:
	     

	2.
	Compared to the information provided on the Salus IRB Reminder Notice(s), please confirm the site contact information is correct or indicate changes.
	 FORMCHECKBOX 
 No changes

OR

New Contact Name:       
Phone Number:       
Email:       
Add as:  FORMCHECKBOX 

Site Contact
 FORMCHECKBOX 

GlobeSync

Name of staff being removed:      

	3.
	Has there been a change in any of the following information that has not been reported to Salus IRB?
· Site address
· 24-hour number {as identified on the informed consent document(s) [ICD(s)]}
	 FORMCHECKBOX 
 No changes
 FORMCHECKBOX 
 Site change - Complete and submit FORM 140 
 FORMCHECKBOX 
 24-hour number, identify new #:       



B. PROTOCOL INFORMATION:

	Salus IRB needs to verify that the most current IRB-approved study documents are being utilized to conduct this research.  Please complete the following: 

	1.
	Please refer to the information Salus IRB shows on file, as indicated on the Salus IRB 30/20 Day Reminder Notice(s) sent via email. 

I confirm the following Salus IRB-approved documents match those identified in the reminder notices and are being used for this research at this site(s):

· Protocol

· IB/Product Information, if applicable

· Informed Consent Documents (ICDs), addenda, and foreign ICDs, if applicable
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	2.
	Are you submitting proposed revisions to the approved ICD(s)? If yes, include:

· A copy of the most current Salus IRB-approved ICD(s) indicating changes (tracked changes [contact our office for the MSWord version] or handwritten changes are acceptable for minor revisions)
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


SPONSOR:       

PROTOCOL #:       


INVESTIGATOR:       


C. STUDY STATUS AND ENROLLMENT (Ensure information provided below reflects the overall study numbers currently at this site): 
	1.
	Status:

 FORMCHECKBOX 
 A) Study has not begun; no participants have been enrolled and no additional risks have been identified (only complete section D)
 FORMCHECKBOX 
 B) Open to Enrollment - Study procedures and follow-up are ongoing
 FORMCHECKBOX 
 C) Closed to Enrollment - Study procedures and follow-up are ongoing
 FORMCHECKBOX 
 D) Study is permanently closed to enrollment, all participants have completed all research-related procedures, and the research remains active only for long-term follow-up of participants

 FORMCHECKBOX 
 E) Study is permanently closed to enrollment, all participants have completed all research-related procedures, and the remaining research activities are limited to data analysis 
 FORMCHECKBOX 
 F) Other (describe):      

	For questions 2 – 4, the following equation applies: Q2 = Q3a + Q3b + Q4a + Q4b


	2.
	Total number of participants who 

· signed ICD(s) [or had a waiver approved by the IRB]
· completed the screening procedures, and 

· continued with the study.

Do not include screen failures or participants who chose to leave the study before receiving/using the test article.
	     

	3.
	Of the total number in question #2 of this section, how many participants 
a. Voluntarily withdrew from the study (ended participation prior to completing the study)? 
b. Were withdrawn by the PI/Sponsor? 

List the reason for the withdrawal(s), (attach separate documentation if necessary).       
	a.      
b.      

	4.
	Total number of participants who
a. Are still enrolled (undergoing study procedures or follow-up).
b. Completed the study (all research related interactions with the participant are complete).  
	a.      
b. 

	5.
	Indicate type of study below by checking the appropriate box and in the text box indicate number of eyes/data/biospecimens as applicable:

 FORMCHECKBOX 
 ocular study [ # eyes studied]            
 FORMCHECKBOX 
 data collection/survey research [# records reviewed/surveys collected]
 FORMCHECKBOX 
 biospecimen research [# specimens collected]
	     
 FORMCHECKBOX 
 N/A


	6.
	Do the enrollment numbers at this study site exceed the number agreed to with the sponsor or in the Salus IRB-approved protocol? 
If yes, attach an explanation.  
	 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes



SPONSOR:       

PROTOCOL #:       


INVESTIGATOR:       


D. Investigator and site information: 
	1.
	Have there been changes in any of the following information that have not been reported to Salus IRB?

· PI and research staff financial disclosure and conflicts of interest (COIs) and financial disclosure and COIs of the PI’s or research staff’s immediate family members? (See FORM 515 for more information). 

If yes, submit FORM 515.
· Board certification, licensure, or an FDA debarment of the PI status, not including license renewals?
· Any adverse regulatory inspections for this research (e.g., FDA issued Form 483) not meeting the criteria of an Unanticipated Problem (UP)?
If yes, provide a description of the change(s).
	 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

	2.
	Have there been changes in any of the following information that have not been reported to Salus IRB?
· Community attitudes towards research at this site? 
· State or local laws affecting clinical research?
· Resources (e.g., financial, equipment, time allotment) or personnel at this site that may impact the safety of participants or successful completion of the research at this site?

If yes, provide a description of the change(s).
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes 

	3.
	Have any of the following processes changed since your initial/previous IRB approval (please refer to your initial/previous submission form)?

· Recruitment procedures

· Participant privacy protections/data confidentiality procedures

· Vulnerable populations provisions

If yes, provide a description of the change(s).
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes 

	4.
	Have any non-English speaking participants been enrolled in this study? 
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A


E. UNANTICIPATED PROBLEMS:  
	1.
	Are you submitting any UPs? If yes, complete FORM 300 for each UP and submit with this report. See Reporting Guidelines for Unanticipated Problems, Deviations, and Other Safety Information for guidance on reporting.
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes  


F. PARTICIPANT RIGHTS INFORMATION: 

	1.
	Are you submitting new information that could affect participant’s willingness to continue in the study? If yes, provide an explanation.
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	2.
	In the PI’s judgment, have there been any adverse events, minor protocol deviations, or other events that, when considered together, indicate that changes to the research plan and/or ICD(s) should be made? If yes, provide an analysis of the events and a rationale for suggested changes.
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes 


SPONSOR:       

PROTOCOL #:       


INVESTIGATOR:       



G. INVESTIGATOR ASSESSMENT AND ADDITIONAL INFORMATION:

	1.
	In the investigator’s opinion, has there been a change in the risk/benefit ratio? If yes, attach a summary for board.
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


CERTIFICATION STATEMENT AND SIGNATURE:

	In accordance with 21 CFR 50, 56, and 45 CFR 46, the research at this site will continue to be conducted according to the current Salus IRB-approved protocol, the applicable regulations, Salus IRB determinations, and the Investigator Reporting Responsibilities and the Reporting Guidelines for Unanticipated Problems, Deviations, and Other Safety Information on the Salus IRB website. [Click hyperlink(s) above]. My signature below indicates that I understand that it is my obligation to adhere to the reporting responsibilities. I certify that the information provided within this report is true and accurate.
Signature of Principal Investigator                                                                                         Date


LIST OF ATTACHMENTS:

	REQUIRED DOCUMENTS 


 FORMCHECKBOX 
 Completed and signed Interim Report for Investigators Participating in Multi-Site Research (this document)

 FORMCHECKBOX 
 The PI and, if applicable, the sub-investigator’s (performing procedures the PI is not qualified and licensed to perform) current professional license, unless already on file. Copies will be retained for future reference.

 FORMCHECKBOX 
 Attachments and/or explanations, as needed
OPTIONAL DOCUMENTS (as needed):

 FORMCHECKBOX 
 Proposed revisions to current ICD(s)
ADDITIONAL REQUIRED DOCUMENTS FOR DRUG STUDIES CONDUCTED IN MASSACHUSETTES:

 FORMCHECKBOX 
 Unless already on file, current DEA License (Controlled Substance Registration Certificate) AND Researcher License


SPONSOR:       

PROTOCOL #:       


INVESTIGATOR:       


SALUS IRB REVIEW AND DETERMINATION: 

	Criteria for Expedited Approval (submission must meet the following criteria in accordance with PD 07 to qualify for expedited review):

 FORMCHECKBOX 
 No unreported unanticipated problems (UPs) or unresolved safety concerns

 FORMCHECKBOX 
 No unresolved serious or continuing non-compliance concerns

 FORMCHECKBOX 
 No adverse audit findings during the course of the approval period

 FORMCHECKBOX 
 No unresolved participant complaints during the course of the approval period

Action Taken by Expedited Reviewer:

 FORMCHECKBOX 
 Approved     FORMCHECKBOX 
 Defer to Convened Board 

If the ICD(s) is/are modified: 

Is re-consenting required?   

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, at the next study visit  

 FORMCHECKBOX 
  My review of this item represents that I have no conflicting interests with the sponsor, investigator, or protocol. 
Printed Name of Reviewer (Chair or Designee): 









Signature of Reviewer (Chair or Designee):







 Date: 




FORM 120.I Interim Report for Investigators Participating in Multi-Site Research


Version: 21January2019
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