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	           INITIAL REVIEW (PROTOCOL)



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● salus@salusirb.com
If you require assistance answering any of the questions on this form, 

please contact Salus IRB at the number listed above.
Sponsor:         

Protocol #:       
A. ADMINISTRATIVE INFORMATION: 

	How did you learn of Salus IRB?

 FORMCHECKBOX 
 We are an existing client of Salus IRB

 FORMCHECKBOX 
 Sponsor/CRO recommendation
 FORMCHECKBOX 
 Tradeshow

 FORMCHECKBOX 
 Industry Publication



 FORMCHECKBOX 
 Internet/Website



 FORMCHECKBOX 
 Other:      

	Sponsor Contact Information:

	1.
	Name of sponsor contact:
	     

	2.
	Sponsor name:
	     

	3.
	Telephone:
	     

	4.
	Email:
	     

	Provide the Primary Contact Information for IRB inquiries:

	5.
	Primary contact:
	 FORMCHECKBOX 
 Sponsor            FORMCHECKBOX 
 CRO           FORMCHECKBOX 
 Other:      

	6.
	Name of primary contact: 
	     

	7.
	Name of company:
	     

	8.
	Name of Project Manager (PM), if different than the primary contact:
	     

	9.
	Address (including City, State and Zip):
	     

	10.
	Telephone:
	     

	11.
	Email:
	     

	12.
	Include name and email addresses for additional study contacts, if needed:
	     

	Provide the Accounts Payable contact information OR   FORMCHECKBOX 
 Check if same as Primary Contact provided above.

	13.
	Name of accounts payable contact:
	     

	14.
	Name of company:
	     

	15.
	Address (including City, State and Zip):
	     

	16.
	Telephone:
	     

	17.
	Email:
(All invoices will be sent via email)
	     

	18.
	Please list any additional requirements for invoicing (ex. PO numbers)
	     


Sponsor:         

Protocol #:       
B. FEDERALLY CONDUCTED OR SUPPORTED RESEARCH:    FORMCHECKBOX 
  N/A 

	1.
	Identify the department/agency supporting the research:       
Salus IRB currently does not review research funded by the following departments: Dept. of Defense, Dept. of Navy, Dept. of Justice, Dept. of Energy, Environmental Protection Agency
If federally conducted or supported, provide the following:

 FORMCHECKBOX 
 a copy of the grant (and award letter if available)  

 FORMCHECKBOX 
 ensure the protocol is consistent with the grant. 
If the grant differs from the protocol, explain:      
 FORMCHECKBOX 
 a copy of the DHHS approved protocol/study plan, if available

 FORMCHECKBOX 
 a copy of the DHHS approved informed consent document (ICD), if available

	2.
	In accordance with 45 CFR 46.116(h), a copy of the IRB-approved informed consent for a federally funded or conducted clinical trial must be posted on ClinicalTrials.gov or Regulations.gov (Docket ID: HHS-OPHS-2018-0021).
Will a copy of the IRB-approved consent form be posted on ClinicalTrials.gov or Regulations.gov (Docket ID: HHS-OPHS-2018-0021)?  

 FORMCHECKBOX 
 Yes. 

 FORMCHECKBOX 
 No. If no, please provide a rationale:      


C. PROTOCOL INFORMATION:

	1.
	Has this research been declined to be reviewed, disapproved, or tabled without a resolution by another IRB?
	 FORMCHECKBOX 
  No             FORMCHECKBOX 
  Yes (describe in an attachment)

	2.
	Has another IRB terminated this research?
	 FORMCHECKBOX 
  No             FORMCHECKBOX 
  Yes (describe in an attachment)

	3.
	Protocol/study plan version and date (including any Amendments) Specify if this is a DRAFT protocol: 
	     

	4.
	If this is a DRAFT protocol, include anticipated date of submission of the FINAL protocol.
	     

	5. 
	Therapeutic area/indication:
	 FORMCHECKBOX 
 Respiratory
 FORMCHECKBOX 
 Urology
 FORMCHECKBOX 
 Neurology
 FORMCHECKBOX 
 Hypertension
 FORMCHECKBOX 
 Mental Health
 FORMCHECKBOX 
 Oncology
 FORMCHECKBOX 
 Cardiovascular/Cardiology
 FORMCHECKBOX 
 Cosmetic
 FORMCHECKBOX 
 Ophthalmology
 FORMCHECKBOX 
 Dermatology
 FORMCHECKBOX 
 Diabetes
 FORMCHECKBOX 
 Pain Management
 FORMCHECKBOX 
 Anti-Infectives
 FORMCHECKBOX 
 Infectious Disease
 FORMCHECKBOX 
 Gastrointestinal

 FORMCHECKBOX 
 Women’s Health
 FORMCHECKBOX 
 Other:       


	6.
	Data and Safety Monitoring: A system for appropriate oversight and monitoring of the conduct of the study to ensure the safety of participants and the validity and integrity of the data.
Data and safety monitoring will be conducted by:

 FORMCHECKBOX 
  Data Safety Monitoring Board/Committee
 FORMCHECKBOX 
  Other, please attach a description

 FORMCHECKBOX 
  Principal Investigator (PI)
 FORMCHECKBOX 
  None, please attach a rationale
 FORMCHECKBOX 
  Sponsor

	7.
	Is the data and safety monitoring plan identified in the protocol?

 FORMCHECKBOX 
 Yes, please identify the page #:            

 FORMCHECKBOX 
 No, please describe your plan for monitoring safety and the integrity of the data:         

	8.
	Will you ensure the site(s) have the necessary emergency or safety equipment to conduct the study in accordance with the protocol?
	 FORMCHECKBOX 
  No, please explain            
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  N/A (for minimal risk research only)


Sponsor:         

Protocol #:       
	9.
	Will the study description be posted to the ClinicalTrials.gov website?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No. If no, please provide a rationale:      

	10.
	Please list all vulnerable populations specifically targeted in this research:

 FORMCHECKBOX 
 NONE  

 FORMCHECKBOX 
 Children 

 FORMCHECKBOX 
 Children who are wards of State

 FORMCHECKBOX 
 Pregnant women

 FORMCHECKBOX 
 Non-English speaking

 FORMCHECKBOX 
 Adults who do not read and/or write

 FORMCHECKBOX 
 Patients in nursing homes

 FORMCHECKBOX 
 Educationally disadvantaged 

 FORMCHECKBOX 
 Economically disadvantaged

 FORMCHECKBOX 
 Employees of the PI, research staff or sponsor
 FORMCHECKBOX 
 Family members of the PI, study research staff or sponsor

 FORMCHECKBOX 
 Students of the university or the PI participating in this research

 FORMCHECKBOX 
 Adults unable to consent for themselves or with diminished decision-making capacity 
 FORMCHECKBOX 
 (In an attachment, describe a plan to assess the capacity of these participants to consent/assent).

 FORMCHECKBOX 
 Other: 

	11.
	If any vulnerable populations have been identified, please describe the additional safeguards included in the protocol to protect the rights and welfare of these participants:




D. INFORMED CONSENT DOCUMENT INFORMATION:
	1.
	ICD submitted?
	 FORMCHECKBOX 
 No (skip to Waiver Requests section)
 FORMCHECKBOX 
 Yes  

	2.
	Will the protocol allow the sites to use an eConsent process? If yes. This information may be found on page:       
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes  

	3.
	Are there any costs to the participants? Additional costs must be disclosed in the ICD. 
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (Please describe in an attachment.) 

	4.
	Will a HIPAA Authorization be a part of the ICD?
	 FORMCHECKBOX 
 No (skip to question 5)
 FORMCHECKBOX 
 Yes  

	
	If yes, will the authorization include permissions for future research?
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (please ensure an explanation is provided in the protocol) 

	5.
	Request for a Waiver of Documentation of ICD?
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (Please complete a waiver request) 

	WAIVER REQUESTS

	6.
	Request for a Waiver or Alteration of ICD?
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (Please complete a waiver request) 

	7.
	Request for a Waiver of HIPAA Authorization?
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes (Please complete a waiver request)


Sponsor:         

Protocol #:       
	If you are a PM submitting for multi-site research, please complete the following sections. If single-site, skip to the CERTIFICATION AND SIGNATURE section on the following page.

E. STUDY MANAGEMENT:

1.

 Number of total sites, per the protocol:       
2.

 Number of sites to be submitted to Salus IRB:       
3.

Describe your plan to ensure the management of information that might be relevant to the protection of participants is appropriately communicated in a timely manner to the investigative sites and Salus IRB.

     
4.

Who will be responsible for submitting study-wide notifications or modifications in the research, such as protocol revisions/amendments, product information updates, unanticipated problems, etc., to Salus IRB?

 FORMCHECKBOX 
  Sponsor/Sponsor Representatives     

 FORMCHECKBOX 
  PI(s​)

F. RECRUITMENT MATERIAL:

1.

Will the sponsor provide template recruitment material for this research? See the Guidance on Recruitment and Study Material for additional instruction.
 FORMCHECKBOX 
 No (skip to section G)   

 FORMCHECKBOX 
 Yes (identify below)

2.

Please forward the Microsoft Word version of each file requiring review. Include the document title and version (number or date) in each file. The following template recruitment material is attached: 

 FORMCHECKBOX 
 Proposed printed advertisement, #      



 FORMCHECKBOX 
 Proposed web site content, #      
 FORMCHECKBOX 
 Script of proposed video recording, #      



 FORMCHECKBOX 
 Script of proposed audio recording, #      
 FORMCHECKBOX 
 Participant screening tool (phone screening), #      


 FORMCHECKBOX 
 Other (describe/indicate quantity):       
G. STUDY MATERIAL:

1.

Will the sponsor provide template study material for this research? See the Guidance on Recruitment and Study Material for additional instruction.
 FORMCHECKBOX 
 No (skip to section H)   

 FORMCHECKBOX 
 Yes (identify below)

2.

Please forward the Microsoft Word version of each file requiring review. Include the document title and version (number or date) in each file. The following study material is attached: 

 FORMCHECKBOX 
 Participant diaries, #      




 FORMCHECKBOX 
 Survey instrument(s) or questionnaire(s), #      



 FORMCHECKBOX 
 Participant education material, #      
 FORMCHECKBOX 
 Additional material to be distributed to participants (e.g. non-cash gifts for long-term retention), 
#      
 FORMCHECKBOX 
 Other (describe/indicate quantity):       
H. DATA PROTECTIONS AND CONFIDENTIALITY:
1.

Sensitive Information: Information which may upset the individual being asked about the information, or that if misused, could reasonably cause discrimination or stigmatism, and result in damage to the individual’s financial well-being, employability, insurability, or reputation.

Will sensitive information be collected for this research? Examples include:

· Use or treatment for alcohol or drugs

· Illegal conduct or arrest record

· Sexual attitudes, preferences or practices

· Psychological or mental health information

· HIV or sexually transmitted diseases

 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes



Sponsor:         

Protocol #:       
	2.

	Identifiable, Sensitive Information: Information about an individual that is gathered or used during the course of biomedical, behavioral, clinical, or other research, where an individual is identified or for which there is at least a very small risk, that some combination of the information, a request for the information, and other available data sources could be used to determine the identity of an individual.

Will identifiable, sensitive information be collected for this research that when used in combination with other information may lead to identification of an individual? Examples include:

· Name

· Address

· Social security or other identifying number 

· Fingerprints

· Voiceprints

· Photographs

· Genetic information

· Tissue samples

· Data fields

	 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes

	3.
	How long will the information be stored?  

	4.
	If the participant does not qualify for the research, what will happen to their data?  

	5.

	Will the information be stored and used in the future? 

If yes, please explain.  
	 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes


	6.

	Will the information be sold to 3rd parties?  

If yes, please explain.  
	 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes


	7.
	What security methods are in place to ensure confidentiality of the sensitive information during and after collection of the data and the completion of the research (check all that apply):

 FORMCHECKBOX 
  Replace the identifiers with a unique code and storing identifiers in a separate location and/or device

 FORMCHECKBOX 
  Never store identifiers on portable electronic devices, such as laptops, portable hard drives, flash drives, USB memory sticks, and smart phones, unless devices are encrypted

 FORMCHECKBOX 
  PHI will be transferred only over secure networks or as encrypted files

 FORMCHECKBOX 
  PHI will only be transferred using encryption

 FORMCHECKBOX 
  Remove and destroy identifiers as soon as possible

 FORMCHECKBOX 
  De-identification:  once data has been de-identified, it no longer qualifies as PHI

 FORMCHECKBOX 
  Destruction of data.  At what point will data be destroyed?  
 FORMCHECKBOX 
  Paper files will be kept in a secure location with limited access by authorized study staff

 FORMCHECKBOX 
  Electronic files are password-protected with limited access by authorized study staff

 FORMCHECKBOX 
  Participant’s identifying information will be protected from improper use and disclosure (e.g. coding, making data anonymous)

 FORMCHECKBOX 
  Research staff sign confidentiality agreements before engaging in research activities

 FORMCHECKBOX 
  The site will not use the collected information outside of that specifically consented to and authorized

 FORMCHECKBOX 
  Certificate of Confidentiality (Attach a copy of the certificate or explain why certificate is not attached):  
· Ensure language regarding the use of a Certificate is included in the protocol

· Ensure the Certificate’s protections and limitations are described in the consent document

 FORMCHECKBOX 
  Other (describe): 

	8.
	Will you ensure the site(s) have the necessary resources to ensure data security and confidentiality?

	 FORMCHECKBOX 
  No, please explain            
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  N/A 



	


Sponsor:         

Protocol #:       
	I. TRANSLATION REQUESTS:
1.

Will the documents(s) require translation?

 FORMCHECKBOX 
  No (skip this section)    

 FORMCHECKBOX 
  Yes 

2.

Who will translate these documents?

 FORMCHECKBOX 
 Salus IRB (complete #3)

 FORMCHECKBOX 
 Sponsor or site (skip to next section)

3.

What documents would you like translated? 

What language would you like them translated into?  
Do you require a quote before proceeding with the translation?

Do you require back-translation? 

 FORMCHECKBOX 
 ICDs   

 FORMCHECKBOX 
 Recruitment Material  

 FORMCHECKBOX 
 Study Materials
Language: 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 



CERTIFICATION STATEMENT AND SIGNATURE:

	I certify that the information provided within this application, and applicable Supplemental Forms is true and accurate, and represents my intent to pursue review of this research by Salus IRB. I have reviewed the Investigator Reporting Responsibilities (single-site PIs) or the Salus IRB Sponsor Reporting Responsibilities (project managers), and the Reporting Guidelines for Unanticipated Problems, Deviations, and Other Safety Information [Click hyperlink(s) above]. I understand I may contact Salus IRB at any time with questions or concerns about determinations and requirements. I grant Salus IRB the authority to review and oversee the above referenced research study and certify that the study will not begin until Salus IRB approval of the FINAL protocol and ICD. Further, I understand that only the Salus IRB‑approved ICD may be used to enroll participants.

     







Printed Name of Principal Investigator or Project Manager 
Signature 









Date


LIST OF ATTACHMENTS:

	REQUIRED DOCUMENTS:
 FORMCHECKBOX 

An electronic version (MS Word) of the proposed ICD(s) (main, foreign, assent, addendums)
 FORMCHECKBOX 

The current protocol (and any Amendments)
 FORMCHECKBOX 
  A copy of the grant (and award letter if available) for federally conducted or supported research.
The completion of the appropriate Supplemental Forms, as appropriate.

 FORMCHECKBOX 
  FORM 100.A - Supplemental for Drug Research 

 FORMCHECKBOX 
  FORM 100.B - Supplemental for Device Research 

 FORMCHECKBOX 
  FORM 100.C Supplemental for Expedited Review of Minimal Risk Research 

 FORMCHECKBOX 
  FORM 100.D Supplemental for Exempt Research 


 FORMCHECKBOX 
  FORM 100.E Supplemental for International Research 

 FORMCHECKBOX 
  Designation of, or Change in Project Manager/Sponsor Representative (Multi-Site Studies Only)

 FORMCHECKBOX 

Attached explanation for ALL questions where a rationale or description are required.
For Recruitment and Study Material: Please forward the Microsoft Word version of each file requiring review. Include the document title and version (number or date) in each file.
 FORMCHECKBOX 

All proposed study material (diaries, survey instruments, or questionnaires)

 FORMCHECKBOX 

All proposed recruitment material (audio/video script, print advertisement)


FORM 100 Initial Review (Protocol)
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