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	DESIGNATION OF, OR CHANGE IN, PROJECT MANAGER/SPONSOR REPRESENTATIVE 



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

PROTOCOL #      


A. CONTACT INFORMATION

	Provide the Project Manager (PM) information for IRB inquiries:

	1.
	For a change in PM:

Name of Previous PM, if applicable: 
	     

	2.
	Type of Organization:
	 FORMCHECKBOX 
 Sponsor        FORMCHECKBOX 
 CRO        FORMCHECKBOX 
 Other:                      

	3.
	Name of Designated PM: 
	     

	4.
	Name of Company:
	     

	5.
	Complete Address:
	     

	6.
	Telephone:
	     

	7.
	E-mail address (please include email address of the new PM and new study contacts):
	     

	Provide the Accounts Payable contact information, OR   FORMCHECKBOX 
 Check if same as original contact provided.

	8.
	Name of Accounts Payable Contact:
	     

	9.
	Name of Company:
	     

	10.
	Complete Address:
	     

	11.
	Telephone:
	     

	12.
	E-mail:
(All invoices will be sent via email)
	     


B. DOCUMENT DISTRIBUTION 

Salus IRB is pleased to offer GlobeSync web-portal technology to our clients providing real-time, 24-hour password‑protected access to study documents which will serve as an on-line document repository for study duration.  If selected as the distribution method for this research, Salus IRB will distribute all documents via GlobeSync.

Step 1: Please provide a list of names and email addresses of the individuals who are authorized to access. If you require more contacts than the space below allows, please send additional contact information in a separate attachment.

	Name
	Email Address

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


	SPONSOR: 


PROTOCOL # 


Step 2: Each new user must request an account and create a username and password. To request an account:

· go to www.salusirb.com,

· select the GlobeSync button at the top of the screen,

· select “Request an Account”, and 
· follow the prompts to create your user information.

An email notification is sent to authorized users when study documents are available on GlobeSync. This notification will include a link to the secure site to allow access to the approved documents.  

Please note: In order to ensure continued confidentiality of study documents, please notify Salus IRB of any staff changes that require us to disable GlobeSync access. 

By signing below, you authorize Salus IRB to remove access for the previous PM.

 FORMCHECKBOX 
 Please mark here if GlobeSync™ is not feasible for you. Please provide an email address in Section A for document distribution.

C. PROJECT MANAGER/SPONSOR REPRESENTATIVE STATEMENT OF AGREEMENT:

	As the Project Manager/Sponsor Representative for the above referenced research, I agree to the following:


1. To review the protocol and study product information, i.e., Investigator’s Brochure, device manual, if applicable, and ensure the research is conducted according to the Salus IRB approved protocol and in accordance with applicable regulations as they apply to the study, i.e., 21 CFR 312, 21 CFR 812, 21 CFR 814. 

2. To ensure adequate and reliable financial and/or other resources are available to conduct research and halt research procedures should any of these resources become unavailable. 

3. To ensure all research staff assisting in the conduct of research are informed about their obligations in meeting the requirements of 21 CFR Parts 50, 56 and/or 45 CFR 46, and have the appropriate training and education to follow the requirements. 
4. To ensure that no member of the study staff, including sub-Investigators, has an actual or perceived Conflict of Interest with the study, and if one is present that it will be effectively managed so as not to interfere with the study progression and integrity of the study data. Disclosure of the conflict is required to be reported to Salus IRB. Ensure prompt reporting of any changes to the Financial Disclosure/Conflict of Interest information that was initially disclosed to Salus.
5. To ensure only a copy of the Salus IRB approved Informed Consent Document is used to enroll research participants at the time of consent.

6. To ensure that no individual is recruited into research: (a) until the study has been approved in writing by Salus IRB; (b) during any period wherein Salus IRB approval of a research study has lapsed; (c) during any period wherein Salus IRB approval of research or participant enrollment has been suspended, or wherein the sponsor has suspended research study enrollment; (d) following termination of Salus IRB approval of research; or (e) following expiration of the approval period as established by Salus IRB.
	SPONSOR: 


PROTOCOL # 


C. PROJECT MANAGER/SPONSOR REPRESENTATIVE STATEMENT OF AGREEMENT (continued):

	As the Project Manager/Sponsor Representative for the above referenced research, I agree to the following:


7. To assist the Investigator in promptly assessing and reporting all unanticipated problems to Salus IRB within the required timeframe and ensure that participants who have experienced an unanticipated problem or adverse event associated with research participation receive adequate care to correct or alleviate the consequences of the event to the extent possible, arranging for the treatment of a research related injury with the Sponsor, when applicable. 
8. To ensure prompt reporting of all proposed changes in previously approved research for study-wide activities to Salus IRB. Changes in approved research is not allowed without approval by Salus IRB except when necessary to eliminate an apparent immediate hazard to research participants. Changes to the information provided to research participants (prospective or currently enrolled), such as informed consent document, recruitment or study material in electronic or print format, is not allowed without approval by Salus IRB.
9. To ensure that research participants are kept fully informed of any new information that may affect their willingness to continue participation in the research. Report any changes to the IRB approved participant population, including a request for approval to include a vulnerable population to Salus IRB.

10. To seek timely review and IRB approval for continuing the research in accordance with 21 CFR 56.109(f) or 45 CFR 46.109(e), prior to the IRB expiration date to avoid non-compliance with Salus IRB policies and federal regulations or administrative closure of the research. Notify Salus IRB upon completion of the research and promptly submitting a Final/Closeout Report upon the completion or closure of the research, prior to the IRB expiration date of the approval period.
11. I understand that Finder’s fees (referral fees) provided by the PI/Sponsor to research staff or other Physicians for potential participant referrals are not allowed by Salus IRB. Salus IRB will allow the Sponsor or Investigator to pay a referral fee to a research participant for referring another research participant and some stipulations may apply. I further understand that Recruitment bonuses (payments from the Sponsor to an Investigator or organization designed to accelerate recruitment based on the rate or timing of participant enrollment) should be disclosed to Salus IRB and will be considered by Salus IRB on a case-by-case basis.

	SPONSOR: 


PROTOCOL # 


D. CERTIFICATION STATEMENT and SIGNATURE:

	My signature below indicates that I have reviewed the Sponsor Reporting Responsibilities, Investigator Reporting Responsibilities 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 these requirements. I understand that failure to comply with the above requirements may result in regulatory action by Salus IRB. I understand that I am responsible for the timely payment of services provided by Salus IRB for the initial and ongoing review of the research, in accordance with the current Salus IRB fee schedule or other written agreement.
     







Printed Name of Project Manager/ Sponsor Representative
Signature 









Date



E. LIST OF ATTACHMENTS:
	REQUIRED DOCUMENTS:

 FORMCHECKBOX 
 Curriculum Vitae (CV)

 FORMCHECKBOX 
 Professional license/certification, if applicable
 FORMCHECKBOX 
 Documentation of training in Good Clinical Practices (GCPs) and/or in Protection of Human Research     Participants 
 FORMCHECKBOX 
 Summary of experience in overseeing, conducting, and/or monitoring research, if not evidenced by CV


Designation of, or Change in, Project Manager/Sponsor Representative Form
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