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	1.
BASIC STUDY INFORMATION

	Protocol Number:       FORMTEXT     987
	Sponsor:       (if applicable) 

	Billing Reference:       (if applicable)
	CRO:             (if applicable)

	Protocol Title:             

	*Note: For studies conducted in Canada, Quorum is able to provide review for sites in most Canadian provinces.  Contact the Quorum Initial Study Support Team for a current list.

	Study Type

Please select study type below:

	 FORMCHECKBOX 
  Drug/Biologic  
	(       Phase  (I, II, III, IV or N/A )

	 FORMCHECKBOX 
  Device 
	If the study involves a device, complete and 

attach the  required form :  F-019  Device Study Submission Form

	 FORMCHECKBOX 
  Other
	(      (please list)

	*Note: Quorum does not review research involving prisoners.  

	2. 
CONTACTS

	2.1 After hours number for study related emergencies:   (         (required for drug/device studies)

	2.2 Primary Contact  
The Primary Contact for Single Site or Investigator Generated Studies with Quorum is listed in section 3 of the Site Information Questionnaire. The Site Information Questionnaire form is required, in addition to this form, for submission of Single Site Protocols

	2.3 Secondary Contact 

The Secondary Contact for Single Site or Investigator Generated Studies with Quorum is listed in section 22 of the Site Information Questionnaire.  

	2.4 Scientific Contact:

The Scientific Contact is a resource for information on protocol and/or safety issues.  

 FORMCHECKBOX 
 Same as Primary Contact above

	NAME
	     
	COMPANY
	     

	EMAIL ADDRESS
	     
	TITLE
	     

	PHONE NUMBER
	     
	FAX
	     

	ADDRESS
	     

	CITY
	     
	STATE/ PROVINCE
	      
	ZIP/ POSTAL CODE
	     
	COUNTRY
	     

	2.5 Electronic Invoices for services should be sent to:  

 FORMCHECKBOX 
 Same as Primary Contact above     FORMCHECKBOX 
 Other (please specify):

	NAME
	     
	COMPANY
	     

	EMAIL ADDRESS
	     
	TITLE
	     

	PHONE NUMBER
	     
	FAX
	     

	ADDRESS
	     

	CITY
	     
	STATE/ PROVINCE
	      
	ZIP/ POSTAL CODE
	     
	COUNTRY
	     

	

	3.  OTHER STUDY INFORMATION

	3.1  Drug Study Information - US
*Quorum will not process approval documents for US sites until receiving written confirmation that the IND is active
	Please complete if your site is in US
IND#:          
If IND # is not available, please explain:            
Who holds the IND # for this study?              
Check all that apply

 FORMCHECKBOX 
 IND is active and research can be initiated immediately upon Board Approval

 FORMCHECKBOX 
 *The IND application relating to this study was received by the FDA less than 30 days ago.   If checked, please provide IND application date (         

 FORMCHECKBOX 
 *The IND application has not yet been submitted, date expect to submit (          

 FORMCHECKBOX 
 An IND is not necessary for this research for the following reasons (      
 FORMCHECKBOX 
 The FDA has objected to initiation of the research.  (Contact Initial Study Support) 

	3.2  Drug Study Information  - Canada
*Quorum will not process approval documents for Canadian sites until receiving written confirmation that the CTA is active
	Please complete if your site is in Canada
Check all that apply

 FORMCHECKBOX 
 No objection letter received and/or 30 days have passed since we submitted our application.

 FORMCHECKBOX 
 *The CTA relating to this study was received by Health Canada less than 30 days ago.  

If checked, please provide the application date: (         

 FORMCHECKBOX 
 *The CTA relating to this study has not yet been submitted 
If checked, please provide the date expect to submit (         

 FORMCHECKBOX 
 A CTA is not necessary for this research for the following reasons: (       

 FORMCHECKBOX 
 Health Canada has objected to initiation of the research.  (Contact Initial Study Support) 

	3.3  Trial Registration - Canada

*If a trial registration number is necessary for this protocol, Quorum will not process approval documents for Canadian sites until it has received written confirmation of the trial registration number and name of the registry with which the trial is registered.  

*For more information, please see TCPS Article 11.3
	Please complete if submitting sites in Canada to Quorum

 FORMCHECKBOX 
 Trial registration is active.  If checked, please provide: 

1. the trial registration number (       

and 

2. the name of the registry with which the trial is registered (      
 FORMCHECKBOX 
 Trial registration is not yet active.  If checked, please provide date registration is anticipated: (         
 FORMCHECKBOX 
 A trial registration number is not necessary for this research for the following reasons: (       

	3.4  Previous IRB Review

Has this protocol been withdrawn from or previously reviewed and disapproved by another Review Board? 
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

If yes, please provide explanation:        

	3.5  Transfer of IRB Review

Is oversight of this protocol being transferred to Quorum from another Ethics Review Board?
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

If yes, please contact Initial Study Support to obtain F-057 Transfer of Jurisdiction Form.  

	3.6  Data Safety Monitoring Board

Will there be a Data Safety Monitoring Board (DSMB) for this trial? 

If yes, please review the sections regarding DSMBs in the Quorum Handbook   
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO



	3.7  Investigator Generated Study
The assessment of whether a study is investigator generated is based on a consideration of factors including: the author of the protocol, who initiated the research, and who assumes regulatory sponsor responsibilities.  (If you have any questions regarding if your study qualifies as an investigator generated study, please contact Quorum’s Initial Study Support Team).  

*Note - All investigator generated studies will be pre-reviewed by Quorum’s regulatory group and/or the Board Chair to determine if the submission and protocol are ready for full Board review.
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

If yes, please submit the following:

 FORMCHECKBOX 
 Indemnification of Quorum by Investigator and/or his/her organization (Quorum has a standard agreement that can be provided upon request)  
 FORMCHECKBOX 
 Written documentation of liability coverage from the Principal Investigator’s insurance company for conducting investigator generated protocols and/or clinical research


	3.8  Observational or Minimal Risk Registry Program

Some studies may qualify as an observational or minimal risk registry.  Observational registries are limited to data collection and do not include any procedures or interventions conducted specifically for the research (including randomization or assignment to treatment groups).  Minimal risk registries involve only minimal risk interventions (for more information on minimal risk procedures, please refer to the Quorum Handbook).   

Would you like Quorum to evaluate as an Observational or Minimal Risk Registry?
*Note - Quorum’s registry processes are only applied if you indicate that you would like to be evaluated for qualification and if Quorum Review determines the study qualifies. 
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO 

*If yes, please complete Question a. below.


	a. Will the study involve any interventions, that are greater than minimal risk, specifically for the research?


	 FORMCHECKBOX 
 NO, this study is observational only or only involves minimal risk interventions.

 FORMCHECKBOX 
 YES, this study involves procedures or interventions that are greater than minimal risk.

NOTE: If the answer to your question is “yes,” the study may not qualify as an observational registry study.  If you would like your study evaluated further for registry status, please provide rationale:      

	

	4.  PROTOCOL AND CONSENT FORM INFORMATION

	4.1  Related studies with Quorum Review

Does Quorum Review have oversight of any studies related to this protocol?
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO 
 FORMCHECKBOX 
 Unknown

	If yes, please list protocol number(s) and/or Quorum Review numbers(s) and relationship to studies 
	If yes, (         

	4.2 Informed Consent Waivers

Are you requesting a Waiver of Documentation of Informed Consent?  
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO 

If yes, submit required form:  

F-042 Waiver of Documentation of Informed Consent Submission

	For research not regulated by the FDA, are you requesting a Waiver or Alteration of Informed Consent?

If a waiver is necessary, and no consent form is submitted for review at this time you may skip to section 4.7
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

If yes,  submit required form: 

F-043 Waiver or Alteration of Informed Consent Submission Form, and 

Participant Information Sheet (electronic copy, MS Word format) 

	4.3 Canadian Consent Form Compliance 

· Compliance with Canadian Provincial Law   Even though compliance with provincial/territorial law is ultimately the investigator’s responsibility, Quorum has developed a consent form with language that may be used in all provinces in Canada where Quorum provides review. 

· Tri Council Policy Statement (TCPS) Quorum automatically applies TCPS to all studies from Canada.  If you do not believe TCPS applies, please provide an explanation.         

	4.4 Compliance with HIPAA

In order to assist investigators, all consent forms approved by Quorum are expected to address privacy and confidentiality issues to the level required by the HIPAA Privacy Rule as well as by federal regulations.  Please note that Quorum does not review standalone HIPAA authorizations.

	4.5 Please note any particular issues, requests or concerns about this study’s consent form:            

	4.6 Does Genetic Testing Occur in your Study?


	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO        

If yes, please include the page number(s) where the testing is described in the protocol.      

	4.7  US Federal or Public Funding 

Is this study supported (in whole or part) by a Federal Department or Agency?   
	 FORMCHECKBOX 
 YES*  FORMCHECKBOX 
 NO 
If yes, submit 

Form F-015 Federal Funding Addendum
* The Federally Funded price list will apply.  If you would like a copy of the price list, please contact Initial Study Support.

	4.8 Canada Public Funding: 

 Is this study publicly funded or supported?
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

If yes, Funding Agency (       

	5.  PARTICIPANTS

	5.1  Age of participants

What is the age range of participants?       (        to (      
If your study includes minor subjects ages 7 and older an assent form may be required.   As a general rule, when Quorum approves a study involving minors Quorum will prepare a consent form that includes a parental permission signature line.

	5.2  Translations

	Will participants be enrolled who may require non-English consent forms?
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	Would you like Quorum Review to arrange for the translation of the consent form?

If yes, for which language(s) do you need translations?

Note:  If Site provides already translated study materials from a non-approved translator, Quorum will require a comparison translation (QC check) before Board review.
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

If yes,

 FORMCHECKBOX 
 Spanish

 FORMCHECKBOX 
 French-Canadian

 FORMCHECKBOX 
 Others, please list (      

	When would you like the translations process to begin? (select one)

 FORMCHECKBOX 
   Prior to consent form negotiations (Fast-track service is 50% faster, additional fees apply)

 FORMCHECKBOX 
   After consent form negotiations are complete (Standard Translation Service)

	Would you like Quorum Review to provide you a quote prior to beginning the initial translation of the consent form?  Note: Not available under the Fast-track service 
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	6.  STUDY STARTUP

	6.1 Startup Timeline

	Date of planned first participant enrollment or any concerns regarding study startup timelines 
Please note: Quorum cannot issue approval documents until consent form negotiations are complete 
	(     

	Estimated length of this study 
	(     

	7. SHIPPING/DOCUMENT ACCESS

	7.1  Delivery Preference to Investigator

	OnQ Portal access only (No paper copies of documents)  
	Option 1*  FORMCHECKBOX 

OR
*If selected, proceed to Question 8.1

	Quorum Standard Shipping via USPS standard mail and OnQ Portal access provided at no charge
	Option 2  FORMCHECKBOX 
  

OR

	Alternate Shipper and Account Number  (and OnQ Portal access provided at no charge)
Select  and provide required account number (or will ship Q-Standard)
 FORMCHECKBOX 
 UPS Next Day  - Account # (      
 FORMCHECKBOX 
 UPS 2-Day  - Account # (      
 FORMCHECKBOX 
 FedEx Priority Overnight  - Account # (      
 FORMCHECKBOX 
 FedEx Standard  - Account # (      
 FORMCHECKBOX 
 DHL International - Account # (      
 FORMCHECKBOX 
 Electronic delivery via third-party vendor (e.g., IntraLinks, CRNets)

Electronic Method or Vendor: (      
NOTE: Safety acknowledgments and participant material approvals will be shipped Quorum Standard.  Other approvals and correspondence will ship as requested above.  
	Option 3  FORMCHECKBOX 
  

	8. ADDITIONAL CONTACTS

	8.1 Additional Study Contacts

	Will an outside organization (CRO, SMO, or other) be working with you on this study? 
	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 Undetermined

	If yes, do you authorize Quorum Review to share study Related information with this contact if requested?
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	8.2  Add Additional Contacts: Quorum OnQ Portal Access 

The Quorum OnQ Portal is a password-protected area of our website offering customers access to posted approval documents, secure electronic submissions; and a startup status report for site submissions. In addition, the portal contains useful resources such as price lists, consent form templates, guidance on preparing consent forms, and the Board Roster.

Primary and secondary contacts above automatically receive OnQ portal access.   If you have more than ten additional contacts, please list and include with your submission.

	Additional Name
	     

	Email Address
	     

	Company


	     


	Additional Name
	     

	Email Address
	     

	Company


	     


	Additional Name
	     

	Email Address
	     

	Company


	     


	Additional Name
	     

	Email Address
	     

	Company


	     


	Additional Name
	     

	Email Address
	     

	Company


	     


	Additional Name
	     

	Email Address
	     

	Company


	     


	Additional Name
	     

	Email Address
	     

	Company


	     


	Additional Name
	     

	Email Address
	     

	Company


	     


	Additional Name
	     

	Email Address
	     

	Company


	     


	Additional Name
	     

	Email Address
	     

	Company


	     



Site understands that Quorum Review will be expected to conduct its review functions in material compliance with applicable laws, ethical standards and Quorum Review’s policies, including the policies set forth in the current Quorum Handbook (available online at www.quorumreview.com).


     


Signature and Title of Person Completing Form




Date

     
Printed Name
Thank you for your interest in working with Quorum Review.  If you have any questions, please don’t hesitate to contact us: 
	Please submit via:


Quorum’s OnQ Portal at www.QuorumReview.com
or

Email your electronic submission to InitialStudySupport@QuorumReview.com
Signature page can be faxed to:  (206) 448-4193

Please contact Quorum’s Initial Study Support team with any questions:

InitialStudySupport@QuorumReview.com
Quorum Review, Inc.

(206) 448-4082  (press 2, then 1)
1601 Fifth Ave. Ste. 1000

Seattle, WA  98101
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