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Type of Request (Please check all that apply):
 FORMCHECKBOX 

Exemption Determination Request and/or
 FORMCHECKBOX 

Human Subjects Research Determination Request

Thank you for choosing Quorum Review to review your Human Subjects Research Determination and/or Exemption Request.  If you have any submission questions that are not answered on this page, please contact Initial Study Support at (206) 448-4082 or InitialStudySupport@quorumreview.com. 
	SUBMISSION INSTRUCTIONS
Submissions may be made electronically through the Quorum Web Portal or by email to InitialStudySupport@quorumreview.com.  Hard copy submissions may be sent to Quorum Review, 1601 Fifth Avenue, Suite 1000, Seattle WA 98101. 
To ensure prompt review please include the following materials:
· One copy of the final protocol or research proposal 
· Institutional Jurisdiction Waiver Form, if applicable.


PART I: GENERAL INFORMATION 

	

	1.1
 GENERAL STUDY INFORMATION

	Researcher/Principal Investigator:
	     

	Protocol Number:
	      FORMTEXT     987

	Protocol Title:
	     

	Funding Agency(ies) and/or Sponsor name:
	     

	Grant Number:
	     

	1.2
 STUDY CONTACT INFORMATION

	Primary Contact:
For phone calls, documents, and correspondence. Through the Quorum Web Portal, primary contacts can access study documents.

	Please check appropriate box:
	 FORMCHECKBOX 

SPONSOR/CRO
	 FORMCHECKBOX 

INVESTIGATIVE SITE
	 FORMCHECKBOX 

OTHER (please specify):

     

	Name:
	     
	Title:
	     

	Company:
	     

	MAILING ADDRESS for all study-related correspondence

	Address:
	     

	City:
	     
	State / Province:
	     
	Zip / Postal code:
	     
	Country:
	     

	Phone:

	     
	Fax:
	     

	Email:
	     
	Website:
	     

	PHYSICAL ADDRESS (if different than above)

	Address:
	     

	City:
	     
	State / Province:
	     
	Zip / Postal code:
	     
	Country:
	     

	Secondary Contact:

A secondary contact can receive hard copies of all Board correspondence (including approval documents), or can access those documents via the Quorum Web Portal.
 FORMCHECKBOX 

Please provide hard copies of all documents to this contact.
 FORMCHECKBOX 

Please provide Quorum Web Portal access only.

	Please check appropriate box:
	 FORMCHECKBOX 

SPONSOR/CRO
	 FORMCHECKBOX 

INVESTIGATIVE SITE
	 FORMCHECKBOX 

OTHER (please specify):

     

	Name:
	     
	Title:
	     

	Company:
	     

	MAILING ADDRESS for all study-related correspondence

	Address:
	     

	City:
	     
	State / Province:
	     
	Zip / Postal code:
	     
	Country:
	     

	Phone:

	     
	Fax:
	     

	Email:

	     
	Website:
	     

	PHYSICAL ADDRESS (if different than above)

	Address:
	     

	City:
	     
	State / Province:
	     
	Zip / Postal code:
	     
	Country:
	     

	Electronic Invoices for  Services Should be Sent to:

	Name:
	     
	Title:
	     

	Company:
	     

	Address:
	     

	City:
	     
	State / Province:
	     
	Zip / Postal code:
	     
	Country:
	     

	Phone:
	     
	Fax:
	     

	Email:
	     

	1.3
 SHIPPING INFORMATION:

	Quorum Review Shipping Policy:

Study contacts may access documents via OnQ Portal Access.  Additionally, documents are shipped US Mail and US Priority Mail as needed.   We will provide FedEx overnight service, UPS Next Day or DHL if a FedEx/UPS/DHL billing number is provided.

	1.3a Shipping preference to Primary Study Contact

	 FORMCHECKBOX 

OnQ Portal Access only


(no paper copies)
	 FORMCHECKBOX 

UPS Next Day
	 FORMCHECKBOX 

UPS 2-Day
	 FORMCHECKBOX 

Fed Ex Standard

	 FORMCHECKBOX 

US Mail (Quorum standard)
	 FORMCHECKBOX 

FedEx Priority Overnight
	 FORMCHECKBOX 

DHL International

	Client UPS/FedEx/DHL Acct #
	     

	Client UPS/FedEx/DHL Reference # (if applicable)
	     

	1.3b Shipping preference to Secondary Study Contact (if applicable)

	 FORMCHECKBOX 

OnQ Portal Access only


(no paper copies)
	 FORMCHECKBOX 

UPS Next Day
	 FORMCHECKBOX 

UPS 2-Day
	 FORMCHECKBOX 

Fed Ex Standard

	 FORMCHECKBOX 

US Mail (Quorum standard)
	 FORMCHECKBOX 

FedEx Priority Overnight
	 FORMCHECKBOX 

DHL International

	Client UPS/FedEx/DHL Acct #
	     

	Client UPS/FedEx/DHL Reference # (if applicable)
	     

	1.4   GENERAL RESEARCH INFORMATION

	Has a request for a human subjects research determination been reviewed and disallowed by any other Ethics Review Board?

(**If yes, please attach a letter of explanation)
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	Has a request for an exemption determination been reviewed and disallowed by any other Ethics Review Board?

(**If yes, please attach a letter of explanation)
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	Does the researcher hold a position with a hospital, university or other institution that requires review of his/her research by a local Ethics Review Board?

(**If yes, please attach a completed Quorum Review Institutional Jurisdiction Waiver Form)
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	Will a participant be registered in a hospital, university or other institution for any study procedures for which the institution requires review by a local Ethics Review Board?

(**If yes, please attach a completed Quorum Review Institutional Jurisdiction Waiver Form)
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	Is this study funded or supported (in whole or part) by a federal department or agency?  (If yes, please list the funding agencies      )
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	Are you required to submit this study to the FDA or Health Canada prior to the study's initiation or are results of this study going to be submitted to the FDA or Health Canada as part of an application for research or marketing permit?
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	Does Quorum Review have oversight of any studies related to this protocol?
 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
Has Quorum Review reviewed any studies related to this protocol?
 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
If yes to either:  

Please list protocol number(s) and, if known, Quorum Review reference number(s):      
Please note relationship with other studies (e.g., sister study, extension, same study program, etc.):      


PART II:
DETERMINATION OF WHETHER PROPOSED ACTIVITY IS HUMAN SUBJECTS RESEARCH
	2.1  DETERMINATION OF WHETHER THE ACTIVITY IS FDA REGULATED

	A. Questions regarding whether the activity is a clinical investigation as defined below. 

UNITES STATES

FDA: 21 CFR 50.3(c); 56.102(c) Clinical investigation means any experiment that involves a test article and one or more human subjects, and that either must meet the requirements for prior submission to the Food and Drug Administration under section 505(i) or 520(g) of the act, or is not subject to requirements for prior submission to the Food and Drug Administration under these sections of the act, but the results of which are intended to be submitted later to, or held for inspection by, the Food and Drug Administration as part of an application for a research or marketing permit. The term does not include experiments that are subject to the provisions of part 58 of this chapter, regarding nonclinical laboratory studies. The terms research, clinical research, clinical study, study, and clinical investigation are deemed to be synonymous for purposes of this part.
FDA: 21 CFR 50.3(e); 56.102(3) Human subject means an individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A subject may be either a healthy individual or a patient.

FDA: 21 CFR 50.3(j); 56.102(l) Test article means any drug (including a biological product for human use), medical device for human use, human food additive, color additive, electronic product, or any other article subject to regulation under the act or under sections 351 and 354-360F of the Public Health Service Act (42 U.S.C. 262 and 263b-263n).

If you answer yes to any of the questions below please contact Initial Study Support at (206) 448-4082 or InitialStudySupport@quorumreview.com.

	1. Does the proposed activity involve a “test article” as defined above?
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	2. Does the proposed activity involve a “human subject” as defined above?
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	3. Are you required to submit information related to the proposed activity to the FDA prior to the study's initiation or are results of this study going to be submitted to the FDA or as part of an application for research or marketing permit?
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No


	2.2   DETERMINATION OF WHETHER PROPOSED ACTIVITY IS HUMAN SUBJECTS RESEARCH 

	A. Questions regarding whether activity is research as defined below. 

UNITED STATES

HHS/OHRP:45 CFR 46.102(d)

“a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge.” See, also: OHRP Decision Chart 1
CANADA

Article 2.1 of the Tri-Council Policy Statement (TCPS 2) includes the basic elements that determine whether research involving human subjects should undergo ethics review by an REB before the research begins. First, the undertaking must involve "research," which involves a disciplined inquiry or systematic investigation to establish facts, principles or generalizable knowledge. This concept of research parallels those employed in other research ethics norms in Canada and abroad. Secondly, the research must involve living “human subjects” or “human biological material” (See section “B” below).

	1. Is the activity a disciplined inquiry or systematic investigation?  (These may include research development, testing, and evaluation.)

 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No   

If ‘Yes’ please continue to the next question.

If ‘No’ please explain why and continue to the next question.

Explanation      

	2. Is the activity designed to develop or contribute to generalizable knowledge?
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No   
If ‘Yes’ please continue to the next question.

If ‘No’ please explain why and continue to the next question.

Explanation      

	B. Questions regarding whether the activity involves human subjects as defined below. 

UNITED STATES 

HHS/OHRP: 45 CFR 46.102(f)

Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information.
CANADA

TCPS 2, Article 2.1(a)

All research that involves living “human participants” requires review and approval by an REB in accordance with the TCPS 2 before the research is started, except as stipulated below.  Human participants are those individuals whose data, or responses to interventions, stimuli or questions by the researcher, are relevant to answering the research question. 
TCPS 2, Article 2.1 (b)
All research involving human biological materials, as well as human embryos, fetuses, fetal tissue, reproductive materials and stem cells requires review and approval by an REB in accordance with the TCPS 2 before the research is started, except as stipulated below.

 

	1. Does the activity involve obtaining data or information about living individuals?
 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	2. Does the activity involve obtaining data through intervention or interaction with the individual? (This includes physical procedures and manipulations of the subject or the subject’s environment as well as communication or interpersonal contact between investigator and subject.)
 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	3. Does the activity involve obtaining information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place? 

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	4. Does the research involve human biological materials, human embryos, fetuses, fetal tissue, reproductive materials, or stem cells?

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	5. Will the information obtained be individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the investigator or associated with the information)? 
 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	C.  Questions regarding whether activity Involves Coded Private Information or Biological Specimens? 

OHRP considers private information or specimens not to be individually identifiable when they cannot be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems. For more information please follow this link: Guidance on Research Involving Coded Private Information or Biological Specimens.
Please note: This exception does not apply to research involving an in vitro diagnostic device.  The FDA requires IRB review for such studies.

	1. Does the activity involve only private information or specimens that were collected for another purpose?

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	2. Can the investigator readily ascertain the identity of the individual(s) to whom the coded private information or specimens pertain?

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
If ‘Yes’, this activity does not meet the requirements of the referenced guidance.

If ‘No’, please place an X by one or more of the statements below in order to provide an explanation for your response to the preceding question.
·  FORMCHECKBOX 

the investigators and the holder of the key enter into an agreement prohibiting the release of the key to the investigators under any circumstances, until the individuals are deceased (note that the HHS regulations do not require the IRB to review and approve this agreement);

·  FORMCHECKBOX 

there are IRB-approved written policies and operating procedures for a repository or data management center that prohibit the release of the key to the investigators under any circumstances, until the individuals are deceased;

·  FORMCHECKBOX 

there are other legal requirements prohibiting the release of the key to the investigators, until the individuals are deceased.

·  FORMCHECKBOX 

Other (please explain):       


PART III:   DETERMINATION OF WHETHER PROPOSED ACTIVITY IS EXEMPT

                         (Note: Only complete this section if seeking an Exemption Determination) 
	3.1   SUBJECT INFORMATION

	Does this research involve human subjects?

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No
 FORMCHECKBOX 

Unknown
(Note: If unknown, please complete Part II above so that a Human Subjects  Determination can be made)
If ‘Yes’, please indicate if the protocol design requires the enrollment of any of the vulnerable populations listed below.  Check all that apply.

	 FORMCHECKBOX 
 Children: age range of participants:      
	 FORMCHECKBOX 
 Mentally Disabled Persons

	 FORMCHECKBOX 
 Pregnant Women
	 FORMCHECKBOX 
 Economically Disadvantaged Persons

	 FORMCHECKBOX 
 Handicapped
	 FORMCHECKBOX 
 Educationally Disadvantaged Persons

	 FORMCHECKBOX 
 Prisoners
	

	3.2
Please indicate which exemption category applies to this protocol.  For U.S. Studies, please complete section A. (categories 1-6).  For Canadian Studies, please complete section B. (categories 1-3). For the category marked, include a brief description in the section below, describing how the category applies to the research study.  Note: all of the activities described in the protocol must fit in the category.

	A.  FOR UNITED STATES RESEARCH

	 FORMCHECKBOX 
 Category 1 - 45 CFR §46.101(b)(1)
Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as 
i. research on regular and special education instructional strategies, or 
ii. research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
Briefly describe how this category applies to the research:      

	 FORMCHECKBOX 

Category 2 - 45 CFR §46.101(b)(2)
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:
i. information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and 

ii. any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.

Briefly describe how this category applies to the research:      

	 FORMCHECKBOX 

Category 3 - 45 CFR §46.101(b)(3)
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if:
i. the human subjects are elected or appointed public officials or candidates for public office; or 

ii. federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

Briefly describe how this category applies to the research:      

	 FORMCHECKBOX 

Category 4 - 45 CFR §46.101(b)(4)
Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.
Briefly describe how this category applies to the research:      

	 FORMCHECKBOX 

Category 5 - 45 CFR §46.101(b)(5)
Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:

i. Public benefit or service programs; 

ii. procedures for obtaining benefits or services under those programs; 

iii. possible changes in or alternatives to those programs or procedures; or

iv. possible changes in methods or levels of payment for benefits or services under those programs.

Briefly describe how this category applies to the research:      

	 FORMCHECKBOX 

Category 6 - 45 CFR §46.101(b)(1) or 21 CFR §56.106(d)
Taste and food quality evaluation and consumer acceptance studies, 

i. if wholesome foods without additives are consumed or 

ii. if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
Briefly describe how this category applies to the research:      

	B. FOR CANADIAN RESEARCH 

	 FORMCHECKBOX 

Category 1 – TCPS 2, Article 2.2
The research relies exclusively on publicly available information when 1) the information is legally accessible to the public and appropriately protected by law; or 2) the information is publicly accessible and there is no reasonable expectation of privacy.
Briefly describe how this category applies to the research:       

	 FORMCHECKBOX 

Category 2 – TCPS 2, Article 2.3
The research involves the observation of people in public places where: 1) it does not involve any intervention staged by the researcher, or direct interaction with the individuals or groups; 2) individuals or groups targeted for observation have no reasonable expectation of privacy; and 3) any dissemination of research results does not allow identification of specific individuals.
Briefly describe how this category applies to the research:      

	 FORMCHECKBOX 

Category 3 – TCPS 2, Article 2.4
The research relies exclusively on secondary use of anonymous information, or anonymous human biological materials, so long as the process of data linkage or recording or dissemination of results does not generate identifiable information. 
Briefly describe how this category applies to the research:      

	 FORMCHECKBOX 

Category 4 – TCPS 2, Article 2.5

The research does not require review because the research is a quality assurance or quality improvement study, program evaluation activity, performance review, or testing within normal educational requirements when used exclusively for assessment, management or improvement purposes.

Briefly describe how this category applies to the research:      

	 FORMCHECKBOX 

Category 5 – TCPS 2, Article 2.6

The research does not require review because the research is a creative practice activity? However, note that research that employs creative practice to obtain responses from participants that will be analyzed to answer a research question is subject to review.
Briefly describe how this category applies to the research:      


I understand that Quorum Review will 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: 
Quorum Review, Inc.
1601 Fifth Ave., Ste. 1000
Seattle, WA  98101

Phone:  206-448-4082
Fax:  206-448-4193

www.quorumreview.com
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