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	IRB Full Committee Review
University of California, Merced
	


You are applying for IRB review of the research described in this form.
To avoid delay, respond to all items in order and include all required approvals and documents.
To complete the form, click the underlined areas and type or paste in your text; double-click checkboxes to check/uncheck. 
Deliver/mail this form to: 
IRB, Office of Research
University of California, Merced
Merced CA 95344
209-383-8655.


1. IRB Protocol Title:      

[bookmark: _Toc42487849]2. Investigator, Contacts, Supervisors
[bookmark: PI][bookmark: Text24]a. Name of Principal Investigator:     	
[bookmark: Text25]Degree(s)/Title:     	Email Address:     
	Dept/Div:     		Mailing Address:     	ZIP:     
	Phone:     		Fax:     			E-mail:     	
b. Name of Contact Person:     		 Title:       Phone:     
E-mail:     					Fax:     
Mailing Address (if different from that of PI, above):     
    c. Supervisor/Unit Head      
INVESTIGATOR ASSURANCE STATEMENT & SIGNATURE
By my signature as Principal Investigator, I acknowledge my responsibilities for this Human Subjects Protocol, including: 
· Certifying that I and any Co-Investigators or Other Investigators comply with reporting requirements of the UCM Conflict of Interest Committee (COIC); 
· Certifying that the information, data, and/or specimens collected for the research will be used, disclosed and maintained in accordance with this protocol and UCM policies;  
· Following this protocol without modification unless (a) the IRB has approved changes prior to implementation or (b) it is necessary to eliminate an apparent, immediate hazard to a participant(s); 
· Verifying that all key personnel listed in the protocol and persons obtaining informed consent have completed initial IRB training and will complete continuing IRB training each year;
· Verifying that all personnel are licensed/credentialed for the procedures they will be performing, if applicable;
· Applying for continuing review of the protocol at least annually unless directed by the IRB to apply more frequently; 
· Conducting the protocol as represented here and in compliance with IRB determinations and all applicable local, state, and federal law and regulations; providing the IRB with all information necessary to review the protocol; refraining from protocol activities until receipt of initial and continuing formal IRB approval. 
· Certifying that in the event the named PI or Faculty Advisor cannot take responsibility for the protocol, another PI or Faculty Advisor will be named forthwith, to take responsibility for the protocol and adhere to all the above.

Signature of Investigator:								Date:		

d. List all staff who will be involved with the design, conduct, and reporting of the research, their degree(s) and job title, and any additional qualifications.  Include individuals who will be involved in the consent process. Please revise the protocol with any personnel changes.Repeat the table below for each individual.
Note. For studies involving investigational drugs, include all investigators who will be listed on FDA Form 1572 and attach a copy, if applicable. Send the IRB a copy of Form 1572 anytime you update the form with the FDA.
	Role: 
	|_|Co- -OR- |_|Other –AND/OR- |_|Consent Process

	 Full Name:
	     

	Primary UCM Unit.:
(Employer if not UCM) 
	[bookmark: Text16]      

	Degree(s) / Job Title:
	     

	Additional Qualifications pertinent to the study:
	     

	Human Subjects Training: Please go to www.citiprogram.org to complete human subjects training for your area.
	Completed |_|Yes |_|No
If no, please indicate when training will be completed. Approvals will not be granted without completion of Human Subjects Training for all research personnel.



[bookmark: facultyadvisor]e. Is the principal investigator a student, fellow, or resident? 	|_|Yes |_|No
	If Yes, complete items below and obtain signature of faculty advisor or supervisor:
	Supervisor's Name:
	[bookmark: Text17]     

	Degree(s) / Job Title:
	     

	Additional Qualifications pertinent to the study:
	     

	Telephone:
	[bookmark: Text18]     

	E-Mail:
	[bookmark: Text19]     

	Signature:
	



f. Describe the principal investigator's activities related to this protocol and provisions made by the PI to devote sufficient time to conduct the protocol:
	      

g.  Is medical supervision required for this research? 	|_|Yes |_|No
	If Yes, who will provide the supervision?
[bookmark: Check243]|_| PI will provide -OR- Name:      Telephone:     
	If other than PI, obtain signature of person providing medical supervision:
Signature 							

h. Describe the process that ensures that all persons assisting with the research are adequately informed about the protocol and their research-related duties and functions:     

3. Funding
Is this study funded? 	|_|Yes |_|No
[bookmark: Text31]If No, specify that costs of the study will be covered by funds from the UCM department or other source named:     
If Yes, attach one copy of completed application or request for funding sent to sponsor, and complete a-d. 
a. Title of Grant or Contract:     
b. PI of Grant or Contract:     
c. Sponsor, Funding Route (check and describe all that apply):
[bookmark: Check246]|_| Gov’t Agency or Agencies—Agency name(s):     
|_| NIH Coop. Group Trial—Group name:     
|_| Private Nonprofit (e.g., Foundation)—Name:      
|_| Industry, investigator-initiated—Name:      Describe the funding arrangement:      
|_| UCM School/Unit Funds—Specify:     

[bookmark: OLE_LINK2][bookmark: OLE_LINK3]4. Conflict of Interest—Human subjects research involving a disclosed financial interest is subject to IRB review following review by the Conflict of Interest Review Board. 
The following definitions are used for Item #4:
Immediate family means spouse or a dependent of the employee. Dependent is any person, regardless of his or her legal residence or domicile, who receives 50% or more of his or her support from the public official or public employee or his or her spouse or who resided with the public official or public employee for more than 180 days during the reporting period.
Financial Interest Related to the Research means financial interest in the sponsor, product or service being tested, or competitor of the sponsor.
For each investigator and staff member who are involved in the design, conduct and reporting of the research answer the questions below: (Repeat the section below for all key personnel)
[bookmark: Text37]Name:     
Do you or your immediate family have any of the following? (check all that apply)
	[bookmark: Check298]|_|
	An ownership interest, stock options, or other equity interest related to the research of any value.
	

	[bookmark: Check299]|_| 
	Compensation related to the research unless:
· Income less than $500 in the past year when aggregated for the immediate family.
· Investments less than $2000
· Loan balances less than $500
· Gifts valued less than $50
	

	[bookmark: Check300]|_|
	Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright, or licensing agreement. 
	

	[bookmark: Check301]|_|
	Board of executive relationship related to the research, regardless of compensation, such as director, officer, consultant or any management position.
	

	|_|
	Travel Reimbursements
	


If you checked any of the above, a financial interest disclosure has to be submitted to or currently be on file with the UCM Conflict of Interest Committee (COIC). A completed COIC review has to be available before the IRB will conduct its review.  Please contact the UCM Office of Research for more information.

5. Locations Involved
[bookmark: Text26]a. Describe the facilities available for the conduct of the research. For research on UCM campus, include building names and room numbers:     


[bookmark: Check251]b. Is this a field study? 	|_|Yes |_|No
If Yes, describe the community:     

c. Is the study to be undertaken within a school, business, or other institution that does not have an institutional review board? 	|_|Yes |_|No
If Yes, attach a statement of any contacts with and approvals from the appropriate institution officials. 
	Note. Documentation of all such approvals must be received by the UCM IRB before IRB approval will be issued.

d. Has this protocol or project been reviewed by another IRB, similar review board, or departmental review committee(s) that authorizes the use of its subject populations? 	|_|Yes |_|No
	If Yes, provide name of the review board(s):      	and for each board listed, 
[bookmark: Text23]	enter either the date of latest approval(s) or “PENDING”:      or reasons not approved:     .  If this protocol is subsequently rejected or disapproved by another review board, the UCM IRB must be notified promptly.
	Attach copies of approvals/disapprovals.


e. Will the study be conducted at or recruit participants from the Merced County Department of Public Health (MCDH)? 	|_|Yes |_|No
If Yes, attach notification that the protocol has been approved by MCDH or the California Department of Public Health IRB.

6. Multi-Site Studies
a. Is the investigator the lead investigator of a multi-site study? 	|_|Yes |_|No
b. Is UCM a coordinating site in a multi-site study?	|_|Yes |_|No
c. If you answered Yes to a or b, describe the management of information obtained in multi-site research that might be relevant to the protection of participants. Include, at a minimum, the following items: 
· IRB approvals from other sites
· Unanticipated problems involving risks to participants or others. (For example, if there is an unanticipated problem involving risks to participants or others, which site is responsible for reporting it?) 
· Interim results.
· Protocol modifications. 
     

[bookmark: Check269]7. Drugs: Will any drugs or supplements be used/studied in this protocol? 	|_|Yes |_|No
If Yes, attach the Drug Review Sheet. 

[bookmark: Check257][bookmark: Check258]8. Devices: Will any devices be studied in this protocol or used for a purpose other than for which they were approved by the FDA? 	|_|Yes |_|No 
If Yes, attach the Device Review Sheet.

9. Special Approvals
a. Does this project involve the use of radioisotopes? 	|_|Yes |_|No
If Yes, attach documentation of approval from the Radiation Safety Division.

b. Does this project include patients with contagious infections (e.g., mumps, measles, chickenpox, TB, meningitis)? 	|_|Yes |_|No
If Yes, attach documentation of approval from Chairman of the Infection Control Committee of the appropriate facilities.

c. Does this project involve obtaining remnant biopsy or surgical material? 	|_|Yes |_|No
If Yes, attach documentation of approval from the entity or individual providing the materials 

d. Does this project require obtaining any remnant clinical laboratory specimens, body fluids, or microbiological isolates from the Department of Pathology or any other source? 	|_|Yes |_|No
If Yes, attach documentation of approval from the entity or individual providing the materials 

e. Does this project use stored (existing) specimens from a repository? 	|_|Yes |_|No
If Yes, attach documentation of approval for use of specimens, and describe how existing specimens are labeled:      


10. Use of Specimens 
Does this project involve collecting specimens from participants and storing them for future research? 	|_|Yes |_|No
Please contact Biosafety Officer Monica Lurtz for guidance and information on working safely with human source materials mlurtz@ucmerced.edu, (209) 228-4639.
If Yes, complete a-h. If no, skip to Item 11
a.	How will specimens be obtained, processed, distributed, and stored? 
     

b. 	How will specimens be labeled (e.g., unique identifier, medical record number, Social Security number, name, date of birth)? 
     

c. 	How will clinical data associated with the specimens be collected and stored? 
     

d. 	What participant-identifying information will be collected and linked to the specimens? 
     

e. 	What steps will be taken to maximize the confidentiality of linked identifiers? For example, procedures could include using a password-protected computer database to link identifiers, with limited personnel knowledgeable of the password, or coded identifiers released without the ability to link to clinical data (also called "stripped" or "anonymized" specimens). 
     

f. 	Will specimens be shared with other investigators in the future? 	|_|Yes |_|No 
If Yes, what identifiers, clinical information and demographic information will be shared; or will the specimens be stripped of identifiers (i.e., anonymized)? Also if yes, outline your procedure for assuring IRB approval for release and use prior to release of specimens. 
     
		Note. Investigators who receive and/or use these specimens must document approval from the appropriate IRB(s) before the specimens may be released.

[bookmark: Check282][bookmark: Check283]g. 	Will biological samples be stored for future use?	|_|Yes |_|No
[bookmark: OLE_LINK1]If Yes, indicate whether they will be used for the disease under study in this protocol or research on other diseases. 
     

h.	Is genetic testing planned? 	|_|Yes |_|No
If Yes, describe the planned testing and outline how the consent process.
     
0
11. Gene Therapy  
Does this project involve gene therapy or administering recombinant materials to humans? 	|_|Yes |_|No
	

12.  HIPAA Privacy and Security 
	Will the PI or others obtain, review, or make other use of participants' "personal health information" (i.e., information, whether oral or recorded in any form or medium that (a) is created or received by a health care provider and (b) relates to past, present, or future physical or mental health or condition of an individual; or provision of health care; or payment for provision of heath care)? 	|_|Yes |_|No

	If Yes, complete a-e as described.
	a. Will the data/information be stored or managed electronically (on a computer)?
		|_|Yes |_|No

b. Is the principal investigator requesting that the UCM IRB waive patient HIPAA authorization from another institution or entity (e.g., insurance company, collaborating institution). 	|_|Yes |_|No
	If Yes, attach copy of privacy notices from institution/entity, and provide the name of institution/entity:      


c.  Indicate which of the listed identifiers would be associated/linked with the protected health information (PHI) used for this protocol. 	
	|_| Names
|_| Geographic subdivisions smaller than a State
|_| Elements of dates (except year) related to an individual
|_| Telephone numbers
|_| Fax numbers
|_| Email addresses
|_| Social security numbers
|_| Medical record numbers
|_| Health plan beneficiary numbers
|_| Account numbers
|_| Certificate/license numbers
|_| Vehicle identifiers and serial numbers
|_| Device identifiers and serial numbers
|_| Biometric identifiers
|_| Web universal resource locators (URLs)
|_| Internet protocol address numbers
|_| Full-face photographic images 
|_| Any other unique identifying number—Describe:      
	Note. Codes are not identifying as long as the researcher cannot link the data to an individual
|_| None—If None, skip to Item 12.

d. Choose one plan to describe your use of the personal health information:

|_| Research staff will obtain authorization from each patient to use the information
	—Attach Patient Authorization form, complete except for patient name and IRB protocol number

|_| PI requests Waiver of Patient Authorization to use the information
	—Attach Waiver of Authorization and Informed Consent form



PROPOSED RESEARCH
• The IRB will not accept grant applications and/or sponsor's protocols in lieu of the items as outlined below. 
• Do not separate responses from items. Instead, insert your response to each item below the item, keeping the information in the order of this form.
• Number each page of the Human Subjects Protocol (i.e., Page X of Y).

13. Purpose—in nontechnical, lay language 
Summarize the purpose and objectives of this protocol, including any related projects, in one short paragraph. 
     

14. Background—in nontechnical, lay language
Summarize in 2-3 paragraphs past experimental and/or clinical findings leading to the formulation of this study. Include any relevant past or current research by the Principal Investigator. For drug and device studies summarize the previous results (i.e., Phase I/II or III studies).
     

15. Participants (Screening and Selection)
[bookmark: Text29]a. How many participants are to be enrolled at UCM?      
If multi-center study, total number at all centers:     

b. Describe the characteristics of anticipated or planned participants.
[bookmark: Text27]Sex:     
Race/Ethnicity:     
Age:     
Health status:     

Note. If data from prior studies indicate differences between the genders or among racial/ethnic groups in the proposed research or if there are no data to support or to negate such differences, Phase 3 clinical trials will be required to include sufficient and appropriate entry of gender and racial/ethnic subgroups so that trends detected in the affected subgroups can be analyzed. If ethnic, racial, and gender estimates are not included in the protocol, a clear rationale must be provided for exclusion of this information. If prior evidence indicates that the results will not show gender or racial differences, researchers are not required to use gender or race/ethnicity as selection criteria for study participants. They are, however, encouraged to include these groups. See Section II. Policy of the NIH POLICY AND GUIDELINES ON THE INCLUSION OF WOMEN AND MINORITIES AS SUBJECTS IN CLINICAL RESEARCH – Amended, October, 2001) for further details. 

[bookmark: OLE_LINK4][bookmark: OLE_LINK5][bookmark: Text28]c. From what population(s) will the participants be derived? 
     
Describe your ability to obtain access to the proposed population that will allow recruitment of the necessary number of participants:
     
Describe the inclusion/exclusion criteria:
     

d. If participants will comprise more than one group or stratification, describe each group (e.g., treatment/intervention, placebo, controls, sham treatment) and provide the number of participants anticipated in each group.
	     

e.	Indicate which, if any, of the special populations listed below will be involved in the protocol. Include the Special Populations Review Form (SPRF) if indicated.
|_| Pregnant Women: Attach SPRF—Pregnant Women, Fetuses, Neonates/Nonviable Neonates
|_| Fetuses: Attach SPRF—Pregnant Women, Fetuses, Neonates/Nonviable Neonates
|_| Neonates/Nonviable Neonates: SPRF—Pregnant Women, Fetuses, Neonates/Nonviable Neonates
|_| Prisoners: Attach SPRF—Prisoners	
|_| Minors (<18 years old): Attach SPRF—Minors
[bookmark: _GoBack]By checking this box, you are stating that you intend to do research with minors (under the age of 18). Having regular contact with minors designates you and any staff or students listed on the protocol as Mandated Reporters under CA law (Child Abuse and Reporting Act Penal Code Section 11164-11174.3) and under UC CANRA policy.  For more information on UC Merced’s policy regarding protecting minors on campus please visit the Protecting Minors on Campus site. You and all staff and students that have regular contact with minors for the purpose of research under this protocol are required by law to sign the Mandated Reporter Acknowledgement Form prior to beginning this work, and within 30 days of submitting this application if you have not already done so. Please contact Associate Director of Academic Personnel, Becky Gubser, at bgubser@ucmerced.edu or 209- 228-4363 to obtain and sign the Acknowledgement Form. If you have any questions or concerns about your designation as a Mandated Reporter, please contact Assistant Vice Chancellor for Research, Deborah Motton, at dmotton@ucmerced.edu or 209-383-8655.
|_| Employees or students at institution where research conducted
|_| Persons who are temporarily decisionally impaired	
|_| Persons who are permanently decisionally impaired (e.g., mentally disabled)	
	|_| Non-English Speakers
For each box checked, describe why the group is included and the additional protections provided to protect the rights and welfare of these participants who are vulnerable to coercion:     

[bookmark: Text21]f. List any persons other than those directly involved in the study who will be at risk. If none, enter "None":     

g. Describe the process  (e.g., recruitment, chart review) that will be used to seek potential participants (e.g., individuals, records, specimens). 
     

h. If you will use recruitment materials (e.g., advertisements, flyers, letters) to reach potential participants, attach a copy of each item. If not, identify the source (e.g., databases) from which you will recruit participants. 
     

i. Describe the procedures for screening potential participants. 
     

16. Protocol Procedures, Methods, and Duration of the Study—in nontechnical language
a. 	Describe the study methodology that will affect the participants—particularly in regard to any inconvenience, danger, or discomfort.
     

b. What is the probable length of time required for the entire study (i.e., recruitment through data analysis to study closure)?
     
c. What is the total amount of time each participant will be involved?
     

d. If different phases are involved, what is the duration of each phase in which the participants will be involved? If no phases are involved, enter "not applicable."
     

e. 	List the procedures, the length of time each will take, and the frequency of repetition, and indicate whether each is done solely for research or would already be performed for treatment or diagnostic purposes (routine care) for the population. Insert additional table rows as needed. 
	Procedure
	Length of Time Required of Participants
	Frequency of Repetition
	Research (Res) –OR- Routine Care 

	     
	     
	     
	[bookmark: Check292][bookmark: Check293]|_|Res |_|Routine



f. 	Will an interview script or questionnaire be used? 	|_|Yes |_|No
	If Yes, attach a copy. 

[bookmark: Check276][bookmark: Check277]g. Will participants incur any costs as a result of their participation? 	|_|Yes |_|No
If Yes, describe the reason for and amount of each foreseeable cost.
     

[bookmark: Check278][bookmark: Check279]h. 	Will participants be compensated? 	|_|Yes |_|No
If Yes, complete i-v: 
i. Type: (e.g., cash, check, gift card, merchandise):     
ii. Amount or Value:     
iii. Method (e.g., mail, at visit):      
iv. Timing of Payments: (e.g., every visit, each month):     
v. Maximum Amount of Payments per Participant:     

17. Describe the potential benefits of the research to the participant. 
[bookmark: Text22]     

18. Risks 
a. List the known risks—physical, psychological, social, economic, and/or legal—that participants may encounter as a result of procedures required in this protocol. Do not list risks resulting from standard-of-care procedures. Note. Risks included in this protocol document should be included in the written consent document. 
     

b. Estimate the frequency, severity, and reversibility of each risk listed. 
     

[bookmark: Check280][bookmark: Check281]c. Is this a therapeutic study or intervention? 	|_|Yes |_|No
	If Yes, complete the following items:
[bookmark: Text34]i. Describe the standard of care in the setting where the research will be conducted:     
[bookmark: Text35]ii. Describe any other alternative treatments or interventions:     
iii. Describe any withholding of, delay in, or washout period for standard of care or alternative treatment that participants may be currently using:     

d. Do you foresee that participants might need additional medical or psychological resources as a result of the research procedures/interventions? 	|_|Yes |_|No
If Yes, describe the provisions that have been made to make these resources available.  
     

e. Do the benefits or knowledge to be gained outweigh the risks to participants? 
[bookmark: Check297][bookmark: Check296]		|_|Yes |_|No
If No, provide justification for performing the research:     

19. Precautions/Minimization of Risks (If study involves drugs or devices complete the Drug or Device Review Sheet and skip to question #20)
a. Describe precautions that will be taken to avoid risks and the means for monitoring to detect risks. 
     

b. If hazards to an individual participant occur, describe (i) the criteria that will be used to decide whether that participant should be removed from the study; (ii) the procedure for removing such participants when necessary to protect their rights and welfare; and (iii) any special procedures, precautions, or follow-up that will be used to ensure the safety of other currently enrolled participants. 
     

c. If hazards occur that might make the risks of participation outweigh the benefits for all participants, describe (i) the criteria that will be used to stop or end the entire study and (ii) any special procedures, precautions, or follow-up that will be used to ensure the safety of currently enrolled participants. 
     


20. Informed Consent
[bookmark: Check295][bookmark: Check294]a. Do you plan to obtain informed consent for this protocol? 	|_|Yes |_|No
If Yes, complete the items below.
If No, complete and include the Waiver of Informed Consent or Waiver of Authorization and Informed Consent, as applicable. 

b. Do you plan to document informed consent for this protocol? 	|_|Yes |_|No
If Yes, complete the items below.
If No, complete the items below and include the Waiver of Informed Consent Documentation. 

[bookmark: Text36]c. How will consent be obtained?     

d. Who will conduct the consent interview?      

e. Who are the persons who will provide consent or permission?      

f. What steps will be taken to minimize the possibility of coercion or undue influence?      

g. What language will the prospective participant or the legally authorized representative understand?      

h. What language will be used to obtain consent?      

i. If any potential participants will be, or will have been, in a stressful, painful, or drugged condition before or during the consent process, describe the precautions proposed to overcome the effect of the condition on the consent process. If not, enter "no such effect."
     

j. If any project-specific instruments will be used in the consenting process, such as flip charts or videos, describe the instrument(s) here, and provide a copy of each. If not, enter "not used."
     

k. How long will participants have between the time they are told about the study and the time they must decide whether to enroll? If not 24 hours or more, describe the proposed time interval and why the 24-hour minimum is neither feasible nor practical.      

21. Procedures to Protect Privacy
	Describe the provisions included in the research to protect the privacy interests of participants (e.g., others will not overhear your conversation with potential participants, individuals will not be publicly identified or embarrassed).
     

22. Procedures to Maintain Confidentiality
a. Describe the manner and method for storing research data and maintaining confidentiality. If data will be stored electronically anywhere other than a server maintained centrally by UCM, identify the departmental and all computer systems used to store protocol-related data, and describe how access to that data will be limited to those with a need to know. 
     

b. Will any information derived from this study be given to any person, including the subject, or any group, including coordinating centers and sponsors? 	|_|Yes |_|No 
	If Yes, complete i-iii.
	i.	To whom will the information be given?      
	ii.	What is the nature of the information?      
	iii.	How will the information be identified, coded, etc.?      

23. Additional Information
In the space below, provide any additional information that you believe may help the IRB review the proposed research, or enter "None." 
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