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IRB Protocol/Version No. (Assigned by IRB Admin)      
A.  GENERAL INFORMATION
	Project Title:       

	PI*:       
	Department:       

	Office Location (Bldg & No):       
	Email:        

	Contact Phone:       
	Emergency Phone:       

	Designated Representative:       
	Des. Rep. Office Location:       

	Des. Rep. Phone:       
	Des. Rep. Email:       

	Co-PI(s):      
	Co-PI(s) Contact Info:       

	Student Investigator:       
	Student Contact Info:       


* Definition of Principal Investigator:  To be eligible to serve as a principal investigator, an individual must hold one of the following titles:  professor, associate professor, assistant professor, research professor, or other designated full-time, benefited professional position.  Students undertaking research must have a faculty sponsor serve as PI for the purposes of an application for IRB approval.  Individuals holding other than professor titles must obtain approval of the Provost to submit research, public service or training proposals to an extramural sponsor.  All official IRB correspondence is addressed to the PI.  Other personnel, as designated by the PI, may also be included on the correspondence.  The PI must be cc’d on all correspondence related to this protocol. 

Please check one:      FORMCHECKBOX 
 Request for expedited review or       FORMCHECKBOX 
 Request full IRB review.  

Proposal Submission Deadline:       
Anticipated Date Research Will Begin:       
B.  DRUG/DEVICE INFORMATION
Indicate if an investigational drug, biologic, or device is used in the proposed study 
N/A:   FORMCHECKBOX 

Drugs, Biologics, Devices (Include IND/IDE):      
Investigational Drug Brochure (IDB) Version Number/Date (on file with OPRS):      
C.  TYPES OF MATERIALS USED (Check all that apply):  

 FORMCHECKBOX 
 rDNA, Biohazardous Materials, Collection of Human Materials (blood, tissue, serum, etc.), or Select Agents (Must also register with IBC)
 FORMCHECKBOX 
 Animal Models (Must also submit Protocol Review Application with IACUC)

 FORMCHECKBOX 
 Medical Record Review
 FORMCHECKBOX 
 Questionnaires/survey/interviews

 FORMCHECKBOX 
 Observations
D.  PARTICIPANTS COVERED UNDER OTHER IRB:  
If UML is being requested to rely on the IRB/IEC of another institution with an approved Federalwide Assurance (FWA), please attach the IRB/IEC Authorization Agreement form and related documentation (see UML IRB Policies and Procedures).  
 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 Other Institution/Location:        

 FORMCHECKBOX 
 IRB/IEC Authorization Agreement and related documentation attached
F.  STUDY SUMMARY  
1.  Summarize the proposed research using language understandable to committee members whose primary concerns are nonscientific.  The summary must include (1) a brief statement of the purpose, study objective(s) and goal(s), background, significance, research design, and methods, and (2) a brief description of the procedure(s) involving human subjects:       
2.  Selection of Study Participants
a. Anticipated number of participants to be enrolled (number of subjects needed to enroll to get                                                    adequate data set):         

b. Describe how study participants will be identified, recruited, and screened for eligibility:

      

c. Recruitment advertising materials (e.g. flyers, newspaper advertisements, posters) will be used  

(If yes, please these materials to the IRB with this application)
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

d. Are the subjects being offered any incentives such as academic credit, monetary compensation, or thing of value, including the chance to participate in a lottery for a prize?  
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No


If yes, please describe and justify:       


3. Special Populations Targeted (check all that apply): 
Note:  If the research specifically requires the inclusion of subjects from  any of these categories (other than N/A) and research involves at least minimal risk, then the application must receive full IRB review. *Indicates additional protections are required.  See the IRB Policies and Procedures or contact the IRB Administrator for more information.  
 FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
 Minors under the age of 18 

 FORMCHECKBOX 
 Pregnant Women*
 FORMCHECKBOX 
 Fetus/Fetal Tissue*
 FORMCHECKBOX 
 Prisoners* 
 FORMCHECKBOX 
 Economically/Educationally Disadvantaged*
 FORMCHECKBOX 
 Cognitively Impaired*
 FORMCHECKBOX 
 Non-English Speaking Subjects*
This population requires a discussion of the potential for benefit and how permission from parents and/or assent will be sought.  (See sections 4 and 10.)

This population requires additional protections. 

This population requires additional protections. 

This population is highly restricted and requires special review by a special IRB panel.  Also, anyone becoming a prisoner/being arrested/going to jail during their participation in research meets the federal definition of prison and is subject to these additional regulations and requirements.
This population requires additional protections. 
Cognitive impairment is not limited to those who have diminished decision-making capacity, but may also include those whose capacities may diminish over time due to their advancing disease, for example, some participants with certain brain tumors. 
PIs that intent to recruit/enroll this subject group must submit a translated version of the consent form that is understandable to the subject population.

If you have checked any of the categories listed above (other than N/A) could the research possibly be done with subjects that are not in the above-listed categories?    
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

If yes, explain:       

4.  Does this study include subjects under the age of 18?  

 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No, skip to question 5.  
Determine which category best represents the degree of risk and benefit to which children in this study will be exposed.  More than one category may be indicated, such as when a protocol involves both a study group and a control group.  

 FORMCHECKBOX 
 No more than minimal risk.  Minimal risk is defined as the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.  

 FORMCHECKBOX 
 Greater than minimal risk but with the prospect for direct benefit to those children participating in the study.  The answers to the following questions must be affirmative and justified below as well as in the protocol:  


a.  Is the risk justified by the benefit?  Explain


     

b.  Is the benefit to risk ratio at least as favorable as that presented by alternative approaches?                                Explain.       

 FORMCHECKBOX 
 Greater than minimal risk with no prospect of direct benefit to individuals, but likely to yield generalizable knowledge about the subjects’ condition.  In order to conduct research in this category, the answers to the following must be affirmative and justified below as well as in the protocol:  
a. Is the risk a minor increase over minimal risk?  
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No. 
Explain.       
b. Do the procedures present experiences to subjects that are reasonably commensurate with those inherent in their actual or expected situations? 
  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No.  Explain why study procedures are similar to actual or expected situations.       
c. Is the intervention or procedure likely to yield generalizable knowledge that is of vital importance for the understanding or amelioration of the condition being studied?  
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

Explain what knowledge is likely to result and how it will impact the understanding or amelioration of the condition being studied.       

d. Permission will be obtained from both parents when both are reasonably available.  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
5.  Check all the relevant activities that will apply to your subjects:  

 FORMCHECKBOX 
 Analyze data previously recorded 
 FORMCHECKBOX 
 Analyze tissues or fluids previously taken 

 FORMCHECKBOX 
 Contact by mail, email, or telephone

 FORMCHECKBOX 
 Meet face-to-face

 FORMCHECKBOX 
 Interview

 FORMCHECKBOX 
 Administer questionnaire

 FORMCHECKBOX 
 Test performance

 FORMCHECKBOX 
 Manipulate psychological treatment/conditions

 FORMCHECKBOX 
 Manipulate physiological treatment/conditions

 FORMCHECKBOX 
 Manipulate “subjects” behavior

 FORMCHECKBOX 
 Record “spontaneous” behavior

 FORMCHECKBOX 
 Record physiological measures

 FORMCHECKBOX 
 Other, explain:       
6.  Collaborating Agencies

If you will be collaborating with outside agencies to conduct your research, have you appended the appropriate authorization letters on the agencies’ letterheads indicating their willingness to cooperate with your research?  
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If no, explain:       
7.  Information Collected From or Tests Done on Subjects
a. Will you be asking questions, testing performance, or manipulating the subject?


                                                                                                                    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

If yes, have you submitted examples of the types of questions, tests, manipulations, or treatment conditions you will use?  (Append copies of questionnaires, tests, interview protocols, or the methods sections of your grant proposal in answer to this item.  If you have yet to select the exact procedures you will be using, then attach specific, concrete examples of the types of test items, treatments, or questions you will use.)  All materials must undergo IRB review prior to their use.                                                                                     
b. Will you be utilizing audiotapes or videotapes in your research?                FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

If yes, these tapes must be destroyed by a certain date, not to exceed three years from the completion of the research project.  The subject must also be informed of your intent to utilize audiotape and/or videotape by including this information on the Informed Consent Form.  Indicate when you plan to destroy the materials. 
     
8. Risk Information 
a. Describe any potential risks or discomfort that could result to human subjects as a result of this research (other than risk of disclosure):       
b. How will you try to minimize these risks or discomfort?       
c. Are there alternative methods to acquire the information that could avoid the risks?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, explain:       
d. Could the information be obtained from animals or other laboratory models?             FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, explain why these alternatives were not chosen:       
9. Subject Confidentiality

a. Will you be recording any private information that is identifiable to study subjects?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, answer question 9b.  

b. Describe methods for protecting study participant confidentiality.  Address what information is being collected about study participants, why it is necessary to the conduct of this study, what is the plan for protecting these data from improper use and disclosure, and when and how it will be initiated. 

        

10.  Obtaining Consent 
a.  If your research involves any conceivable risk or discomfort to subjects, or if your subject pool includes any of the groups identified in E3, or any similarly vulnerable group, then you MUST obtain informed, written consent from your subjects and/or a legally responsible guardian (for children and persons incapable of informed consent).  If applicable, is the signed and dated Informed Consent Form attached (with signatures of all researchers included?                                                                      FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

b. Describe the process used to obtain consent for this study, including an explanation of who will be obtaining consent and where these discussions will take place.  If you are including study participants less than 18 years of age, you must discuss whether or not all, some, or none of these individuals are capable of giving assent and describe that process as well.  In these cases, you must include a description of how permission is obtained from the parent.  
Describe:       
11.  Are you applying for a Waiver of the Informed Consent Requirement, Waiver of Authorization or Waiver of the Documentation of Informed Consent Requirement?  


                                                                                   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No   If no, skip to question 13.  

     a. Waiving Consent & Waiving Authorization (for collection/use of PHI)

     If you do not intend to obtain consent during this study, the following issues must be addressed              (N/A is not an acceptable answer):  

(1) Explain why/how this research involves no more than minimal risk to the subjects or their privacy.       
(2) Explain why the waiver or alteration will not adversely affect the rights and welfare of the subjects.       
(3) Explain why the research could not practicably be carried out without the waiver or alteration.  

     
(4) Explain how, whenever appropriate, the subjects will be provided with additional pertinent information after participation.       
(5) If personally identifiable information will be collected, describe:  

     i) The plan in place to protect identifiers from improper use or disclosure 

              
     ii) When and how identifying information will be destroyed

              
     iii) Why the research could not be practicably conducted without access to/use of this   identifiable information

              
     b) Waiving Documentation of Consent 
If you do not intend to document consent using a signed IRB approved consent form, you must confirm and explain with respect to this study. (N/A is not an acceptable answer): 

 FORMCHECKBOX 
 The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern.  Explain:       
Or

 FORMCHECKBOX 
 The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.  
Explain:       
12.  Non-English Speaking Subjects

 Do any of your potential human participants have a language other than English as their primary language of communication?  If any of your participants do not have a good comprehension of English, are you providing a translation of the materials, including the Informed Consent Form, together with a “back translation” and the IRB Certification of Translation Form?                               FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

If yes, attach the back translation and form.  
13.  Balance of Risks and Benefits for Subjects

To weigh the direct or potential benefit of this research against the inherent risk to the individual, the IRB requires brief and concise answers to the following questions:  
a. What specific information will this activity provide, and what is the significance of that information?

     
b. Indicate what, if any, benefits may accrue to the human subjects involved:  

     
c. Indicate what, if any, benefits may accrue to individuals who are not subjects, but who are similar:  

     
Describe potential benefits to study participants and/or society as a whole.  Include only those benefits that may result from the research (as distinguished from benefits of therapies subjects would receive even if not participating in the research).  Compensation is not a benefit.  

     
G.  SPONSOR INFORMATION (Complete a separate sheet for each sponsor.)
Applicant Institution:       
Who initiated this study?  (Who designed and will be responsible for oversight of the trial, regardless of funding/drug support?       
Name of Funding Source:       
Sponsor/Funding Information Type:  
 FORMCHECKBOX 
 Government/Federal 
 FORMCHECKBOX 
 Foundation (ex. American Cancer Society)  
 FORMCHECKBOX 
 Industry (ex. Johnson & Johnson)

 FORMCHECKBOX 
 In-house


 FORMCHECKBOX 
 Subcontract, provide contact name, telephone, and address:       

 FORMCHECKBOX 
 No outside funding

 FORMCHECKBOX 
 Cooperative Group (not consortiums)  

 FORMCHECKBOX 
 Other:       
Has the project been funded at the time of this submission?          FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 Pending

H.  PRINCIPAL INVESTIGATOR ASSURANCE AND SIGNATURE PAGE
Each box must be checked and submit original by fax or intercampus mail with PI and Co-PI signatures.
 FORMCHECKBOX 
 I have received and reviewed the UML IRB Policies and Procedures.  
 FORMCHECKBOX 
 I have a current conflict of interest disclosure form on file at the ORA Office for Research. 
 FORMCHECKBOX 
 I agree to conduct the study(s) in accordance with the relevant, approved protocol(s) and will only modify or revise a protocol after notifying and receiving approval from the sponsor and the IRB, except when necessary to protect the safety, rights, or welfare of subjects.  

 FORMCHECKBOX 
 I agree to personally conduct or supervise the described investigation(s).

 FORMCHECKBOX 
 I agree to inform all research subjects of the investigational nature of this project as required in 21 CFR 50 and 45 CFR 46.  

 FORMCHECKBOX 
 I will ensure that the requirements for obtaining informed consent are met per the regulations found at 21 CFR parts 50 and 45 and 45 CFR part 46.  
 FORMCHECKBOX 
 I agree to report to the sponsor, IRB,FDA, OHRP, NIH, all site-responsible investigators and any other required sponsor or agency, the adverse experiences that occur in the course of the investigation(s).  

 FORMCHECKBOX 
 I agree to ensure that all associates, colleagues, and employees assisting in the conduct of the study(s) are informed about their obligations in meeting the above commitments and confidentiality requirements.   

 FORMCHECKBOX 
 I agree to maintain adequate and accurate records in accordance with the regulations and to make those records available for inspection in accordance with the regulations.  (Records will be kept on file 3 years from the project completion date.)
 FORMCHECKBOX 
 I understand that UMass Lowell students will be recruited by public announcement and not by personal solicitation.  

 FORMCHECKBOX 
 I am responsible for submitting the materials for continuing review in a timely manner.  

 FORMCHECKBOX 
 I will promptly report to the IRB all changes in the research activity and all unanticipated problems involving risks to humans or others.  

 FORMCHECKBOX 
 I understand that any medical procedures or treatments of human subjects will be performed by or under the supervision of a person who is licensed or certified to perform that particular procedure.  

 FORMCHECKBOX 
 I have completed the required human subject research training.  Type:         Date:       
 FORMCHECKBOX 
 I understand that the research may not begin until I have received the official notice of approval and that my signature in Section I. has been received by the IRB Administrator.  

I.  SIGNATURE(S):  Students are not eligible to sign this page.    
	PI Signature:  

	Date:       

	Printed Name:       
	IRB Protocol/Version No. 

	Co-PI Signature:  
	Date:       

	Printed Name:       
	

	Co-PI Signature:  
	Date:       

	Printed Name:       
	


Fax this page to 978-934-3018 or  send by intercampus mail to IRB Administrator, Office of Institutional Compliance, 200 Dugan Hall.   
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