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APPLICATION FORM

UNIVERSITY OF SAN DIEGO 
Institutional Review Board (IRB)

Do not delete any text on this application, even if it does not apply to your study.

All researchers are required to be familiar with: 
1) The Belmont Report http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.htm
2) 45 CFR 46 of the Code of Federal Regulations: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
3) Research Integrity: http://www.hhs.gov/ohrp/irb/irb_chapter4.htm
4) Biomedical Researchers only must be familiar with: 

Pertinent California Law for biomedical research and current discussion at the Offices of Human Research Protections: http://www.hhs.gov/ohrp/irb/irb_chapter5.htm
5) University of San Diego IRB Policy:

http://www.sandiego.edu/administration/academicaffairs/irb/policy.php
Please complete this application for all research, defined in 45 CFR 46.102(d) involving human subjects, defined in 45 CFR 46.102(f) and conducted at the University of San Diego, by or under the direction of any employee, agent or student of this institution, including research conducted at or in cooperation with another entity. 
IRB APPLICATION CHECKLIST

BEFORE you submit this application, please check off each of the following. Any applications missing any of the following will be returned to the applicant.

_WF_ 1) You and everyone named on the application have taken the online IRB training course and attached a hard copy of your training certificate(s) or currently have a certificate on file in the Provost’s Office. To access the course, go to: http://www-rohan.sdsu.edu/~gra/login.php and click on the blue box on the left to register.

_WF__2) You have filled out every space on this application or placed an N/A where not appropriate.
_WF_3) You have signed the Signature Page on the line “Researcher” and filled in your contact information.
_WF__4) If you are a USD student, your faculty advisor has signed the Signature Page on the line “Faculty Advisor.”

_N/A__5) If you are NOT a student at or employed by USD, you have made an agreement with a full-time USD faculty/employee to serve as your sponsor, and that person has signed the Signature Page on the line “USD Sponsor.”

_WF__6) Your School/College IRB representative has signed on the “School/College IRB Representative” line of the Signature page. A list of IRB representatives for each academic unit can be found on the IRB website. If you are not affiliated with USD, your USD Sponsor must identify the appropriate IRB representative for you. This requirement cannot be waived for researchers not affiliated with USD.

_WF__7) Your Dean or his/her representative has signed on the “Dean or his/her Representative” line of the Signature page. If you are not affiliated with USD, your USD Sponsor must identify the appropriate Dean for you. This requirement cannot be waived for researchers not affiliated with USD.

_WF  8) You have attached all required appendices and lettered them starting with ‘A.’ Examples of appendices include any Consent or Assent forms, any forms/materials the research participants will use, any data collection form you will use, and copies of letters of permission from agencies/data sources.

I certify that every item on the above checklist has been performed: 

Researcher’s initials __WF_____  
SIGNATURE PAGE
All applicable signature lines MUST be signed. If any required lines are left blank, the application will be returned to the principal investigator.

Wilma Flintstone __________________School of Nursing 9/13/10
Researcher (signature) 


Department/School and Date 

Wilma Flintstone
                  wflinstone@bedrock.net/619-555-5555________
Researcher (printed) 


REQUIRED: email

Phone
Betty Rubble PhD


School of Nursing 9/13/10
Faculty Advisor (signature) 

Department/School and Date
(Only required if PI is a USD Student.)

Dr. Betty Rubble_________________brubble@sandiego.edu/619-260-XXXX_
Faculty Advisor name (printed) 

REQUIRED: email

Phone
N/A  _____________________ _____________________________

USD Sponsor (signature) 


email

Phone
(Only required if PI is NOT a USD student/faculty. The USD sponsor must be a full-time employee of USD).
N/A     _________________________________________________

USD Sponsor name (printed) 

Department/School and Date
Dr. Your IRB Representative               9/13/10
School/College IRB Representative 
Date
(ALL applications must obtain this signature, whether your unit has a designated IRB representative or not. Contact the IRB Chairperson if you need guidance.)
Dr. Your Dean_ ___________________9/13/10
Dean or His/Her Representative (signature) Date
APPLICANT: THE FOLLOWING WILL BE SIGNED AFTER YOU SUBMIT YOUR APPLICATION TO THE PROVOST’S OFFICE.
The project described above has been approved by the USD Institutional Review Board.

__________________________ ____________________________

Chair or Administrator to IRB (signature) Date
	Institutional Review Board application

	(Use Microsoft Word to complete this document. Sections will automatically expand as needed.)
TITLE OF RESEARCH PROJECT:   

Depression and Quality of Life In Osteoporosis

RESEARCH PERSONNEL

FOR EACH NAME BELOW, list full name, School/College, and University (if non-USD) affiliation:

Principal Investigator:  Wilma Flintstone, Doctoral Student, School of Nursing,

University of San Diego
Co-PI:   N/A
Co-PI:   N/A

Faculty Advisor (only if USD Student):
Name:  Dr. Betty Rubble
School/College/Department:  Hahn School of Nursing & Health Science
USD Sponsor (only if PI is NOT a student at or employed by USD. USD Sponsors must be FULL TIME employees of USD.)

Name:   N/A
School/College Department:  N/A
Research Assistants (if applicable. If names are not currently known, state “TBA” and a brief description of planned assistive personnel.) ALL RESEARCH ASSISTANTS MUST SUBMIT AN IRB TRAINING CERTIFICATE TO THE PROVOST’S OFFICE PRIOR TO INTERACTING WITH HUMAN SUBJECTS.

Names/descriptions of Research Assistants: N/A
_______________________________________________

If applicable: Do you certify that all research personnel will obtain IRB training and submit IRB training certificates as soon as their identity is known? (check one) ___Yes  ___No

(If you checked “no,” please state rationale)
YOU MUST ATTACH A COPY OF AN IRB TRAINING CERTIFICATE FOR EACH PERSON NAMED ABOVE. GO TO http://www.rohan.sdsu.edu/gra/login FOR A FREE TRAINING COURSE. (Click on the blue box by “Account register page.”)

YOU MAY NOT SUBMIT THIS FORM WITHOUT ATTACHING THE IRB TRAINING CERTIFICATES OF EVERY PERSON NAMED ABOVE UNLESS CERTIFICATES ARE CURRENTLY ON FILE AT THE PROVOST’S OFFICE.
Does this study require IRB approval at other institution(s)? (choose one):

_ _ No, no other institutional IRB approvals or institutional permissions are required.

_X__No, no other institutional IRB approvals are required, but a letter of support from an administrator is attached from the following agency: (See also Section VI): Bedrock Osteoporosis Clinic (See Appendix E)

___Yes, and copies IRB approval(s) from the following institution(s) are attached: (fill in)

___Yes, but IRB approvals from these other institutions are still pending: (fill in)

(If you are not certain about other IRB approval/administrative permissions, please consult with your IRB Representative regarding the above requirements.)




	I. Level of IRB Review

	If you are uncertain of the appropriate level of review, refer to the web links below and consult with your IRB representative. NEVER check “Full” without first consulting with an IRB representative or the IRB Administrator. Most IRB applications at USD fall under the EXPEDITED category.

CHECK ONLY ONE.

_X___1) Expedited by category number (fill in a number)__7_____
Go to: http://www.hhs.gov/ohrp/humansubjects/guidance/expedited98.htm to view descriptions of expedited research category numbers (1) through (7). You must fill in a category number above. For example, many projects in the social sciences fall under category (7).

____2) Exempt: by category number (fill in a number)________

Go to http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm - 46.101under Part (b) to view descriptions of expedited research category numbers (1) through (6). You must fill in a category number above. For example, many projects involving educational practices fall under category (1).

_____3) Full: Describe precise risks necessitating full review status:________________

Go to: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.109 for federal guidelines regarding definitions of research activities that involve more than minimal risk. NEVER CHOOSE “Full” WITHOUT FIRST CONSULTING AN IRB REPRESENTATIVE OR ADMINISTRATOR.




	II. PURPOSE AND SIGNIFICANCE of this study

	In ONE sentence, state the OVERALL PURPOSE OF THIS STUDY:

The overall purpose of this study is to: (fill in one sentence) examine levels of depression and quality of life in a group of 70 adults age 50 and over diagnosed with osteoporosis of the hip or spine.
In ONE PARAGRAPH, summarize previous work in this area and the specific reasons this study is being undertaken. Reference your citations and place a reference list at the end of this application.
PLEASE INSERT NO MORE THAN 1 PARAGRAPH HERE REGARDING THE BACKGROUND OF YOUR STUDY AND ITS SIGNIFICANCE. CITE RELEVANT REFERENCES AND ATTACH A REFERENCE LIST AT THE END OF THIS FORM.



	III. Description of YOUR INTERACTION with participants

	a) Who will be interacting with the participants? (check all that apply)

_X_ Principal Investigator

___Co-Principal Investigators

___Research assistants

___Other (Example: polling organization personnel) Describe in detail:

___There will be NO interaction with the participants- this is an analysis of pre-existing cleansed data. (IF YOU CHECKED THIS CHOICE, GO DIRECTLY TO SECTION IV.)

b) What will your interaction with participants entail? (check all that apply)

_X_ Administering questionnaires/surveys or conducting interviews in person.

___Administering questionnaires/surveys using the Internet.
· If you are conducting a survey using the Internet, you must attach a copy of the email solicitation 

            you will be sending to potential participants.

· ___I certify I have attached a copy of the email solicitation I will use as an appendix.

___Administering questionnaires/surveys using the mail (United States Postal Service.)

· If you are conducting a survey using the USPS, you must attach a copy of the letter of solicitation you will be sending to potential participants along with the study materials. You must also provide participants with a pre-stamped, pre-addressed envelope for the return of your study materials.

· ___I certify I have attached a copy of the letter of solicitation I will use as an appendix.

___Conducting a focus group.
· If you are conducting a focus group, you must attach a script as an appendix that describes your general interaction with the participants, and includes elements such as ensuring participants will only address each other by numbers/pseudonyms and the questions you will ask during the focus group.

· ___I certify I have attached the script for conducting the focus group session as an appendix.

___Obtaining biometric data (List all types to be collected. Examples: height/weight)

___Obtaining biological specimens (List types to be collected. Examples: blood, urine, saliva)

· If you are obtaining biological specimens, you MUST check the following statement:

· ___I certify that all specimen collection, including venipuncture and urine collection, will be performed by trained personnel using procedures recognized as standard practices in the United States.

___Other types of data collection interactions not listed above (describe):

c) List and describe all EQUIPMENT you will use. (Examples: “paper and pencil questionnaires; digital tape recorder; standard medical office standing scale manufactured by the Acme Scale Company, Model THX-1138; standard sterilized venipuncture equipment, etc.”)

1.  Paper and pencil questionnaires
d) Will you perform an experimental manipulation or an intervention on the participants? (An experimental manipulation or intervention is an activity you perform on participants designed to change a state or condition, such as teaching participants new knowledge or skills. For the purposes of this application, collecting data is NOT an intervention.)

_X__ No, I am only collecting data from participants.

____Yes, and the experimental manipulation or intervention will consist of (describe):

Example: “A one hour class on enhancing physical activity will be given. The outline for the course content is located in Appendix ____.”

Example: “A 30 minute video developed by the researcher will be shown. The video consists of images of seascapes and is designed to enhance relaxation. This video is suitable for viewing by persons of all ages. An outline of the video content is located in Appendix ____.”

 (YOU MUST ATTACH A COMPLETE DESCRIPTION OF ALL EXPERIMENTAL MANIPULATIONS OR INTERVENTIONS YOU PLAN TO PERFORM AS AN APPENDIX)

N/A

e) What will be the length of participant involvement in study activities (choose ONE option below):

_X__A ONE-TIME interaction consisting of  1  hours and ____minutes of participant involvement.

___MULTIPLE interactions consisting of a total of ___hours and ___minutes of participant involvement.
f) If you checked “multiple interactions” above, please describe as clearly as possible the type of interactions and the time needed for each. Use the example as a guide:

N/A


	IV. TYPES OF DATA YOU INTEND TO COLLECT

	List and number EVERY TYPE OF DATA (each variable) you will measure, assess, or investigate in your study participants. Then list the name of the instrument, questionnaire, survey, or interview guide you will use to do data collection for this data item. Five samples are listed below. Begin your list under the Sample box.

_______________________________________________________________________________________________________________________________________________________________
TYPE OF DATA                                   INSTRUMENT/INTERVIEW GUIDE TO BE USED
1) Demographic data                       Demographic Data Form
2) Depression                                  Geriatric Depression Scale (GDS)

3) Quality of Life                            Missoula-Vitas Quality of Life Index (MVQOLI)




	V. DESCRIPTION OF MEASUREMENT TOOLS OR INTERVIEW GUIDES

	List and BRIEFLY describe EACH measurement/interview guide you have listed above. Do NOT exceed more than a few sentences for each measurement. You MUST state the author (e.g., “researcher developed” if you developed it) and the number of items (questions) on each item. Cite reliability and validity, if available. DO NOT OMIT ANY INSTRUMENT/PROTOCOL LISTED IN THE PREVIOUS SECTION- YOU MUST DESCRIBE THEM ALL.
YOU MUST ATTACH A HARD COPY OF ALL MEASUREMENT TOOLS OR INTERVIEW PROTOCOLS TO THIS APPLICATION. LETTER EACH ONE AS AN APPENDIX, STARTING WITH ‘A’. IDENTIFY THE PROPER APPENDIX LETTER YOU HAVE USED HERE FOR EACH ONE. FOLLOW THE EXAMPLES BELOW EXACTLY.
ANY MATERIALS YOU ATTACH MUST BE IN THE SAME FORMAT THAT YOU PLAN TO GIVE TO PARTICIPANTS. CHECK THAT NO PERSONAL IDENTIFIERS ARE PRESENT ON THESE MATERIALS- ONLY CODE NUMBERS.

BEGIN YOUR LIST OF MEASUREMENT TOOLS/INTERVIEW GUIDES HERE: include title, description, and Appendix location.

1. Demographic Data Questionnaire (Appendix B)

The demographic profile questionnaire is a 9-question instrument developed by the researcher. Data from the questionnaire will enable the researcher to correlate specific demographic variables with other study variables. The questionnaire has been designed to collect the following data: age, gender, ethnicity, marital status, educational level, occupational status, financial ability to pay for health care, length of diagnosis, and treatments utilized.

2. The Geriatric Depression Scale (GDS) (Appendix C) was first developed by Yesavage et al (1983) and has been used extensively in the older population. The GDS is a 30-item questionnaire using a dichotomous (yes or not) response format. Its validity and reliability have been established in a group of community dwelling elderly persons. A Cronbach’s alpha of 0.94 was derived, suggesting a high degree of internal consistency. The (GDS) was found to have a 92% sensitivity and an 89% specificity when evaluated against diagnostic criteria.
3. The Missoula-Vitas Quality of Life Index (MVQOLI) (Appendix D) is a 15-item, multidimensional instrument assessing the five dimensions of symptom, function, interpersonal relationships, well-being, and transcendence. The item structure of the instrument and a 

scoring system that allows the weighting of each dimension of quality of life by the 

respondent are unique features of the instrument. .Cronbach’s alpha equaled 0.77 and demonstrated internal consistency (Byock & Merriman, 1998).




	VI. LOCATION OF DATA COLLECTION SITES

	Place an ‘X’ next to all that apply. Read all choices before responding. If you do not see an appropriate location of your data collection, fill in at the bottom.

_X__1. In a SPECIFIC location(s), such as a clinic, school, or community center:
If so, list COMPLETE location street address here, including street number, city and zip code: 
Bedrock Osteoporosis Clinic

1955 Rocky Crest Rd.

Bedrock, CA 92025

NOTE: YOU MUST ATTACH A SIGNED LETTER ON OFFICIAL LETTERHEAD FROM AN ADMINISTRATOR GRANTING PERMISSION FOR YOU TO CONDUCT DATA COLLECTION AT LOCATIONS SUCH AS CLINICS OR OTHER INSTITUTIONS. YOUR IRB APPLICATION WILL NOT BE PROCESSED WITHOUT THIS LETTER- NO EXCEPTIONS.

FILL IN THE LETTER DETAILS BELOW:

LETTER OBTAINED FROM (NAME OF PERSON WRITING LETTER):__Dr. Petra Slade
COPY OF LETTER IS LOCATED IN APPENDIX (fill in appendix letter A-Z)__E___

____2. In participants’ homes or other public place where privacy can be maintained.

___3. Via the Internet, with participants clicking on a link to complete a survey or emailing you to receive an email survey.

Will all potential participant identifiers (Ex: email, IP addresses) be excluded from the responses?

__Yes   __No (If ‘No,’ explain here how confidentiality will be maintained: for example, will you immediately delete all identifiers upon receiving the response?)

___4. By mail (USPS), with participants mailing back study materials in a pre-addressed, pre-stamped envelope which you provide.
___5. Pre-collected data cleansed of all identifiers or secondary analysis.

If so, list the source of the data, including the name and institutional affiliation of the researcher supplying the data OR the name of the facility providing the data here:

NOTE: IF DATA COME FROM ANOTHER RESEARCHER, YOU MUST ATTACH A SIGNED LETTER ON OFFICIAL LETTERHEAD FROM THE ORIGINAL RESEARCHER OR FACILITY ADMINISTRATOR GRANTING PERMISSION FOR YOU TO UTILIZE PRE-COLLECTED DATA. YOUR IRB APPLICATION WILL NOT BE PROCESSED WITHOUT THIS LETTER- NO EXCEPTIONS.

FILL IN THE LETTER DETAILS BELOW:

LETTER OBTAINED FROM (NAME OF PERSON WRITING LETTER):_________

COPY OF LETTER IS LOCATED IN APPENDIX (fill in appendix letter A-Z)_______

___6. OTHER location not described above (describe fully):




	VII. DESCRIPTION OF YOUR STUDY PARTICIPANTS

	TOTAL ESTIMATED NUMBER OF PARTICIPANTS_5-12______

(You MUST fill in a whole number above, even if it is an estimate.)

CHECK ALL THAT APPLY TO YOUR STUDY POPULATION:

_X__ Adults age 18 and older
___Children under age 18

_X__ONLY persons with a specific health need or characteristic (specify): Persons age 50 and over diagnosed by a health care provider with osteoporosis.

___ONLY persons attending a specific school or working at a specific institution (specify):_____________

_ __Males only
___Females only

___ONLY Members of a specific racial/ethnic group (specify):____________

IF YOU ARE INCLUDING ONLY A SPECIFIC GENDER OR RACIAL/ETHNIC GROUP IN YOUR STUDY, YOU MUST CHECK THE FOLLOWING SPACE:

_ ___ I certify that the rationale for limiting study participation to one specific group of persons is mandated by the overall purpose of the study.




	VIII. description of how you will recruit participants

	IF YOU CHECKED THE “NO INTERACTION WITH PARTICIPANTS” CHOICE in Section III (a), GO DIRECTLY TO SECTION X. DO NOT COMPLETE THIS SECTION.

CHECK ALL THAT APPLY:

_X__ Flyers will be posted in public places with researcher contact information.

__X_ Flyers will be handed to potential participants with researcher contact information.

___Emails will be sent soliciting participation with researcher contact information.

___An announcement will be made at a public gathering, meeting, or class, and flyers handed out for participants to contact the researcher via telephone or email OR go to a specific website if interested.
___An announcement will be made at a public gathering, meeting, or class, and the researcher will be onsite to recruit interested participants.
YOU MUST ATTACH A COPY OF THE FLYER, EMAIL TEXT, OR ANNOUNCEMENT YOU WILL USE TO RECRUIT PARTICIPANTS. FILL IN THE APPENDIX LOCATION BELOW WHERE YOU HAVE ATTACHED IT:

· Flyer and/or the text of your email solicitation has been attached in Appendix _F_ (fill in)
BE SURE TO REFER TO THE “SAMPLE FLYER/ANNOUNCEMENT”ON THE IRB WEBSITE FOR CORRECT PREPARATION OF FLYERS AND EMAIL SOLICITATIONS.



	IX. Description of HOW YOU will obtain informed consent

	IF YOU CHECKED THE “NO INTERACTION WITH PARTICIPANTS” CHOICE in Section III (a), GO DIRECTLY TO SECTION X. DO NOT COMPLETE THIS SECTION.
“Consent” in this context means you are asking the subjects’ permission to be in your study, whether you ask via: 1) A HARD COPY SIGNED CONSENT FORM; 2) A VERBAL CONSENT TEXT THAT YOU READ TO THE PARTICIPANTS; OR 3) AN EMAIL INFORMATIONAL PAGE OR LETTER DESCRIBING THE STUDY.
A. Choose ONE of the following 3 responses below based upon 45 CFR 46 Sections 116 and 117:

1. _X___ I will obtain informed consent from the participants and document their consent with a SIGNED consent form.

2.____ I will obtain informed consent from the subjects but request a waiver of SIGNED consent as: (check all that apply):

____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; OR

____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.

3.____ I am asking for a waiver or alteration of the requirement to obtain informed consent. My project satisfies ALL four of the requirements of the four-part test in 46.116(d): (1) The research involves no more than minimal risk to the subjects; (2) The waiver or alteration will not adversely affect the rights and welfare of the subjects; (3) The research could not practicably be carried out without the waiver or alteration; and (4) Whenever appropriate, the subjects will be provided with additional pertinent information after participation. 

If you checked the above choice (#3), please answer BOTH of the following:

        a) The waiver or alteration I am requesting is:

        b) This research project meets the four-part test based upon the following:

B. IF YOU CHECKED #1 OR #2 ABOVE, PLEASE COMPLETE THE FOLLOWING SECTION. 
IF YOU CHECKED #3 ABOVE, LEAVE THIS SECTION BLANK.

The consent text itself- WHETHER IT IS: 1) A HARD COPY SIGNED CONSENT FORM; 2) A VERBAL CONSENT TEXT THAT YOU READ TO THE PARTICIPANTS; OR 3) AN EMAIL INFORMATIONAL PAGE DESCRIBING THE STUDY: MUST include the following items, reflecting that the explanation or description of each of these elements to the individual subject has taken place prior to participation. BE SURE TO USE THE “CONSENT FORM TEMPLATE” ON THE IRB WEBSITE FOR PREPARING YOUR CONSENT FORMS. USD HAS SPECIFIC REQUIREMENTS FOR ALL CONSENT FORMS, AND THE SAMPLE TEMPLATE MUST BE USED. IF YOU ARE REQUIRED TO USE THE SPECIFIC CONSENT FORM FORMAT OF ANOTHER INSTITUTION, PLEASE CONSULT YOUR IRB REPRESENTATIVE.

Check each line to indicate you have included that element in your consent text:


_X__ A statement that the subject is, in fact, participating in a research study, including a statement of the purpose of the research, potential uses of assessment instruments, a complete description of any tasks the subject might need to perform, any audio or videotaping that might occur, and the estimated duration of the subject’s participation. 
_X__ A description of any foreseeable risks or discomforts. 
_X__ A description of any benefits that might be expected to be derived from participation in the research, 
both direct and indirect. 
_X__ A disclosure of appropriate alternative procedures or courses of treatment, if any. 
_X__ A statement regarding the confidentiality and/or anonymity of records and the safeguards that will be taken to assure these for a minimum of 5 years. 
_X__ A statement that although results might be made public, all individual data will remain confidential and/or anonymous.
_X__ For research involving greater than minimal risk, an explanation of whether or not any potential compensation will be available, and, if so, how and where such compensation may be obtained.
_X__ A statement that participation is voluntary, refusal to participate in the research will involve no penalty or loss of benefits to which the subject is otherwise entitled, including a clear statement that refusal to participate or decision to withdraw will not affect his/her employment status, grades, or access to medical care.
_X__ A statement that the subject may withdraw from the research at any time with no penalty. 
_X__ An explanation of whom to contact with future questions about the research or the subject’s rights, or in the event of a research-related injury. Ideally, two contact persons should be made available to the subject. The subject should understand that he or she is to retain one copy of the consent form for his or her records. 
In the case of hard copy, signed consent:
_X__ A signature line for the Subject, date of signature, printed name of subject, signature of PI and date of signature should be included; a witness’ signature may be desired if the study task is being performed over long-distance (e.g., use of questionnaires and follow-up phone call)

C. IF YOU CHECKED #1 OR #2 ABOVE, PLEASE COMPLETE THE FOLLOWING SECTION. 
IF YOU CHECKED #3 ABOVE, LEAVE THIS SECTION BLANK.

1) You will ensure that all participants are given adequate opportunity to ask questions and discuss the study prior to enrolling in it.

_X_  Yes  ___No

2) You will ensure that all participants are given a copy (either digital or hard copy) of the consent text to keep for their records.

_X__ Yes  ___No

3) You have ensured that all consent text is written in language that can be understood by the general lay population age 18 and over (8th grade reading level suggested, with NO technical jargon or terms not understandable by most adults.)

_X__ Yes  ___No

4) If participants are members of an aggregate group physically present in one location (Example: a group of students in a specific classroom) will you provide a substitute activity for individuals who choose NOT to be in the study? 

_____Yes, and the activity will consist of: 

(Example: doing a crossword puzzle supplied by the researcher).

__X   Not applicable: participants are not in an aggregate group.

Answer the following ONLY if persons under age 18 are in your study:

5) You have included BOTH an Assent form for the children in the study AND a Consent form for their parents/guardians.

___Yes  ___No

6) You have ensured that all assent forms for children are worded in age-appropriate language.

___Yes  ___No

IF YOU ANSWERED ‘NO’ TO ANY OF THE ITEMS IN THE ABOVE SECTION, EXPLAIN BELOW: 

D. YOU MUST ATTACH A COPY OF ALL CONSENT AND/OR ASSENT FORMS. FILL IN THE APPENDIX LOCATION BELOW WHERE YOU HAVE ATTACHED THEM:

· Consent and Assent form(s) have been attached in Appendices (fill in letter(s) A-Z) __D___
Note: YOU DO NOT NEED TO ATTACH NON-ENGLISH VERSIONS OF THE CONSENT FORM TO THE APPLICATION- ONLY THE ENGLISH VERSION.




	X. Description of protection of confidentiality

	a)  Will all data be coded using numbers or pseudonyms? 

(check one):  Yes _X_   No ____ 

b)  Will all data collection tools be free of any names or identifiers such as student ID numbers?

(check one):  Yes _X_   No ____ 

c)  Will all data will be stored in a locked file cabinet or password-protected computer file?

(check one):  Yes _X__  No ____
d)  Will only the researcher and his/her advisor (if applicable) have access to the data?

(check one):  Yes _X_   No ___
e) Will all data be kept a minimum of 5 years before being destroyed?
(check one):  Yes _X_    No ___ 
f) If you are conducting a focus group, will you take measures to ensure confidentiality, such as instructing participants to address each other only by numbers or pseudonyms?
(check one):  Yes __   No __  N/A _X_
g) If you are retaining any personal identifiers (names, medical record numbers) following data collection, will you remove the identifiers as soon as possible?
(check one):  Yes __   No __  N/A  _X_
If you answered “No” to any item above, explain below.



	XI. description of participant risks and benefits

	A) Description of risks (check ONLY ONE of the choices below):

_X__ This is an exempt or an expedited review: risks are minimal, meaning that the risks involved are no greater than those encountered in everyday life.

___This is a full review: risks are more than minimal. (DO NOT CHECK THIS BOX UNLESS YOU HAVE ALSO STATED IN SECTION I THAT THIS IS A FULL REVIEW).

IF YOU CHECKED THE “NO INTERACTION WITH PARTICIPANTS” CHOICE in Section III (a), GO DIRECTLY TO PART G BELOW. DO NOT COMPLETE QUESTIONS B-F.

B) Is there ANY possibility that the questions being asked in your surveys or interview questions could result in negative or uncomfortable emotions, even mild/transient sadness or anxiety?

(check one):  Yes _X_   No ___ 
NOTE: IF YOU ARE ADMINISTERING ANY INSTRUMENTS WITH QUESTIONS REGARDING MOOD STATE OR TOPICS SUCH AS HEALTH STATUS, YOU SHOULD RESPOND “YES” TO THE ABOVE QUESTION.
C) If you responded “yes” to (b) above, have you included the telephone number of a LOCAL mental health resource in the participants’ geographic area (Examples: the San Diego County Mental health hotline for participants in San Diego; the Orange County Mental health hotline for participants in Orange County) on the consent form that participants can call, should they experience these emotions?

(check one):  Yes  X    No   ____

If you answered “no,” why are you unable to do so?

D) Do you foresee any other risks from participation in the study? (Example: fatigue from filling out forms. For the purposes of this application, breach of confidentiality is not included in this section- it is covered in Section X).

A minimal risk of fatigue may occur related to filling out the forms. 

E) If you identified any additional risks in (d), describe your plan for minimizing each risk.

Example: “Fatigue: participants will be told that they can stop and rest at any time, or may re-schedule the session.”

The plan for minimizing the fatigue risk is to tell the participants during the orientation phase that they can stop and rest at any time or may reschedule the session if they are too fatigued to continue.

F. POTENTIAL BENEFITS TO PARTICIPANTS

DIRECT BENEFITS:
1. Will participants receive any reimbursement or incentive for participating?

(check one):  Yes _X_   No  ____ 

If you answered “Yes” to the above, you must answer the following:

a) What is the reimbursement? (fill in) _$ 50 Visa gift card will be given to all participants even if the participant ends participation before the data collection session is finished.
b) Does the Consent form contain language stating that all participants, regardless of whether they complete the entire questionnaire/interview or not, receive the reimbursement?

(check one):  Yes   X    No  _____ 
CONSENT FORMS MUST CONTAIN THIS LANGUAGE. IF YOU ANSWERED ‘NO’ TO THE ABOVE, YOU MUST PROVIDE A RATIONALE. TAKE A MOMENT NOW TO CHECK THAT YOUR CONSENT FORM INCLUDES THIS LANGUAGE, IF YOU ARE GIVING PARTCIPANTS A REIMBURSEMENT.
INDIRECT BENEFITS:

2) If your study includes no other direct benefits to participants, is there a potential benefit of an enhancement in the general knowledge of this study area?
(check one):  Yes  X     No   ____ 
IF YOU ANSWERED ‘NO’ TO THE ABOVE, CONSULT WITH YOUR IRB REPRESENTATIVE.


	G. STATEMENT OF RISK/BENEFIT RATIO (to be checked by ALL applicants):

_X   I certify that the potential risks in this study are outweighed by the potential benefits.

The above space MUST be checked by the researcher. If it is left blank, your application will be returned to you.




ADDITIONAL REQUIRED ITEMS YOU NEED TO LIST/ATTACH HERE
1) REFERENCE LIST

List all references here that you cited in:

· Section II, Purpose and Significance Section and 

· Section V Description of Measurement Tools or Interview Guides Section
· Or any other portion of the application.
References
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2) REQUIRED APPENDICES

List all your appendices in the space below.

Appendix A



Consent Form

Appendix B



Demographic Profile Questionnaire

Appendix C



Geriatric Depression Scale (GDS)

Appendix D



Missoula-Vitas Quality of Life (MVQOL)

Appendix E



Letter of Support from Dr. Slade

Appendix F



Flyer
IRB TRAINING CERTIFICATE
· Now attach a copy of every appendix listed above.

· LABEL ALL APPENDICES with a letter (by hand is OK) at the top of each one with “Appendix A” etc.) Copies of Consent forms or email solicitation messages must be included here. Study questionnaires/instruments should be in the format that participants will be seeing. Review the entire application for required appendices, and be sure to include copies of letters of support, focus group scripts, and detailed descriptions of interventions if required.
3) IRB TRAINING CERTIFICATE(S)
· Applicants: Attach copies of the IRB training certificates for EVERY PERSON named on this application at the end of the application. If you or a co-investigator needs to take the course, go to:

· http://www-rohan.sdsu.edu/~gra/login.php and click on the blue box on the left to register.
· You will be issued a training certificate at the end of the course. Download and print a copy of the certificate, then attach it here.
Appendix A

Beginning September 1, 2010, all researchers must use

the Consent Form Template available on the IRB website.

Do NOT use this sample as your template- it is only provided to show how the template can be utilized in a specific circumstance. Use the original template to prepare your consent form.

University of San Diego

Institutional Review Board

Research Participant Consent Form

For the research study entitled:

Depression and Quality of Life In Osteoporosis
I. Purpose of the research study
Wilma Flintstone is a doctoral student in the Hahn School of Nursing and Health Science at the University of San Diego. You are invited to participate in a research study she is conducting. The purpose of this research study is to explore how people cope with having osteoporosis.
II. What you will be asked to do

If you decide to be in this study, you will be asked to complete three questionnaires that ask you questions about your age, osteoporosis treatment, your quality of life, and any feelings like sadness that you might be having.
Your participation in this study will take a total of one hour.
III. Foreseeable risks or discomforts
Sometimes when people are asked to think about their feelings, they feel sad or anxious. If you would like to talk to someone about your feelings at any time, you can call toll-free, 24 hours a day: 

San Diego Mental Health Hotline at 1-800-479-3339

IV. Benefits

While there may be no direct benefit to you from participating in this study, the indirect benefit of participating will be knowing that you helped researchers better understand how people cope with osteoporosis.
V. Confidentiality

Any information provided and/or identifying records will remain confidential and kept in a locked file and/or password-protected computer file in the researcher’s office for a minimum of five years. All data collected from you will be coded with a number or pseudonym (fake name). Your real name will not be used. The results of this research project may be made public and information quoted in professional journals and meetings, but information from this study will only be reported as a group, and not individually.
VI. Compensation

If you participate in the study, the researcher will give you a $50 Visa card personally.
You will receive this compensation even if you decide not to complete the entire session.
VII. Voluntary Nature of this Research

Participation in this study is entirely voluntary. You do not have to do this, and you can refuse to answer any question or quit at any time. Deciding not to participate or not answering any of the questions will have no effect on any benefits you’re entitled to, like your health care, or your employment or grades. You can withdraw from this study at any time without penalty.

VIII. Contact Information

If you have any questions about this research, you may contact either:

1) Wilma Flintstone
Email:
wflintstone@bedrock.net
Phone: (619) 555-5555
2) Dr. Betty Rubble
Email:
brubble@sandiego.edu
Phone:
(619) 260-XXXX
I have read and understand this form, and consent to the research it describes to me. I have received a copy of this consent form for my records.

Signature of Participant




Date

Name of Participant (Printed)

Signature of Investigator




Date
Code number_________ 

Appendix B

Demographic Profile Questionnaire

(Adapt as needed for your study. Note that no names or birthdates should be asked for on this form, as they are potential personal identifiers.)
1. What is your age? ________

2. What is your gender?  M     F

3. What is your race or ethnicity?___White ___African-American/Black ___ Hispanic/Latino  ____Asian ___ Native American ___ Other

4. What is your current marital status?

a. Currently married

b. Divorced/Separated

c. Widowed

d. Single, never married

5. How many years of schooling have you received? ____________

6. What is your occupational status?

a. Full-time outside the home

b. Full time in the home

c. Part-time outside the home

d. Retired

e. Student

7. How easy is it for you to afford medical treatment for your osteoporosis? (circle one)

a. Very easy

b. Somewhat easy

c. Somewhat difficult

d. Very difficult

8. When were you first diagnosed with osteoporosis? (month/year) ________

9. What treatments have you used for osteoporosis? (circle all that apply)

a. medications

b. physical therapy

c. supportive medical device

d. surgery

APPENDIX C

Geriatric Depression Scale (GDS)
(Attach complete copies of all the scales/instruments you will use in the exact format your participants will see.
APPENDIX D

Missoula-Vitas Quality of Life Index (MVQOL)
(Attach complete copies of all the scales/instruments you will use in the exact format your participants will see.

APPENDIX E
LETTER OF SUPPORT

Attach copy of a signed letter of support on institutional letterhead from agencies where you will be collecting data or soliciting participation.
It could be from anyone in a supervisory position, including an administrator.

SAMPLE LETTER OF SUPPORT

Bedrock Osteoporosis Clinic

1955 Rocky Crest Rd.

Bedrock, CA 92025

March 15, 2010
To: Institutional Review Board, University of San Diego

From: Petra Slade DNP, Administrator, Bedrock Osteoporosis Clinic

I have discussed the research project, “Depression and Quality of Life In Osteoporosis” with Ms. Wilma Flintstone, RN. I understand that Ms. Flintstone is conducting this study as part of her doctoral dissertation in Nursing at the University of San Diego. I am delighted to support her in this valuable endeavor. She may use the Clinic as a recruitment site and one of our private meeting rooms as a data collection site.
It is a pleasure to be of assistance in supporting this research project.

Sincerely,

Petra Slade

Petra Slade, DNP
Administrator, Bedrock Community Clinic
RECRUITMENT FLYER

Attach the actual flyer or advertisement you will be using here. 

USD HAS SPECIFIC REQUIREMENTS FOR THE TEXT. It should clearly state:
· That this is a research study being conducted by a (doctoral student, faculty member, etc.) at the University of San Diego;

· The type of population you are looking for (“People age 50 and over who have been diagnosed with osteoporosis”)

· The broad, overall focus of the study in layperson’s terms; (“A study is being conducted to look at how people with osteoporosis cope with having it”)

· What you will ask participants to do (fill out forms, etc.) and how long it will take (“About 90 minutes of your time”)

· A phone number (and/or email address) where you can be reached.

SAMPLE

Appendix F

(Recruitment Flyer)

Participants are needed in a Research Study:

Depression and Quality of Life In Osteoporosis

I am seeking people age 50 and over who have been diagnosed with osteoporosis. I am a Doctoral nursing student at the University of San Diego conducting a study to look at how people who have osteoporosis are coping with it. Participation involves filling out 3 questionnaires and takes about an hour. Participants will receive a $50 Visa card. Please contact Wilma Flintstone at 619-555-5555 for more information or email wflintstone@bedrock.net.
IRB TRAINING CERTIFICATE SAMPLE
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