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CF-089NG  COMIRB Application for Protocol Review Effective 10.24.2016
Exempt/Non-Human Subject Research
Section A:  Submission Details
Section B:  Protocol Information
Do not enter PI name here  it will be added automatically when selected in Section C below
Section C:  Key Study Personnel
Remove
Last Name
First Name and MI
Dept/Division
Best Contact Phone #
VA
Employee
Role
Add 1 Investigator with the role of PI (and if PI is a student, 1 Investigator with Role of Faculty Mentor).  Also  add 1 Investigator with the role of Primary Contact.   (Maximum of 3 investigators listed in this table).  All Study Personnel, including any listed above, must be added on the electronic Personnel Form when the protocol is submitted to COMIRB through eRA(InfoEd).
Contact Information:
1. Is the PI a student or trainee (including resident/fellow), or doing this research to fulfill an educational requirement?
Please be sure to specify the Faculty Mentor/Advisor in the Key Study Personnel section above
Make sure to include a signed Trainee and Mentor responsibility agreement with this submission!
2. Best contact for scientific questions?
Per ORO requirements, VA personnel on this project must be clearly delineated.  Please list all VA-associated personnel in the table below.  Note that these individuals also need to be included on the electronic Personnel Form when submitted to COMIRB through eRA(InfoEd).
Remove
Last Name
First Name and MI
Dept/Division
VA Employee
or WOC
Role
Section D:  Type of Review being Requested
See guidance on choosing the appropriate review type  
 1. Type of Review being requested:
Section E:  Funding
1.  Do you have funding for this study?
a. Do you plan to proceed with this study unfunded if the funding is not awarded?
 b. Is this study funded by a federal grant?
The grant does not need to be submitted to COMIRB 
COMIRB must review the grant.  Please submit an electronic copy with your submission documents
       Include/Upload Grant document with this Submission
 d. Has the institution's Grants and Contracts office set up an account to use these funds?
Warning: All incoming funds must be routed through the Office of Grants and Contracts (OGC).  You cannot use Foundation/Gift money for research without setting up an account with OGC.
Section F:  Performance Sites
1.  Are any of the investigators funding/directing research procedures conducted outside of the USA, or traveling outside of the USA to collect data? [adds Attachment B]
Warning: Exempt or Secondary reviews (see section D) are generally not accepted for studies where UCD personnel are traveling, or directing research, outside of the country.  It is recommended that you contact COMIRB to discuss your plans and see what type of review request is appropriate.
Section F(a):  Affiliate Performance Sites
Definition of Affiliate i
COMIRB acts as the IRB of record for the University of Colorado Denver Anschutz Medical Campus and the Downtown Denver Campus.  In addition, it serves in this capacity for several other affiliate institutions:• The University of Colorado Hospital• Children's Hospital Colorado• Denver Health• Denver Veteran's Affairs  Medical Center
2. Indicate VA involvement in this study (must select one)   Note: 'Multi-site' means more than one local UCD-affiliated site
*  Funding solely from the VA OR
*  All procedures performed on VA property, recruiting only at the VA, or using only VA equipment/resources OR
*  All investigators and study personnel working solely on VA time
*  Both VA and non-VA funding OR
*  Some procedures performed on VA property, some recruitment at the VA , or using some VA equipment/resources OR
*  Some investigators and study personnel working on VA time
*  No VA funding AND
*  No procedures/recruitment performed on VA property, and not using VA equipment/resources AND
*  No investigators or study personnel working on VA time
Note: COMIRB and the VA R&DC must be able to clearly distinguish VA study personnel from non-VA study personnel.  The VA SRS Form displaying all of the VA personnel may be uploaded into eRA(InfoEd) to satisfy this requirement.  Additionally, on the COMIRB Personnel Form in eRA(InfoEd), make sure to check the box to indicate that there are VA personnel working on this study (this box will need to be checked every time this form is submitted).  It is the investigators' responsibility to ensure that all personnel involved in  VA research have the appropriate VA appointment (paid or WOC) before beginning study procedures.  Please contact the VA Research Office with any questions.
VA Collaborative Research - additional information
a. Please indicate how VA and non-VA resources are utilized in this study:
b. Note: A signed written agreement may be required for Multi-site Collaborative VA research; this can be a Data Use Agreement (DUA) or a Cooperative R&D Agreement (CRADA).  This agreement must address issues such as responsibilities of each party, ownership of data, and reuse of data.  The agreement must be signed by the VA PI, the principal investigator at the non-VA site, and the VA Information Security Officer (ISO) or Privacy Officer (PO).
The VA Research Office will verify the need for, and completion of, this  agreement when issuing the Purple Clearance letter.
3.  Will any of the following Affiliates be utilized as sites for this research (includes data locations and investigator appointments)? i
      Note: at least one of these affiliate institution must be checked 'yes.'  UCD should usually be checked 'yes' due to the investigator's faculty appointment.
It is important to recognize when you are involving an affiliate institution in your research.  1) The institution at which research procedures will take place should be listed as a site.  2) The institution that appoints an investigator should also be checked.  For example, research procedures may take place at Children's, but the investigator has a primary appointment within the UCD Dept. of Pediatrics; UCD-Anschutz should also be checked.3) If data will be stored in an office or on a server within an institution, that institution should be checked.4) If data will be accessed from the medical record of a hospital, that institution should be checked.  For example, if an investigator accesses University Hospital EPIC data and stores the research data file in his/her office at UCD, both UCD and UCH should be selected as performance sites.
a. UCD (Downtown Denver Campus)
b. UCD (Anschutz Medical Campus)
c. University of Colorado Hospital (including the Adult CTRC or an off-campus site)
d. Veteran's Administration Hospital (ECHCS)
Include with this submission the Purple VA Clearance Letter
      i) Are any study personnel employed/paid by the VA?
Include with this submission the Yellow VA Clearance Letter
e. Denver Health and Hospitals
i)  Is any Investigator employed by Denver Health and Hospitals?
Include with this submission the SPARO Clearance Letter
f. Children's Hospital Colorado (including the Pediatric CTRC or an off-campus site)
Note: Please ensure your study has been submitted for ONA approval; call (720) 777-8051 for details.
Please select a specific CHCO-affiliated site:
Select the NOC site(s) involved in this study.  Please verify (before selecting) that the services and resources needed to support your research, including emergency care, are available at each site you select; you will need to confirm adequate resources are available to conduct the research in section Q of this application.
g. Colorado School of Mines
The performance site(s) and review type you have indicated above require that this protocol be submitted through the UCD HSR portal prior to submission to COMIRB.  Please make sure this protocol has been submitted through the portal and the appropriate clearance letter has been obtained before submitting to COMIRB; the clearance letter will need to be uploaded with your COMIRB submission.  To access the UCD HSR portal, please click here.
Section F(b):  Non-Affiliate Performance Sites
Definition of Non-Affiliate i
A non-affiliate is any site/institution other than:• University of Colorado Denver Anschutz Medical Campus• University of Colorado Denver Downtown Campus• The University of Colorado Hospital• Children's Hospital Colorado• Denver Health• Denver Veteran's Affairs  Medical Center
4.  Does this study involve other Non-Affiliated Sites?
This should be answered 'yes' if the study will involve any other locations other than those indicated in section F(a) above.  The other sites may or may not actually be engaged in conducting the research; engagement can be clarified on Attachment A.  [adds Attachment A]
This should be answered 'yes' if the study will involve any other locations other than those indicated in section F(a) above.  The other sites may or may not actually be engaged in conducting the research; engagement can be clarified on Attachment A.
Note: For Exempt and Non-human subject Research determination requests, COMIRB can only review and make a determination for the UCD-affiliated sites.  All non-affiliated sites must follow their own policies and procedures for review of such projects.  COMIRB cannot cede an Exempt human research study to another IRB.
Section G:  Description of Study
1.  Summary in lay terms:  Provide a brief statement describing the research project in 8th Grade Language.  This section should include the study aims and rationale, and a brief overview of how you will answer the research question (Approximately 1 paragraph)
1.  Summary in lay terms:  Provide a brief statement describing the project in 8th Grade Language.  This section should include what you are doing, why you are doing it, whether you think this is human subject research or not, and a brief overview of how you will achieve your goals (Approximately 1 paragraph)
 2.  Are there special review considerations?
a.   Would you like this study reviewed by the Social/Behavioral panel (consider for Downtown Denver Campus protocols, social research, and non-treatment behavioral research)?
b.   Is this an Oncology or Cancer Center project?
Please submit PRMS approval; must be obtained before COMIRB can review the protocol
c.   Are drugs or biologics that involve human gene transfer, or deliver recombinant DNA to subjects, included in this research?
Note:  Institutional Biosafety Committee (IBC) approval will be needed; please contact IBC@ucdenver.edu to arrange for review
d.   Does the protocol involve administration of radioactive substances to subjects (including PET scans, radiolabeled tracers, radioactive drugs, etc.)?
Please contact the RDRC office at:  RDRC@ucdenver.edu.  Please upload the RDRC application with your COMIRB submission through Infoed.  If RDRC is not needed, please upload a copy of the communication with the RDRC.
Please follow this link to the RDRC application
STOP!! Protocols that require IBC, RDRC, or CIR oversight do not qualify for Expedited, Exempt or Not Human Subject Research review status.  Please make sure your response in Section D above is 'Full Board,' and complete the rest of the form.  You might want to contact COMIRB at this point if this instruction is unclear.
e.   Does the protocol involve research on newborn blood spot?
Consent cannot be waived and research cannot be reviewed as "Not Human Subject Research"
f.   Is there any research being done on fetal or embryonic tissue?
If this an Exempt or Not Human Subjects application, this study will need to reviewed by the Scientific Ethics Committee prior to COMIRB approval.  Please email the COMIRB Director to facilitate this review.
i.   Will you be receiving fetal or embryonic tissue from an outside commercial or academic institution?
Please upload the human fetal tissue attestation form and the draft  Material Transfer Agreement (MTA) with your application.
Section H:  Protocol Information
Section I:  QA/QI or Program Evaluation Project
1.  Is this project (must check one):      [you may wish to view COMIRB's QA /QI /PE tool]
QA/QI Project
Note: investigators are not required to submit to COMIRB for projects that do not meet the definition of human subject research, including QA, QI and Program Evaluation.  Continue if you still wish to submit a formal request to COMIRB.
Also Note: If this activity will occur in public schools, please be aware that the school or school district may have a required review and approval process that must be completed before initiating the project.
2.  Is this project meant to improve a particular practice or process within an Institution or Institutions?
3.  Are there Institutions or clinics specifically interested in the results of this project?
4.  Is the study randomized?
5.  Is the study placebo controlled?
8.  If this project is determined to be a QA/QI project only and does not meet the definition of human subject research, then any publication cannot use the term 'research' but must clearly indicate that this is a Quality Assurance or Quality Improvement project  and that its result are not generalizable.  Is this acceptable?
If you want to use the word "research" in publications, or suggest that the results are generalizable, please submit this project as human subject research rather than QA/QI. Your answer in section D should be changed, or your answer in Section I could be changed to 'Neither,' to explore whether this project meets the criteria for Exempt research.
Program Evaluation Project
Note: investigators are not required to submit to COMIRB for projects that do not meet the definition of human subject research, including QA, QI and Program Evaluation.  Continue if you still wish to submit a formal request to COMIRB.
Also Note: If this activity will occur in public schools, please be aware that the school or school district may have a required review and approval process that must be completed before initiating the project.
5.  If this project is determined to be a Program Evaluation project only and does not meet the definition of human subject research, then any publication cannot use the term 'research' but must clearly indicate that this is a Program Evaluation project and that its result are not generalizable.  Is this acceptable?
If you want to use the word "research" in publications or suggest that the results are generalizable, please submit this project as human subject research rather than Program Evaluation.  Your answer in section D should be changed, or your answer in Section I could be changed to 'Neither,' to explore whether this project meets the criteria for Exempt research.
Section J:  Other Non-Human Subject Research Determination
1.  Are you requesting a formal determination of Not Human Subject Research?
Answer "No" if you are requesting a determination of Exempt research.  The project will still be reviewed for both Exempt and Not Human Subject research qualifications
Note: investigators are not required to submit to COMIRB for projects that do not meet the definition of human subject research.  Continue if you still wish to submit a formal request to COMIRB.
Also note: If this activity will occur in public schools, please be aware that the school or school district may have a required review and approval process that must be completed before initiating the project.
VA Regulations regarding non-human subject research:
Research that does not meet the definition of human subject research requiring IRB review (e.g., if the investigator receives anonymous human samples or data) still requires approval and oversight by the VA R&D Committee.
 
If the non-human subject research involves data or samples from children or international sources, additional requirements may apply.  The investigator is encouraged to contact the VA Research Office to discuss these issues.
Definition of Human Subject Research
a.  Does the activity involve a systematic investigation?
b.  Does the activity intend to develop or contribute to generalizable knowledge?
c.  Will you interact with, or alter the environment of, individuals to collect data about them?
d.  Will you use identifiable samples from, or identifiable data about, any living individuals?
e.  Does the project involve administering a drug to humans, or collecting safety or effectiveness data about a device?
This project sounds like it might meet the definition of FDA-regulated human subject research.  You might want to discuss this project with COMIRB before submitting to make sure this will qualify for Exempt or Non-Human Subject Research.  Note: if the research involves unidentified specimens to test a medical device (e.g., in vitro assay), and data will be submitted to the FDA, the project cannot be classified as Exempt Research or Non-Human Subject research.  Please resubmit as Expedited.
Based on you answers above, this project seems to meet the definition of human subject research.  You might want to discuss this project with COMIRB.  At this point, it is recommended that you change the answer to #1 in this section to 'no' and work through the next section that deals with Exempt human subject research.
Note: You should ensure that there is adequate detail in section H above to justify a Non-Human Subject Research determination.  If you are analyzing data or samples, you must make it clear that these data/samples are received by you in such a way that you cannot identify the individuals from which they are derived (if the data/samples are coded, you will need a coded information agreement in place).  Make sure to carefully describe in section H why you have answered questions a-e above the way you did.
2.  Would you like to add any further comments or attach other documents that support your application for Exempt or Not Human Subject Research Review?
Section K:  Exempt Human Subject Research
Note: Exempt research requests that involve University Hospital must be submitted through the UCD HSR portal prior to submission to COMIRB.  Please make sure this protocol has been submitted through the portal and the appropriate clearance letter has been obtained before submitting to COMIRB; the clearance letter will need to be uploaded with your COMIRB submission.  To access the UCD HSR portal, please click here.
Definition of Minimal Risk:
That 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.
Section L:  Special Populations
1.  Prisoners  i
Prisoner is defined as any individual involuntarily confined or detained in a penal institution. The term is intended to encompass individuals sentenced to such an institution under a criminal or civil statute, individuals detained in other facilities by virtue of statutes or commitment procedures which provide alternatives to criminal prosecution or incarceration in a penal institution, and individuals detained pending arraignment, trial, or sentencing.The key components of this definition are 1) physical detainment of the individual, and 2) detainment as a result of a court order, either by sentencing or alternative to sentencing (e.g., probation).  Specific examples include:a)  Individuals who are detained in a residential facility for court-ordered substance abuse treatment as a form of sentencing or alternative to incarceration are prisoners; however, individuals who are receiving non-residential court-ordered substance abuse treatment and are residing in the community are not prisoners.b)  Individuals with psychiatric illnesses who have been committed involuntarily to an institution as an alternative to a criminal prosecution or incarceration are prisoners; however, individuals who have been voluntarily admitted to an institution for treatment of a psychiatric illness, or who have been civilly committed to nonpenal institutions for treatment because their illness makes them a danger to themselves or others, are not prisoners.c)  Parolees who are detained in a treatment center as a condition of parole are prisoners; however, persons living in the community and sentenced to community-supervised monitoring, including parolees, are not prisoners.d)  Probationers and individuals wearing monitoring devices are generally not considered to be prisoners; however, situations of this kind frequently require an analysis of the particular circumstances of the planned subject population. You should contact COMIRB to discuss research involving these populations.
Project Not Eligible for Exempt; please change your answer in Section D to 'Full Board,' as Prisoners require full board review
2.  Decisionally Challenged  i
Check 'no' for #7(f) if this study involves only use of existing data (i.e., retrospective chart review), even if some of the subjects were decisionally challenged when the data were generated.
3.  Children
Section M:  Number or Subjects/Specimens
Section N:  Age Range
2.  Age Range of Subjects to be enrolled:
(inclusive)
 (non-inclusive)
Unless you can justify why age range is not applicable to this study, COMIRB requires both a lower and upper limit age range be specified.  If you are arguing that data will be unidentifiable, and you are including subjects greater than 89 years old, state how you will protect these subjects' identity (e.g., all ages > 89 will be recorded as 89).
3.  Are you stating that recorded data will be unidentifiable?
Section O:  Expected Completion Date
Section P:  Recruitment and Subject Material Used
1.  Indicate which of the following materials will be used in this study (Check all that apply):
Include copies of all recruitment and research materials with this submission.  For all materials, please include on the document COMIRB Protocol Number, PI Name, Study Title, and Version #
Section Q:  Educational Setting
1.  Will research be conducted in a classroom or similar educational setting?
a.  Will research be conducted in public schools?
2.  Will the researchers use their current students or trainees as subjects?
Section R:  Use of Samples/Specimens
1.  Will biological specimens be used in this project?
2.  Are samples publicly available (can be accessed by anyone, regardless of reason)? i
The term 'publicly available' generally means samples that can be accessed freely, via simple request, without special permission (even if a fee is required to obtain the samples).  'Publicly available' does not include samples for which a research protocol/plan, IRB approval, or other special permission is required for access (whether or not a fee is required).  'Publicly available' also does not  mean samples that were collected via a previous research protocol or that reside in a research repository.
3.  Will the samples/specimens (and all associated data) already be in existence at the time of this application?
'Existing' is defined as specimens that have been collected and are on the shelf at the time of this application.  To qualify for Exempt status, specimens used in the research must already be in existence at the time of this application.
a.  What was the time period for source sample collection?
4.  Did individuals provide consent for the samples to be used in research?
a.  Were subjects adequately informed in the original consent that their samples might be used for research similar to this proposed project?
5.  Are the samples provided to the investigators in such a manner that subjects cannot be identified by the investigators?
a.  Will the samples received be coded, with the sample source maintaining a key to the code?
Note: If you will be receiving samples/data that you will not be able to link to subject identity (including coded samples with a Coded Information Agreement in place), the project may qualify for a Non-Human Subject Research determination
b. Is there a written agreement in place that prohibits the release of     subject identifiers to the investigators (e.g., a coded information agreement)?
Please include a copy of the signed agreement with your submission
c. Are the samples coming from a repository that has written policies or procedures prohibiting the release of identifiers?
Please include documentation that the repository has policies prohibiting the release of identifiers
6.  Are the investigators accessing identifiable samples, but recording the analysis results without subject identifiers, so that the results cannot be linked back to subject identities?
If results are recorded with any unique identifiers or any links to subjects' identities at any time, the protocol does not qualify for exemption.
 
Please submit a copy of the data collection tool (spreadsheet, database fields) you will use to record data derived from the samples. 
The proposed use of samples is not eligible for Exempt review.  Please change your answer in Section D to Either Full Board or Expedited Review.  Contact COMIRB at (303) 724-1055 if you have questions about this issue.
Section S:  Use of Data, Documents, or Records 
1.  Will data, documents, or records (not associated with samples) be used?
2.  Are the data publicly available (can be accessed by anyone, regardless of reason)? i
The term 'publicly available' generally means information that can be accessed freely, via simple request, without special permission (even if a fee is required to obtain the information).  'Publicly available' generally does not include information for which a research protocol/plan, IRB approval, or other special permission is required for access (whether or not a fee is required).  With internet data, 'publicly available' generally means any information that can be obtained via a simple Google search; the term does not generally include information that requires a log-in or sign-in to access (e.g., some chat room, blog forum, and social media site information).  You may want to contact COMIRB to discuss your particular idea to see if the information might be considered publicly available.
3.  Will the data, documents, or records already be in existence at the time of this application?
'Existing' is defined as data that have been collected and are on the shelf at the time of this application.  To qualify for Exempt status, data used in the research must already be in existence at the time of this application.
a.  What was the time period for source data collection?
4.  Did individuals provide consent for these data to be used in research?
a.  Were subjects adequately informed in the original consent that their data might be used for research similar to this proposed project?
5.  Are the data provided to the investigators in such a manner that subject cannot be identified by the investigators?
a.  Will the data received be coded, with the data source maintaining a key to the code?
Note: If you will be receiving data that you will not be able to link to subject identity (including coded data with a Coded Information Agreement in place), the project may qualify for a Non-Human Subject Research determination
b. Is there a written agreement in place that prohibits the release of     subject identifiers to the investigators?
Please include a copy of the signed agreement with your submission
c. Are the data coming from a data management center that has written policies or procedures prohibiting the release of identifiers?
Please include documentation that the source center has policies preventing the release of subject identifiers
6.  Is information provided to the investigators, or accessed by the investigators, in a manner where subject identifiers are seen, but identifiers are not being recorded in the data set (e.g., chart review)?
i. Is a master list or spreadsheet used to identify records of interest or to track which records have been extracted (separate from data)?
This is a VA study; use of a tracking sheet disqualifies the study from Exempt status.  Please resubmit as Expedited.
If data are recorded with any unique identifiers or any links to subjects' identities at any time, the protocol does not qualify for exemption under category #4 below.  It is possible that it could qualify for Exemption under a different category (e.g., educational research, category #1).  You might want to contact COMIRB at (303) 724-1055 to discuss this issue.
 
Please submit a copy of the data collection tool (spreadsheet, database fields) you will use to record data. 
Project Not Eligible for Exempt Review under category #4 below; it is possible that an Exemption request can be justified under another category (e.g., educational research, category #1).  You might want to contact COMIRB at (303) 724-1055 to discuss this issue.  Otherwise, you may need to change your answer in Section D to Either Full Board or Expedited Review.
Section T:  Surveys/Interviews/Tests for this Project
1.  Will Surveys/Interviews/Tests be used to collect research data?
2.  Is Data collected from participants recorded in such a way that a person can be identified directly or indirectly? 
3.  Could disclosure of the survey responses place the participant at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability or reputation?
Study does NOT qualify for Exempt Review.  Change your answer in Section D (Type of Review) to Expedited.
Warning: you indicated in Section L that Children are subjects in this research: please be aware that research involving surveys or interviews with children does not qualify for Exempt if submitting as category 2 (see Exempt categories below).
Section U:  Identifiers used in Research
1.  Check the box next to each identifier you will be recording as part of the research data set:
*For all subjects over 89 years, birth year alone is indicative of a subject's age and is considered a direct identifier
Section V:   Protected Health Information (HIPAA)
Protected Health Information is identifiable health information.  De-identified data is NOT considered to be PHI.  If the research involves looking at medical records, this is considered "accessing" PHI, regardless of whether this information is being recorded
1.  Do the HIPAA Regulations apply to this study (Health Information Portability and Accountability Act)?
This question should be answered 'no' if:
● The research is performed at a non-covered entity (e.g., DDC, School of Public Health)
● The only PHI viewed/collected is for patient pre-screening, the investigators have a treatment relationship with subjects, and the VA is not a study site
2.  Is Protected Health Information (PHI) being accessed, collected or recorded for this project?
3.  Will HIPAA Authorization be obtained from subjects?
Attachment O has been added to this application
Section W:  Conflict of Interest
1.  Have all investigators and coordinators listed on this application completed and submitted a UCD COI
     disclosure form to the UCD COI office? 
     This applies to affiliate investigators even if they have submitted a COI declaration in accordance with
     their home institutional policy. 
If this project meets the definition of Human Subject Research (Exempt or otherwise), each person listed on the Application must complete a COI disclosure before the project can be given approval.  For instructions on how to complete a COI disclosure, please click here.
2.  Are there any Conflict of Interest issues to be disclosed for the investigators or key personnel that relate to this study?
Please include the COI Committee Management Plan in this submission if possible.  If this protocol meets the definition of human subject research, it cannot be approved until this Management Plan is reviewed. 
Section X:  Exempt Categories
Categories for Exemption (More than one may be selected)
Category 1
Research is conducted in established or commonly accepted educational settings involving normal educational practices, such as: research on regular or special education instructional strategies;  OR research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
Category 2 (there are limitations on enrollment of Children in this category)
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless information obtained is recorded in such a manner that subjects can be identified directly or through identifiers linked to the subjects;  AND any disclosures of the 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.
Warning: you indicated in Section L that Children are subjects in this research: please be aware that research involving  surveys/interviews with children, and research observing the behavior of children when the investigator participates in the activities being observed, do not qualify for Exempt under this category.
Category 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 Category 2 above, if the subjects are elected or appointed officials or candidates for public office; OR Federal statutes require without exception that the confidentiality of the personal identifiable information will be maintained throughout the research and thereafter.
Category 4   (data recorded with linked codes or identifiers at any time is not acceptable for this category)
Research involving the collection of study or existing data, documents, records, pathological specimens, or diagnostic specimens
('Existing' is defined as data that has been collected and is on the shelf at this time of this application) where the source is publicly available; OR the information is recorded by the investigator is such a manner that subjects cannot be identified directly or through identifiers linked to the subject. 
Category 5
Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads which are designed to study, evaluate, or otherwise examine public benefit or service programs; procedures for obtaining benefits or services under those programs; possible changes in or alternatives to those programs or procedures; OR possible changes in methods or levels of payment for benefits or services under those programs. 
Category 6
Taste and food quality evaluation and consumer acceptance studies if wholesome foods without additives are consumed; OR 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 containment 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. 
Principal Investigator Acknowledgement
Submission of a proposal to the COMIRB requires that the principal investigator and mentor (if PI is a student, resident, or fellow) sign this page indicating they have read the definitions of “scientific misconduct” and “conflict of interest” given below and agree to the continuing responsibility to COMIRB statement.
Scientific Misconduct “Scientific Misconduct” shall be considered to include:
1.         Fabrication, falsification, plagiarism or other unaccepted practices in proposing, carrying out or reporting results from research;
2.         Material failure to comply with Federal requirements for the protection of human subjects, researchers and/or the Public;
3.         Failure to meet other material legal requirements governing research;
4.         Failure to comply with established standards regarding author names on publications;
5.         Failure to adhere to issues of patient confidentiality as provided in the subject consent form, the study protocol, and as outlined in the Code of Federal Regulations (45 CFR 46)
 
Investigators Continuing Responsibility To COMIRB
Once the protocol has been deemed as Exempt it is the Principal Investigator's (PI) responsibility to report any changes in the research activity prior to implementing the changes.
 
Acknowledgment
I have read the definitions of Scientific Misconduct and listed all potential Conflicts of Interest. I have read the Investigator's Continuing Responsibilities to COMIRB. I understand the definitions of Scientific Misconduct and Conflicts of Interest and my continuing responsibilities to COMIRB. My signature below attests to my agreement to conduct this research study in such a manner that acts of scientific misconduct and conflicts of interest will not be committed and that I will comply with the continuing responsibilities to COMIRB.
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Section H:  Human Subjects
1.  Age Range of Subjects to be enrolled:
 
Enrollment Numbers   Note: the number of subjects needed in #2 and #3 below should be justified in the Data Analysis section of the  i protocol included with your submission.
Enrollment numbers reflects the maximum number of subjects to be CONSENTED by the local investigators.  This number will include anticipated screen failures or withdrawals.  If a chart review, local enrollment number should reflect the maximum number of charts to be reviewed by local investigators, regardless of where they originate.Total enrollment numbers (#2) include all subjects to be consented at local sites (under COMIRB purview) and at sites that are not under COMIRB purview.  Local enrollment numbers (#3a) include only subjects to be consented at sites under COMIRB purview. For single-site studies, Total (#2) and Local (#3a) enrollment should be the same.
3.  a. Maximum number of local subjects (i.e., those enrolled at sites under COMIRB purview)  i
          that will be consented, including screen failures and withdrawals:                                                                  Up to
If all sites are under COMIRB’s purview, or if there is only one site in the study, then this number should be the same as #2 above.
b. Number of local subjects (i.e., those enrolled at sites under COMIRB purview) necessary to collect sufficient data to answer the research question:
       Note: this number will typically be smaller than the number in #3a.  i
This question is asking for the maximum number of subjects you need to get all the way through the study in order to answer the research question; this number should be described in the Data Analysis section of the protocol; this number is generally generated through a power analysis, but may have been derived through other methods.For example, power analysis indicates that 50 subjects in each of two arms (100 subjects total) is needed to reliably test the hypothesis.  The number entered in #3b would therefore be 100.  The investigator expects a 20% drop-out rate in this study, so s/he will enroll up to 120 subjects in order to be confident that 100 subjects will complete the study.  120 would be entered in #2 and #3a above.Some pilot, feasibility, and qualitative analysis studies may not have performed a power analysis.  The Data Analysis section of the protocol should still justify the number of subjects the investigator expects to study.  If the investigator will continue to study subjects until saturation of a topic of interest is reached, it is acceptable to enter 'Saturation' for #3b.  In this case, #2 and #3a would still indicate the maximum number of subjects that will be entered into the study, but #3b would indicate that those maximum enrollment numbers might not be reached if saturation occurs earlier.
4.  Is the enrollment limited on the basis of gender, race, or ethnicity?
Vulnerable Populations:
7.  Inclusion of Vulnerable Populations (check all that apply):
These vulnerable populations cannot be enrolled into a study without prior IRB approval.  Will any of these populations be enrolled into the study?
a.  Children (under age 18)?  [adds Attachment H]
b.  Wards of the State (children in custody of the state)?
c.  Neonates (Birth to 30 days)?  [adds Attachment I]
d.  Pregnant Women or Fetuses?  [adds Attachment J]
i. Does this study exclude pregnant women from enrollment, and counsel women on avoiding pregnancy during the trial, but intend to retain or follow-up women who incidentally become pregnant during the trial? 
This study will not be reviewed to include pregnancy at this time.  This study excludes women who are pregnant and counsels subjects on the prevention of pregnancy during the trial.  Any pregnancy that inadvertently occurs in a study subject or a partner of a subject will be reported to COMIRB as an unanticipated problem.  In the case of an unintended pregnancy, continued follow-up is desired and we will submit the required documents for review per COMIRB's policy on pregnant women in research, section C.  
 
If you would like the study to be reviewed at this time to include such inadvertent pregnancies, please check 'yes' to #7d above.
e.  Prisoners or those on probation or alternative sentencing?  i
[adds Attachment K]
Prisoner is defined as any individual involuntarily confined or detained in a penal institution. The term is intended to encompass individuals sentenced to such an institution under a criminal or civil statute, individuals detained in other facilities by virtue of statutes or commitment procedures which provide alternatives to criminal prosecution or incarceration in a penal institution, and individuals detained pending arraignment, trial, or sentencing.The key components of this definition are 1) physical detainment of the individual, and 2) detainment as a result of a court order, either by sentencing or alternative to sentencing (e.g., probation).  Specific examples include:a)  Individuals who are detained in a residential facility for court-ordered substance abuse treatment as a form of sentencing or alternative to incarceration are prisoners; however, individuals who are receiving non-residential court-ordered substance abuse treatment and are residing in the community are not prisoners.b)  Individuals with psychiatric illnesses who have been committed involuntarily to an institution as an alternative to a criminal prosecution or incarceration are prisoners; however, individuals who have been voluntarily admitted to an institution for treatment of a psychiatric illness, or who have been civilly committed to nonpenal institutions for treatment because their illness makes them a danger to themselves or others, are not prisoners.c)  Parolees who are detained in a treatment center as a condition of parole are prisoners; however, persons living in the community and sentenced to community-supervised monitoring, including parolees, are not prisoners.d)  Probationers and individuals wearing monitoring devices are generally not considered to be prisoners; however, situations of this kind frequently require an analysis of the particular circumstances of the planned subject population. You should contact COMIRB to discuss research involving these populations.
Warning: Research that enrolls prisoners (including chart reviews) is not eligible for initial review on an Expedited basis.  If prisoners will be studied, please change your answer in section D to 'Full Board' and submit this protocol for initial review at full board.  The board may decide to expedite subsequent reviews.
f.  Decisionally Challenged (adults only)?  Check yes also  if populations with a high likelihood of decisional impairment will be screened for the study.  [adds Attachment L]
i.   Cognitively impaired
ii.  Incompetent to consent
iii. Proxy consent
iv. Consenting in life threatening situations
Check 'no' for #7(f) if this study involves only use of existing data (i.e., retrospective chart review), even if some of the subjects were decisionally challenged when the data were generated.
TARGETED Recruitment
8.  Check any of the following populations that are being TARGETED for recruitment:
VA Requirements: A CRADO Waiver is required for this research since you are enrolling Prisoners
Section I: Procedures
3.  Are all study procedures for local site(s) accurately described in the protocol?
4.  Does this research involve the delivery of health care, or treatment-oriented procedures?
b.  Is the local standard of care different from the nationally accepted standard?
a. Is there a "usual practice" for what you are studying (e.g., educational techniques, behavioral modification)?
a.  Questionnaires/Surveys (including  verbally administered)?
b.  Informational/Educational Materials?
Remember  these materials need to be documented in EPIC at Children's Hospital, as part of consent process
c.  Diaries?
d.  Interview/Focus Group guides?
e.  Other Items?
Include all of these documents with your Submission Package
6.  Indicate if any of these procedures are relevant to this study:
a.  Is the administration of any drugs, biologics, supplements, or isotopes dictated by the protocol? i [adds Attachment C]
This question should be answered 'yes' if the protocol dictates the use, dosing, or timing of a specific drug, supplement, biologic, or isotope (radioactive or stable).   In the case of a medical record review of drugs that are prescribed in the course of medical practice, this question should be answered 'no.' 
b.  Devices (Including Mobile Medical Applications)  i [adds Attachment D] 
Does this study collect any data about any devices, orUse a diagnostic assay to determine eligibility? 
It is important to remember that devices encompass a wide variety of contrivances, and include in vitro diagnostic assays, genomic tests, and diagnostic/therapeutic medical software programs.  This question should be answered 'yes' for any study that collects data about a device, including:a. Studies where devices used in people or on their samples (e.g., a study evaluating a lab assay by testing blood samples) in order to determine if they work or are safe.b. Medical chart reviews that collect data about devices, even if the devices were used in the course of medical practice.c. Studies that evaluate a device even if the device does not meet the definition of a medical device.
c.  Will the internet be used to collect research data?
     (i.e.  Test, Surveys, Chat Rooms, etc.)  [adds Attachment G]
d.  Will you create a database for future recruitment?  [adds Attachment P]
e.  Will Genetic Testing be involved with this study?  [adds Attachment Q]
f.  Will Biological samples such as urine, sputum, or blood be collected for use in this study?  [adds Attachment R]
g.  Will data and/or biological samples be stored (banked) for future unspecified research questions?  [adds Attachment S]
h.  Are public schools/universities being used as a setting for this research?
[adds Attachment T]
VA Requirements:
6.  Which research procedures described in the protocol are being performed at the VA       (Including subject procedures, sample processing, and data analysis)
7.  Are Human Samples being collected at the VA site (or anywhere for a VA-only study)?
Section J:  Potentials Risks for Subjects
1.  Do you view the risk of this study as minimal ? (Note:  The Committee may disagree)
Warning: You indicated in section D that you are requesting Expedited review.  To qualify for Expedited review, the research procedures must pose no more than minimal risk to subjects.  If you feel the research is greater than minimal risk, please change your answer in section D to 'Full Board' and submit this protocol for initial review at full board. 
4.  Is it possible that the research team may uncover certain incidents (e.g., child abuse) or diseases  (e.g., tuberculosis) that are reportable to state authorities through interventions/testing required by this protocol?
Indicate the reportable incidents/diseases that may be discovered:
i.  Child Abuse
ii.  Immediate risk of harm to self or others
iii.  HIV
iv.  Hepatitis
v.  Other
The COMIRB Standard Statements will also need to be added to the consent
Discovery of these incidents/diseases may result in additional resource requirement (referrals, support).  Please address this issue later in the Application, in section Q, #6.
6.  Describe why the risks to subjects are reasonable in relation to the anticipated benefits to participants and/or society, and in relation to the importance of the knowledge that may reasonably be expected to result, thereby falling in favor of performing this study:
VA Requirements:
Section K:  Recruitment Methods
Subject Identification/Advertising
2.  How will potential subjects be identified? (Select all that apply)
a. You have an existing Research Relationship with potential subjects (in contact within the last 5 years)?
b.  You have or have had a Clinical or Professional Relationship with potential subjects?i
A clinical relationship is defined as contact with patients you have had, or patients of colleagues you cover for, in the past 5 years
c.  Will you use a Recruitment Database to identify potential subjects?
Note: this research involves the VA; be advised that in order to recruit from a recruitment database at the VA, or into VA research, you must request a waiver of consent and HIPAA (see section L, #2)
d.  Will you use ResearchMatch (Complimentary Recruitment Service)?
e.  Will you use HIPAA Authorization A to obtain permission to recruit patients?i
HIPAA A is needed to initiate direct contact with potential subjects (based on medical PHI) with whom you have no established relationship (i.e., another provider refers a patient to you for you to then contact).  HIPAA A is not needed for potential subjects to initiate contact with you, such as in responding to an advertisement.
Include HIPPA A Authorization with this submission.  In #3 below, include a description of how HIPAA A will be used in recruitment.
Note: You have indicated above that you will have an existing clinical or research relationship with potential subjects.  You would not need HIPAA A to contact these potential subjects; you may wish to include HIPAA A for additional outside referrals to your research.
f.  Will you use Advertising to recruit subjects?
4.  Indicate the methods of recruitment to be used in this study (Check all that apply):
a.  In-person or face-to-face
b.  Direct mailings to potential subjects (Letters/Postcards, etc.)
c.  Electronic correspondence (E-mails)
d.  Telephone
e.  Advertisements
f.  Other Methods
i.  Direct Mailings
A.  Will correspondence be sent in an envelope?
ii.  Electronic Correspondence
iii.  Telephone Recruitment
iv.  Advertisements  (Please see COMIRB's Advertising Components Submission Form and include with submission if possible)
A.  Check all forms of advertisement planned for this study:
1.  Flyer in Participating Institution
2.  Flyers in Community
3.  Ads directly mailed to potential subjects
(Make sure to check 'yes' for #4b above)
4.  Radio
5.  Television
6.  Newspaper
7.  Internet
8.  Clinics
9.  Other
v.  Other Recruitment Methods
UCD has a free advertisement website for all COMIRB-approved clinical trials. All trials advertised on this site must be submitted with a COMIRB-approved advertisement. Advertisements can be submitted to COMIRB for approval with the initial submission, or at a later time via an amendment. Remember to check yes to #4e above if you will be submitting an advertisement.
Submit your Web ad here >>
See the Clinical Advertisement Website here >>
5.  Will participants be paid for their time, reimbursed for travel or meal expenses, or receive any sort       of "gift" for participating in this study?
6.  Are any other items being give to subjects as incentives?      (such as Pens, Mugs, Calendars, T-Shirts)
Attach Photograph(s) of promotional items given to subjects
VA Requirements:
7.  Are you recruiting subjects from the VA?
Complete the VA Recruitment Checklist
Section L:  Informed Consent
I. Consent Process / Consent Documentation
All studies must either have a consent process or waive consent completely.  Note that studies using deception or a Waiver of Documentation of Consent still have a consent process of some kind.  For the next question (1), answer "No" only if you are requesting a Full Waiver of Consent for the entire study.  Otherwise, answer "Yes" and provide details of the consent process used in this study in the subsequent questions.
1.  Does this study have a consent process?
2.  Is a Waiver of Consent or a Waiver of Documentation of Consent being Requested?
[adds Attachment M]
Consent cannot be waived if doing research on Newborn Blood Spots
II. Other Consent Considerations
3. Will subjects be screened prior to consent (e.g. medical record or phone/E-mail screening?)
a. Which of the following methods apply to your pre-screening plan?
This study involves the VA; this pre-screening requires waiver of consent for subjects in VA research.  Complete Attachment M.  HIPAA waiver (Attachment O) will also be needed (for data access) in section N, #2.
This pre-screening requires waiver of consent.  Complete Attachment M.  HIPAA waiver (Attachment O) will also be needed (for data access) in section N, #2.
This pre-screening requires waiver of documentation of consent, with a verbal consent process (see COMIRB's  Pre-screening Consent Script template).  Complete Attachment M to request waiver of documentation of consent.  If you are recording identifiable health information during this pre-screening, you will also need to request a waiver of HIPAA authorization (for data use) in section N#4.
Provide a copy of any script or screening questions with this submission
c. Indicate whether these screening data will be used in data analysis for:   (Select all that apply, but at least one)
COMIRB discourages saving pre-screening data from potential subjects who do not ultimately enroll in the study.  If done, data should be stored as anonymous, without direct or indirect identifiers.  Please see COMIRB's guidance on pre-screening for further information.
4.  Will any research procedures be done prior to obtaining consent (including fasting)?
Waiver of consent, or waiver of documentation of consent, is required for these procedures.  Complete Attachment M.
5.  Will subjects provide information about other identifiable persons, such as relatives or friends (secondary subjects), that will be used for data analysis?
Waiver of consent is likely required to collect this information.  Complete Attachment M.
6.  Will a signed and dated copy of the consent form be provided to all subjects?
Waiver of documentation of consent is required.  Complete Attachment M.
7.  Are you using any deception in this study (withholding information in consent or misleading subjects about the study objectives or outcomes)?  [adds Attachment N]
Waiver of consent is required.  Complete Attachment M, along with Attachment N.
Based on your your answers to above, waiver of consent and/or waiver of documentation of consent is needed.  Please complete Attachment M.
III. Consent Details
9.  Will the PI or member of the study team be solely responsible for obtaining consent?
10.   Will consent be obtained in a quiet and private setting?
11.  Will participants be given time to read the consent, ask questions, and have time to consider whether         or not to be involved in this study?
12.  Will comprehension and autonomy be assessed by asking questions about the study and assessing         their responses?
13.  Who will provide consent or permission ? (More than one may be selected)
Please discuss consenting issues with the legal department of the institution(s) where this research will take place to determine who meets the definition of a legal guardian.
You intend to include Wards of the State; please note that a guardian ad litem may not meet the definition of a legal guardian under CO law.
Non-English-speaking subjects
Subjects who do not speak English should be allowed equal access to research, particularly when the research holds a potential direct  benefit to subjects, unless there is an appropriate rationale to exclude them.  If you are not targeting these subjects for enrollment, they can still be included via use of the ready-translated short forms (along with adequate translator services) available on COMIRB's website.  Use of the short form should be your default approach for potential subjects encountered who do not speak English.  If you are targeting non-English-speaking subjects, or once you have enrolled 3 subjects in a given language, your consent form should be translated.  
15.  Is there an appropriate rationale to exclude non-English-speaking subjects?
Note: COMIRB does not consider lack of resources to be an appropriate justification
Select consent method(s):
Consenting with translated consent forms, or verbally with a waiver of documentation of consent
All translated consents (along with translator credentials) must be submitted after the English version is approved
b.  Will an interpreter be used for the consent process?
Consenting with the short form
Please see COMIRB's website for ready-to-use short forms in many languages
Please see COMIRB's Policies & Procedures (section 14.9.2) for the required short-form consenting process
d. Confirm that all of the following required procedures regarding the short form consent process will be followed:
Subjects who are Blind, Illiterate or have Similar Reading Limitations
16.  Is there an appropriate rationale to exclude non-reading subjects?
a.  Confirm the entire consent form will be read to the subject:
VA Requirements:
Complete Attachment M: Waiver of Consent AND Attachment O:  Waiver of HIPAA Authorization
19.  Will all individuals obtaining consent have a VA appointment (paid or WOC)?
Warning: All VA research personnel must have a VA appointment
20.  For VA-regulated portions of this study, will consent be documented through the use of         VA Consent Form 10-1086?
Warning: The VA consent form must be used to document consent for all VA research
21.  Does this study have a Certificate of Confidentiality?
Note: Because this study has a Certificate of Confidentiality, please be advised that:
a) The requirement to maintain a subject master list is waived
b) The requirement for CPRS subject notes are as follows: 
         i.  For studies that do not involve a medical intervention (e.g., observational studies, including interview and questionnaire studies), no annotation may be made in CPRS of this study
ii. For studies that involve a medical intervention, a progress note entry should indicate that the individual has been        enrolled in a research study (in general terms), any details that would affect the individual's clinical care, and the name and contact information for the investigator conducting the study.  Consent and HIPAA forms are not to be included in the health record.
a.  Will a master list of subjects be maintained by the PI for all subjects enrolled in the study        (VA-only research) or for all subjects enrolled at the VA Site (Multi-Site Study)?
b.  Will a CPRS research Subject B note be entered to document the consent process?
i.  Does this study involve only secondary use of data or samples?
Warning: a special waiver is required if a CPRS note will not be entered.  Please contact the VA Research Office for guidance on this process.   If granted, the waiver will be noted with the VA Clearance letter and in the COMIRB feedback letter.
Section M:  Privacy and Confidentiality during Study Procedures
Privacy - refers to subjects' ability to  control others' access to information about themselves
1.  Will the PI/Research Team interact with subjects to collect information?
Check all that apply:
2.  Could association with the research be considered stigmatizing or damaging to the subjects' financial
      standing, employability or reputation?  (e.g. STD/HIV clinic, Substance Abuse Rehabilitation Center)
Confidentiality - refers to the investigator protecting others' access to subject information
3.  Check if any of the following Personal Information attributes are being collected/stored for research purposes?
4.  Will personal information elements be stored separately from other research data?
5.  Will personal information be available to anyone other than research personnel?
6.  Will any data about an individual, group or institution be considered sensitive?
b.  Will Subjects have the right to refuse to have these sensitive data collected?
VA Requirements:
7.  Are any VA sensitive data collected (including any Personally Identifiable Information (PII)?
a.  Will you store these data at the VA?
i.  Do you have a waiver from the VA Chief Information Officer?
8.  Will any subject data related to drug/alcohol abuse, HIV infection, or sickle cell anemia (information covered under 38 U.S.C. 7332) be disclosed outside the VA?
Section N:  HIPAA (Health Information Portability and Accessibility Act)
Learn more about HIPAA
1.  Do HIPAA regulations apply to this research (i.e. covered entity accessing, using or disclosing identifiable health information [PHI])?  
2.  How are you accessing PHI under HIPAA regulations (i.e.  what authorizations are in place)?  i
This question asks how you are GAINING ACCESS to identifiable health information (PHI) in a way that complies with the HIPAA Privacy rule.Treatment Relationship:  If you have a treatment relationship with all subjects, you may view their medical records for study pre-screening. If you do not have a treatment relationship, or if you are viewing the medical information to record it for research, you should select a different option.HIPAA A:  This option allows for each individual potential subject (with whom you do not have a treatment relationship) to provide written authorization for their provider to send PHI to you for study screening; or this could be used for the potential subject to provide written authorization for you to view their medical records for study screening.  HIPAA waiver:  If you have no treatment relationship and are not able to obtain written authorization, you might need to justify an IRB-granted waiver of HIPAA in order to access the PHI.  Check to make sure one of the next two options do not apply.Data Use Agreement:  This option allows for access to a Limited Data Set (LDS).  An LDS is health information that has none of the 18 HIPAA identifiers except for dates (date of birth, dates of service, etc.)  and city/state/zip code information.  If you are receiving health information with these limited identifiers, you can do this under a signed Data Use Agreement.Business Associate Agreement: This agreement allows for transfer of PHI for business purposes.  You would be required to perform a service with the PHI received; such an agreement is not likely to apply if you are performing research with the data.HIPAA not needed to access health information in this study:  Often, the access to health information is not regulated by HIPAA.  For example, if you are obtaining health information directly from subjects outside of a health care setting, HIPAA would not apply to the data collection.  Other examples include receiving identifiable health information from an entity that is not covered by HIPAA, or receiving unidentifiable health information.  In these cases, none of the above would be necessary.
Remember: the pre-screening plan outlined in section L requires a HIPAA waiver
With whom is this agreement being made?
3.  Will PHI be disclosed outside the covered entity?
      Note: study monitors reviewing study records at our study site is considered a disclosure 
4.  What authorization(s) is (are) in place for the use and/or disclosure of the PHI collected?  i
This question asks how you will USE and/or DISCLOSE identifiable health information (PHI) in a way that complies with the HIPAA Privacy rule.HIPAA B:  Each individual subject provides written authorization for you to perform data analysis (and/or release to someone outside of the UCD/affiliate institution) for the research.  HIPAA B Authorization is typically built into the consent form, though may be a separate document (e.g., for VA research).HIPAA waiver:  If you are not able to obtain written authorization, you might need to justify an IRB-granted waiver of HIPAA in order to analyze (and/or release) the PHI.  Check to make sure one of the next two options do not apply.Data Use Agreement:  This option allows you to disclose/release a Limited Data Set (LDS) only without obtaining authorization from each subject.  An LDS is health information that has none of the 18 HIPAA identifiers except for dates (date of birth, dates of service, etc.) and city/state/zip code information.  If you are disclosing/releasing health information with these limited identifiers, you can do this under a signed Data Use Agreement.Business Associate Agreement: This agreement allows for release/disclosure of PHI for business purposes only.  You would need to be releasing the data strictly for your outside recipient to perform a service with the PHI.  One example might be that you require an outside individual to link data from one source with data from another source for you.  The person doing the linking is not an investigator; s/he is only performing the linking service.
Remember: the pre-screening plan outlined in section L might require a HIPAA waiver (if you are collecting PHI in pre-screening)
5.  Will a signed and dated copy of the HIPAA B form be provided to the subject?
Make sure to choose a consent template with HIPAA language (Biomedical or Social/Behavioral) 
Make sure that you have requested a HIPAA Waiver (#2c or #4) above
6.  The HIPAA rule makes transfer of data within a study complicated.  If there will be more than one transfer step of  data in this study, you are strongly encouraged to include a flow diagram of the data movements in this research.  Click here for a sample flow diagram.
VA Requirements:
7.  Will any PHI from this study be disclosed outside of the VA (even to another UCD affiliate)?
a.  Are the VA consent and HIPAA B consistent in identifying this disclosure?
i.  Do you have a Waiver of Consent and/or HIPAA?
Note: When data are disclosed outside of the VA, the original data must remain at the VA, and only a copy of the data can be released.  With this outside transfer, there is a presumption that the recipient owns the data.  If there is no intent to grant ownership rights to the data copy transferred, there should be a Data Use Agreement in place to clarify the terms of data use and that ownership does not transfer.
Section O:  Data Management and Security Plan
Electronic Data
1.  Will data be stored in ELECTRONIC format?
b.  Describe where the primary data set will be located:
i.    Secure Server
ii.   Local Hard Drive
iii.  REDCap Data Storage
iv.  Data are transmitted directly to sponsor/funding entity site:
c.  How will these data be protected?
i.  Encrypted
ii.  Restricted Access
d.  Is removal of identifiable data from the department restricted?
e.  Will identifiable data be stored on a mobile device?
b.  Is the data on the mobile device encrypted?
f.  Will additional copies of identifiable data be created?
g.  Will the system/application be accessible via the internet?
(Please check "no" for REDCap data storage and e-CRF transmission to Sponsor)
Audio/Digital Audio Recordings
2.  Will any audio or visual data be collected?
a.  Will data be collected as Audio Recordings or Digital Audio?
ii.  Will identifiable information be removed during the transcription process?
iii.  Can Individuals request portions of the recording be deleted?
iv.  Will data from or about non-consenting participants be eliminated?
vi.  Will recordings be transported or removed from the work site?
b.  Will data be collected as Video Tape or Digital Video?
ii.  Will release for video imaging be obtained?
iii.  Will images of consenting individuals be disguised (Including tattoos, birthmarks, etc.)
iv.  Will images of non-consenting individuals be disguised (Including tattoos, birthmarks, etc.)
vi.  Will videos be transported or removed from the work site?
Include a copy of the Video release with this submission
c.  Will data be collected as Photographs or Digital Photo?
ii.  Will release for photography be obtained?
iii.  Will images of consenting individuals be disguised (Including tattoos, birthmarks, etc.)
iv.  Will images of non-consenting individuals be disguised (Including tattoos, birthmarks, etc.)
vi.  Will photographs be transported or removed from the work site?
Include a copy of the Photographic release with this submission
Paper Data
3.  Will data be stored in Paper Format (This includes Consent and HIPAA documents)?
b.  Will paper documents be stored in a locked, secured cabinet accessible only to the PI and       Research Personnel?
c.  Will paperwork be transported or removed from the work site?
Data Destruction Plan
4.  Is there a plan to destroy study data? (if yes, select one of the subsequent choices)
a.  HIPAA Regulations:  7 years after IRB acknowledgement of study closure
b.  NIH Regulations:  >3 years from the date the Financial Status Report is submitted
c.  FDA Regulations involving Drugs:  2 years following the data a marketing application is approved
     (or per sponsor requirements which may be longer)
d.  FDA Regulations involving Devices:  2 years following the approval for marketing
     (or per sponsor requirements which may be longer)
e. VA regulations:  Destruction of VA research data will follow the VA ORD Records Control Schedule (RCS) 10-1, Section 7.6 , Research Investigator files, approved July 2015.
f. Children's Hospital Colorado Policy: see CHCO Research Data-Ownership, Use, and Retention Policy
g.  Other Agency Criteria
VA Requirements:
5.  Will data obtained from the VA site be stored electronically on VA servers within the VA protected environment (required for VA-Only studies)?
Note: if any VA data will be stored in a REDCap database that is not housed at the VAMC (e.g., the CCTSI REDCap system at UCD), there is special language that must be included in the consent form and HIPAA authorization form.  Please contact the VA Research Office for more details.
6.  Biological samples collected at the VA (or collected anywhere for a VA-only study) cannot be stored outside VA property without a CRADO waiver (see Attachment S1).  Indicate which procedure this study will follow:
a.  If the Coordinating Center is a non-VA site, is it identified in the VA Consent and HIPAA Forms?
The Coordinating Center must be listed in the VA Consent and HIPAA Forms
i. If No, is there a waiver of consent, HIPAA, and a Data Use Agreement
i.  If No, is there a waiver of Consent/HIPAA and a Data Use Agreement?
Section P:  Data and Safety Monitoring Plan
Unanticipated Problems (UAP's) require monitoring and reporting
All studies have potential unanticipated problems  (at a minimum, breach of confidentiality is a reportable UAP).  These include any "unanticipated event" or any "unexpected adverse event that is at least probably related to the research".  All UAP's must be reported in accordance with current COMIRB policy using the electronic forms available.
Click here and see #14 for  UAP policy
4.  To what external entities will local adverse events be reported?
a.  Sponsor
b.  Coordinator Center/Lead Site
c.  FDA
d.  None
e.  Other
5.  Will periodic global review of safety/adverse events (SAE's and AE's) occur?  i
For this question, COMIRB wants to know if there is someone, or some committee, that will be reviewing adverse events across all subjects in the study.  This might not be necessary for small studies, or it might just be the PI who is responsible for evaluating all of the AEs.  This type of monitoring is especially important for studies that have multiple sites; who is making sure that AEs across all sites are being assessed for unexpected safety signals, as opposed to relying on the AEs that occur at the local site only?If physical or psychological adverse events will not occur due to the nature of the study (i.e., social and some behavioral research), 'N/A' is an appropriate answer.
a.  Indicate who will perform these reviews (check all that apply):
b.  For each box checked above, answer the following:
Reviewing Entity	
Describe Expertise
Review Frequency
Written Reports
Report Frequency
Remove
6.  Will any formal interim analyses be performed?
7.  Are there defined participant discontinuation criteria? i
Participant discontinuation criteria describe the rules for when  the investigator would withdraw any particular subject from the study due to a concern for the subject's safety.  If there are any subject discontinuation criteria listed in the protocol, the answer to this question should match that information.
8.  Are there any overall protocol/study stopping rules? i
Study stopping rules are a set of criteria that would lead the investigator to stops the entire study due to a safety concern.  If there are any study stopping ruleslisted in the protocol, the answer to this question should match that information.
Section Q:  Resources for Conducting Research
COMIRB wants to ensure that the PI has the resources to conduct a safe and compliant study
You are using a Children's Hospital NOC site.  Make sure to check the available resources at the site(s) before completing this section.
1.  Are there any factors that limit the feasibility of this study?      (e.g. limited population, competing resources, other studies, etc.)
4.  What resources are available at performance sites to treat emergencies resulting from study-related procedures (check all that apply)?
6.  Will other medical or psychological resources be required as a consequence of the research?
      (Include referral plans for newly identified diagnosis, suicidal ideation or problem behaviors [e.g., EtOH abuse].  Think about possible incidental findings on any imaging studies done for research purposes only.)
Section R:  Conflict of Interest
1.  Have all investigators and coordinators listed on this application completed and submitted a UCD COI
     disclosure form to the UCD COI office? 
     This applies to affiliate investigators even if they have submitted a COI declaration in accordance with
     their home institutional policy. 
Each person listed on the Application must complete a COI disclosure before the project can be given approval.  For instructions on how to complete a COI disclosure, please click here.
2.  Are there any Conflict of Interest issues to be disclosed for the investigators or key personnel that relate to this study?
Please include the COI Committee Management Plan in this submission if possible.  The management plan must be reviewed before COMIRB can issue approval.  If this protocol is reviewed by Full Board, the management plan must be reviewed by the full board prior to initial approval. 
Section S:  Clinical Trials Compliance
1. Clinical Trials (standard definition)
A research study  in which one or more human subjects are prospectively assigned [individually or in clusters] to one or more interventions [including behavioral interventions, placebo or other control], to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes.
a) Does this study meet the above definition of a clinical trial?
b) Is this a single-site study, or is UCD (or affiliate institution), acting as the lead study site?
2. Applicable Clinical Trials (FDAAA definition) 
If this study is an "applicable clinical trial," it must, by law, be posted on the clinicaltrials.gov website, with periodic updating and posting of research results.  Since this study utilizes drugs and/or devices, please click here to determine if this trial is an "applicable clinical trial" under U.S. law.   
a) Is this study an applicable clinical trial according to the algorithm at the link above?
Notice: As the PI, you are responsible for posting this trial on ct.gov before enrolling the first subject.  The FDA mandatory language concerning this posting must appear in the consent form (see COMIRB's consent template, "Who Do I Call if I Have Questions" section).  Posting on ct.gov requires understanding the system; please contact the Clinical Research Support Center for guidance and training (303.724.1111).
Notice: The FDA mandatory language concerning posting of this trial on ct.gov must appear in the consent form (see COMIRB's consent template, "Who Do I Call if I Have Questions" section).  The central site has the responsibility for ensuring the trial is appropriately posted to the ct.gov.
This clinical trial is not applicable under FDAAA.  Please note that the institution will also make a determination of applicability; read your COMIRB feedback letter carefully for a final determination.  Any clinical trial determined to be applicable will be required to follow full US regulations regarding posting on clinicaltrials.gov.
 
Even though this clinical trial is not 'applicable,' it still must be registered on clinicaltrials.gov before enrolling the first subject, for reasons related to publication and institutional billing (see the International Committee of Medical Journal Editors notice: http://www.icmje.org/publishing_10register.html).  With this less stringent ct.gov registration, be aware that:
● The FDA mandatory language about ct.gov posting should not appear in the consent form (see COMIRB's consent template, "Who Do I Call if I Have Questions" section)
● Only study methodology needs to be posted; do not post study results (very onerous process)
● Contact the Clinical Research Support Center (303.724.1111) for assistance, training, and guidance on ct.gov issues
 
You are strongly encouraged to register this study on ct.gov now.  If you have already registered this study, please enter the NCT# below.  If you have not yet registered the study, please enter 'Pending' below.
This clinical trial is not applicable under FDAAA.  Please note that the institution will also make a determination of applicability; read your COMIRB feedback letter carefully for a final determination.  If the clinical trial is determined by the institution to be applicable under FDAAA, COMIRB will require the FDA mandatory language to appear in the consent form.  The Sponsor or Central Site may request the language be removed, but must also provide a rationale for why the trial is not applicable under FDAAA.
 
Even though this clinical trial is not 'applicable,' it still must be registered on clinicaltrials.gov before enrolling the first subject, if the study will involve any institutional billing.  The FDA mandatory language about ct.gov posting should not appear in the consent form (see COMIRB's consent template, "Who Do I Call if I Have Questions" section) unless requested by the Sponsor/Central Site.
 
The Sponsor/Central Site is responsible for all aspects of registering the clinical trial, but your trial may not be allowed to begin locally until the ct.gov NCT# is provided to the institution.  Please contact the Sponsor to obtain the NCT#; enter it below if it is known at this time, and it will be made available to the institution.  If the Sponsor/Central site has not yet registered the study, please enter 'Pending' below.
Click here to view tips on looking up your study's NCT#
This study is not a clinical trial and therefore does not require posting on clinicaltrials.gov.  However, you may wish to optionally post this study on ct.gov.  YOU SHOULD KNOW that many journals are now requiring that studies be registered on clinicaltrials.gov before enrolling the first subject, in order to be accepted for publication (see the International Committee of Medical Journal Editors notice: http://www.icmje.org/publishing_10register.html).  With voluntary posting on ct.gov, be aware that:
● The FDA mandatory language about ct.gov posting should not appear in the consent form
● Only study methodology needs to be posted; do not post study results (very onerous process)
● Contact the Clinical Research Support Center (303.724.1111) for assistance, training, and guidance on ct.gov issues
Principal Investigator Acknowledgement
Submission of a proposal to the COMIRB requires that the principal investigator and mentor (if PI is a student, resident, or fellow) sign this page indicating they have read the definitions of “scientific misconduct” and “conflict of interest” given below and agree to the continuing responsibility to COMIRB statement.
Scientific Misconduct “Scientific Misconduct” shall be considered to include:
1.         Fabrication, falsification, plagiarism or other unaccepted practices in proposing, carrying out or reporting results from research;
2.         Material failure to comply with federal requirements for the protection of human subjects, researchers and/or the public;
3.         Failure to meet other material legal requirements governing research;
4.         Failure to comply with established standards regarding author names on publications;
5.         Failure to adhere to issues of patient confidentiality as provided in the subject consent form, the study protocol, and as outlined in the Code of Federal Regulations (45 CFR 46).
Investigators Continuing Responsibility To COMIRB
Once the protocol has been approved, it is the Principal Investigator's responsibility to report any changes in the research activity prior to implementing the changes. It is also Principal Investigator's responsibility to report any unanticipated problems with the study in accordance with COMIRB policy and submit for continuing review in a timely manner. Failure to obtain approval within the required time will result in the study expiring and being administratively closed. This is viewed as non-compliance by COMIRB. See UCD policy for more details as to investigator responsibilities for human subject protection.
Acknowledgment
I have read the definitions of Scientific Misconduct and listed all potential Conflicts of Interest. I have read the Investigator's Continuing Responsibilities to COMIRB. I understand the definitions of Scientific Misconduct and Conflicts of Interest and my continuing responsibilities to COMIRB. My signature below attests to my agreement to conduct this research study in such a manner that acts of scientific misconduct and conflicts of interest will not be committed and that I will comply with the continuing responsibilities to COMIRB.
I have completed all required training and I will conduct my study in compliance with all federal, state and local laws and policies.
 
 
_________________________         __________                  _________________________         __________                                                                                                                                       
Signature of Principal Investigator          Date                           Signature of Mentor                           Date
                                                                        (if applicable)
 
COMIRB Application  Attachments
When using COMIRB's new "smart PDF" Application, your answers to various questions should have opened required Attachments.  If using the new smart form, complete the attachments embedded in that document.
 
This form is to access COMIRB's Attachments, if requested by COMIRB, on protocols using older versions of the Application or no Application form.
Complete attached Fee Billing Form
A
  Attachment A: Multi-Site Studies
What is this Attachment for?
COMIRB must ensure that all performance sites which are engaged in research (i.e., whose employees are the primary recipient of the research funding, are consenting subjects, are interacting with subjects to collect research data, or are analyzing identifiable data) have review by an IRB.  More detailed guidance on when sites are, and are not  engaged, in research can be found by clicking here.  COMIRB is responsible for providing IRB oversight for research conducted by faculty, employees, and students at the University of Colorado Denver, Denver VA Medical Center, University of Colorado Hospital, Denver Health, and Children's Hospital Colorado. 
 
If your research engages outside investigators who are employees or students from institutions other than these, then those investigators would need to seek their own IRB review and approval through the institutions that they are affiliated with for their involvement in the research.  In limited, select cases, and if the external institution and COMIRB both agree, COMIRB may serve as the IRB of record for the external institution.  Similarly, COMIRB may agree to cede oversight of employees and staff for whom it is responsible to another IRB in limited, select cases.
 
The questions on this form are necessary for COMIRB to ensure that each engaged site on this study has proper IRB oversight.  If you have questions about engagement or ceding, please contact the COMIRB Help Desk at (303) 724-1055.
1. Sites
a. Will research procedures be performed at one or more unaffiliated sites external to the UCD System)?
Do Not Complete the Rest of this form!  This form is for when there are performance sites outside of UCD and its affiliates.  Please go back to Section F(b) of the Application and check 'no' for #4.
b.  Is UCD or one of its Affiliates the lead/central site for this multi-center project? i
Answer yes to this question if our site is acting as the central site, the lead site, or the coordinating site for this multi-site study.
2. COMIRB Ceding to Another IRB
a.  Is COMIRB being asked to cede to another IRB?
iv.  Does COMIRB have a research contract with this site on file?
Please see the Instructions for Ceding to Another IRB.  The decision whether or not to cede to another IRB rests with the COMIRB Director or designee
2. IRB Oversight
a. Will each non-affiliated site referenced in #1d obtain IRB approval from their own IRB?
i.  Is COMIRB being asked to serve as the IRB of Record for any non-affiliated site(s)?
Please complete Table A1 below to detail the institutions that intend to use COMIRB as the IRB of record.  You must contact the COMIRB Director to request permission for COMIRB to be the IRB of record for external sites, and then execute an IRB Authorization Agreement.
Please be aware that when COMIRB is the IRB of record for an external institution (or external individual investigators), the external personnel working on the protocol must be listed on COMIRB's Personnel Form; they will need to complete COMIRB-required CITI education and complete a UCD Conflict of Interest disclosure.  The PI is responsible for making sure all outside personnel are appropriately listed, according to COMIRB's current requirements.
b.  Are there any non-affiliated sites referenced in #1d that will NOT be under IRB review?
All research sites in this study must be under IRB oversight unless they are not engaged in research.  Please hover over the following header and use the link to guidance to assess whether these remaining sites are engaged in research.  If they are engaged, they will either need to have their own IRB review, or request that COMIRB be the IRB of record (see #3,a,i).
3. Site Engagement in Research i
Generally, a site is engaged in research when its employees ("agents") are the primary recipient of funding for the research; are directing the research; are consenting subjects; are interacting with subjects to collect data/deliver study interventions; or are analyzing identifiable data.  For example, if an investigator conducts a survey in a grocery store, the grocery store is not engaged; however, if grocery store employees administer the survey to subjects, the grocery store is engaged.  Click on the link to the right to see OHRP's guidance on engagement. 
Guidance on "Engaged in Research"
4. Coordinating Center Responsibilities
Copies of all external site IRB approvals must be submitted to COMIRB when available.  PI must maintain records of current IRB approvals from all sites.
Describe the plan for managing this multi-site study by answering the following:
a. Has an oversight plan been developed and received approval from the institution?
Please contact the CRSC at: clinicalresearchsupportcenter@ucdenver.edu
Please upload you signed approval with this submission
h.  Will data monitoring of external sites occur?
Include reference to external specimens on Attachment R
Attachment A1
Contact COMIRB to request IRB Authorization Form(s) for COMIRB to be the IRB of record for the site(s) listed below
Complete for each site engaged in research for which COMIRB is to be the IRB of Record:
Remove
Site	
FWA #
Contact Information for
Responsible party this site
IRB Contact Information [If applicable]
Completed IRB  Authorization
Attach a copy of completed IRB Authorization Agreements with this application
B
  Attachment B:  International Research
A. International Setting
Note:  All students and trainees (includes residents/fellows) traveling internationally MUST register Office of International Affairs; please call  (303)  315-2230.
 
For faculty, UCD policy requires purchase of international travel tickets through Christopherson Travel, which will automatically register you with the Office of International Affairs.
 
There may be other important considerations when conducting international research (e.g., local contracts, Visas, safety, etc.).  You should contact the Office of International Affairs at (303) 315-2230 to discuss your plans while outside the United States.
1.  Is only existing data sent to or from the U.S. being used for this study?
2.  Are existing biological samples sent to or from the U.S. being used for this study?
3.  Are you travelling overseas to collect data or specimens, or to perform any research activities?
4.  Are you directing or funding any research activities to be performed in another country?
Form is Complete!
OHRP Resources
OHRP has helpful reference materials for international research, including a searchable database for international IRB's and country-specific listings of local laws related to Drugs/Devices, Privacy/Data Protection, Biological Samples, Genetic Research, and Embryo/Stem Cell research.  Please see the following links:
 
Find International IRB's (choose advanced search)
Local Laws
B. Cultural Aspects
1.  Will all of the subjects be fluent in English?
2.  Describe the cultural norms and customs as they relate to the research including individual autonomy, age of majority, cultural appropriateness of research questions, social, economic and political concerns regarding research, etc. in this setting:
C. Expertise and Consultation
2.  Will the investigator be collaborating with local persons (e.g. researchers, universities, community leaders) ?
Include with this submission, a letter(s) or support from collaborators
3.  If you are a student or trainee, will your mentor be with you in-country
4.  Will the research be reviewed by a local IRB or ethics committee?
5.  Is the compensation being offered consistent with local wages or local standard of living?
6.  Have you received local input on the compensation?
D. Logistics of Project
3.  Will this be a single visit?
E. Dissemination of Results
VA Regulations:
VHA Regulations: VHA policy states that permission must be obtained from the Facility Director prior to initiating any international research that meets the following definition:
 
For the purpose of VA policy, International Research is defined as any VA-approved human subjects research conducted at international sites (not within the U.S., its territories, or Commonwealths) or to VA-approved research using either human biological specimens or human data originating from an international site. Research performed on US military bases, ships or embassies outside the United States is not considered international research.
 
NOTE: This policy applies regardless of the funding source (funded or unfunded) and to research conducted through any mechanism of support including agreements, Memoranda of Understanding (MOU), Cooperative Research and Development Agreements (CRADA), grants, or contracts. Also, All VA-approved research must be approved by the Research and Development (R&D) Committee. 
 
Multi-site trials are only covered under this definition if: 
1.         VA is the sponsor
2.         VA functions as the coordinating center
3.         VA subcontracts to a foreign site 
4.         The principal investigator (PI) for the total project is a VA investigator
 
This Directive does not apply if VA is only one of the participating sites and the trial does not meet the preceding conditions. (VHA Directive 2005-050)
Please contact the VA Research Office to discuss this process
Note about Non-human subject research:
The above definition of international research applies even if the research does not meet the definition of human subject research requiring IRB review (e.g., if the investigator receives anonymous human samples or data from an international source).  Non-human subject research at the VA still requires approval and oversight by the VA R&D Committee.
C
  Attachment C:  Drugs or Biologics 
1.  Is the study requesting exemption from informed consent requirements for emergency research?
Please contact the Director of COMIRB prior to submission [303 724 1058]
2.  Is the study requesting exemption from IRB review requirements under 21 CFR 56.104?[Emergency Treatment Use]
Do Not complete this Form!
DURC Committee approval will be needed; please contact IBC@ucdenver.edu to arrange for review
Drug Information
Stable compounds used in tracer quantities do not meet the FD&C Act definition of a drug.  Please provide tracer handling information:
Does this drug have significant interactions with OTC or drugs that are commonly prescribed in primary care settings?
Is this Drug FDA approved?
Please Include the FDA prescribing information (package insert) with submission
Is there an IND for this study?
       Warning: A drug that is not FDA-approved cannot be used in research without an IND
       Note: Unapproved radioactive drugs may be eligible for RDRC oversight without an IND
If subjects are of child-bearing potential, is potential pregnancy an issue with this drug?
Will this drug/compound be managed by a hospital pharmacy?
For Drugs used Without an IND
[make sure to check 'yes' for a,b, and/or c below to indicate how this drug is given off-label]
a. Does the use of the test article involve a route of administration not currently FDA approved?
b. Does the use of the test article involve a dose level not currently FDA approved?
c. Does the use of the test article include a subject population not currently FDA approved?
i.  Does this off-label use of the drug increase its risks, or decrease the acceptability of its risks?
d. Is the research intended to be reported to the FDA in support of a new indication for use or to support     any other significant change in the labelling for the drug?
e. Is the research intended to support a significant change in the advertising for the product?
f. Are you seeking a waiver of consent for the administration of these drugs?
For Drugs under an IND
The Investigator Brochure may not be used for this purpose
Attach Documentation with this submission supporting the IND
Warning: based on your answers above, an IND is required for this study
FDA Pregnancy Category
Drug Handling and Control  (You may enter "See Above" if the same information as the previous drug)
D
  Attachment D:  Use of Devices
How to Use this Form
Whether or not a study utilizing devices falls under FDA regulations depends on whether or not safety and/or effectiveness data are being collected on a medical device or whether data will be submitted to the FDA about a device .  Safety or effectiveness data are collected if evaluating the device's safety/ability to diagnose (predict), treat, prevent, cure mitigate a disease, OR affect the structure or function of the body.  This is true regardless of whether or not the device is FDA approved.  In contrast, devices used as tools to collect data to examine a physiological principle are not subject to FDA regulations.
 
If the project requests Emergency Waiver of Informed Consent, please contact the COMIRB Director (303-724-1058) before completing this form.
 
Examples of safety/effectiveness data being collected on a medical device:
* Device's ability to decrease symptoms in patients with X Disease
* Device studied for its safety in identifying patients with X, Y, Z symptoms
* Device used to predict future occurrence of condition X
* Device's ability to improve X function (e.g. intestinal motility, attention span, grip strength)
 
Sometimes, investigators are evaluating a device that does not meet the definition of a medical device.  An example would be testing whether a sensor applied to the skin can accurately measure sweat evaporation; this device does not meet the definition of a medical device because it does not diagnose, treat, prevent, cure or mitigate a condition, nor does it affect the structure or function of the body.  COMIRB needs all devices that are a subject of the study (e.g., evaluations of the device) to be listed on this attachment, even if they are not medical devices.
 
 
Please note that COMIRB no longer requires listing of devices for which no data about the device are collected in the study (e.g., MRI/CT to measure quantitative data where the devices are not being studied)
Devices
Will data from this study be submitted to FDA in support of a research or marketing application for this device?
Please provide the information requested above.  COMIRB must evaluate the risk this device poses to subjects; please also submit supporting documentation that describes the device risks.  
1.  Is the device provided at no cost to the subject by the sponsor?
2.  Does the device create or publish electronic data about the subject?
(e.g.  Glucose meters, holter monitors, EKG's)
3.  Include with your submission supporting documentation of FDA approval for this device (package insert, 510k, or product
information) so the committee can review the approved uses and populations, as well as the device risks.
3.  Include with your submission supporting documentation for the committee to review the device function and risks.
Compliance with IDE Regulations
Device investigated under an IDE
2.  Who holds the IDE?
If the Investigator holds the IDE, is the PI aware of applicable FDA regulations at 21 CFR 812 (Subparts C and E), and will the PI ensure that research is conducted accordingly to the signed agreement and the approved protocol?
3.  Provide evidence of the IDE (include a copy of this documentation with your submission):
Device used without an IDE
Is this device investigation exempt from IDE regulations?
An IDE is not required for a device being investigated if any of the following categories are met [21 CFR 812.2(c)].  Provide documentation that the clinical investigation of the device falls into category a-d, or select option e for "not exempt."
a.  Clinical investigation of a medical device that is FDA-Approved where the device is being used or investigated in accordance with the indications described in the FDA labeling.  
Warning: you indicated above that this device is not FDA-approved
Warning: you indicated above that this device is not being used according to its FDA-approved labeling
b.  A clinical investigation involving a Diagnostic Medical Device if it complies with FDA labeling requirements and if the testing: is noninvasive; does not require an invasive sampling procedure that presents significant risk; does not by design or intention introduce energy into a subject; and is not used as a diagnostic procedure without confirmation by another medically established diagnostic product or procedure.
c.  Consumer preference testing, testing a device modification, or testing of a combination of two or more FDA Approved devices, if testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk.
d.  A custom device, built for a specific patient as defined in 812.3(b), unless the device is being used to determine safety or effectiveness for commercial distribution
e.  This device does not meet any of the above exemption criteria
Can this device be considered a Non-Significant Risk Device?
1.  Is the device intended as an implant (greater than or equal to 30 days)?
2.  Is the device purported or represented to be for supporting or sustaining life?
3.  Is the device for a use of substantial importance in diagnosing, curing, or treating disease, 
or otherwise preventing impairment of human health?
a. If yes to 1, 2, or 3 above, does the use of the device in this setting present a potential                  for serious risk to the health, safety or welfare of a subject?
4.  Does the device use in this study otherwise present the potential for serious risk to the
 health, safety, or welfare of subjects?
5. Verify that the Sponsor (or the PI if is there is no external sponsor) will follow the abbreviated IDE requirements in [21 CFR 812.2(b)]:
a.  The device is not banned
AND
b.  The sponsor will label the device in accordance with 21 CFR 812.5
AND
c.  The sponsor will comply with the requirements of 21 CFR 812.46 with
respect to monitoring investigators
AND
d. The sponsor (or investigator) will maintain the records required under
21 CFR 812.140(b)(4) and (5) and make the reports required under
21 CFR 812.150(b) (1) through (3) and (5) through (10).
AND
e. The sponsor will ensure that participating investigators maintain the
records required by 21 CFR 812.140(a)(3i) and make reports required under 21 CFR 812.150(a)(1), (2), (5), and (7)
AND
f.  The sponsor (or investigator) will comply with the prohibitions in
21 CFR 812.7 against promotion and other practices
Warning:  questions (a) - (f) above must be answered "yes" in order for a Non-significant Risk Device determination to be granted.
Device is Neither Exempt nor a Non-Significant Risk Device
Based on your answers above, this is a Significant Risk Device study:  This device requires IDE approval from the FDA prior to submission to COMIRB.  Please submit IDE application to the FDA and provide documentation of the IDE to COMIRB.
Humanitarian Use Device (HUD)
 c.  Check the type of HDE documentation and include with this submission
d.  Will safety or effectiveness data be collected in this protocol about the use of the HUD listed above, or will and data from this protocol be submitted to the FDA?
i.  Will the device be used strictly according to the FDA Approved labeling, including
indications for use, subject range, and how the HUD is used/applied?
Warning: you are proposing an investigational study of the HUD.  An IDE will be required from the FDA prior to submitting this protocol if the HUD meets the definition of a Significant Risk Device, which essentially all HUDs do.
Note: Investigations collecting safety or effectiveness data on an HUD device used strictly according to FDA labeling are exempt from IDE regulations.
     ii.  Does the HUD create or publish electronic data about the subject?
d2.  Will the HUD be used in this protocol only to treat patients?
Questions d and d2 can't both be answered "no."  Did you submit this protocol for treatment of patients only, or to collect data about the HUD?
i.  Will the device be used strictly according to the FDA Approved labeling, including
indications for use, subject range, and how the HUD is used/applied?
Be aware that HUDs are FDA-approved only for use within their approved labeling. The IRB must assess the risks to patients that the off-label use poses. The IRB may require that safety or effectiveness data be collected to assess these risks; in this case, an IDE would likely be required, since essentially all HUDs meet the definition of Significant Risk Devices. Answer the following questions to assist with this assessment:
e.  Confirm that this HUD will be used only as described in the protocol, in terms of the indications for use,  patient population(s), and how the HUD is used/applied to the patient (this is a requirement for HUD use):
f.  Will patients, or their insurance, be billed for the HUD use?
g.  Will this HUD be used at more than one of the UCD-affiliated hospitals (UCH, VA, CHCO, DHH)?
i. In order to use this device at more than one institution, confirm all of the following:
FDA Informed Consent Compliance
Please check one of the following choices:
Are you sure? You indicated above that you are submitting study data about this device to the FDA.
Are you sure? You indicated previously that this device study is not exempt from IDE regulations.
Device Control and Storage
Attachment E: 
F
  Attachment F:  Request for Expedited Review
To Qualify for expedited review, the research  Must be No More Than Minimal Risk: 
A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed 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.  For example, the risk of drawing a small amount of blood from a healthy individual for research purposes is not greater than the risk of doing so as part of routine physical examination.
1. Does this project meet the definition of minimal risk?
2.  Does this study involve any of the following:
a.  Research Involving Prisoners as subjects:
b.  Research that includes genetics testing with direct or indirect Identifiers:
c.  Research involving Major Deception:
Major Deception:  Mislead subjects  about their health status, the researchers, or the research purpose Minor Deception:  Incomplete disclosure of some purpose of the study to avoid biasing results
d.  Research involving consent via proxy:
e.  Research involving emergency waiver of consent:
f.  Classified Research involving human subjects:
g.  Requests for non-significant risk determination for devices:
h.  Prospectively validating greater than minimal risk health care:
i.  Identification of subjects or their responses will reasonably place them at risk of criminal or civil liability or be damaging to the financial standing, employability, insurability, reputation, or be stigmatizing:
     j. Will appropriate protections be implemented so that risks related to invasion of privacy and
         breach of confidentiality are NOT greater than minimal?
This Project Qualifies for Expedited Review.
Attachment F:  Expedited Research Categories
Instructions:
If the research does not fit any of the categories below, it must be reviewed at Full Board even if it is minimal risk.
 Check all of the following categories that apply to his research.  More than one category may be checked
a.   Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note:  Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risk associated with the use of the product is not eligible for expedited review.)
b.   Research of medical devices for which
         i.  an investigational device exemption application (21 CFR Part 812) is not required; OR
         ii. the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.
a.   from healthy, non-pregnant adults who weigh at least 110 pounds.  For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; OR
b.   from other adults and children considering the age, weight and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected.  For these subjects, the amount may not exceed the LESSER of 50 ml or 3ml per kilogram in an 8 week period and collection may not occur more frequently than 2 times per week.
a.  Hair and nails clippings in a non disfiguring manner
b.  deciduous teeth at time of exfoliation or if routine patient care indicates need for extraction
c.  permanent teeth if routine patient care indicates need for extraction
d.  excreta and external secretions (including sweat)
e.  uncannulated saliva collection either in an unstimulated fashion or stimulated by chewing gumbase ow wax or applying
     a dilute citric solution to the tongue
f.  placenta removed at delivery
g.  amniotic fluid obtained at the time of rupture of the membrane prior to or during labor
h.  supra- and subgingival dental plaque and calculus provided the collection procedure is not more invasive than routine
     prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques
i.   mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings
j.   sputum collected after saline mist nebulization
employed in clinical practice, excluding procedures involving x-rays or microwaves.  Where medical devices are
employed, they must be cleared/approved for marketing.  (Studies intended to evaluate the safety and effectiveness
of the medical device are not generally eligible for expedited review. Including studies of cleared devices for new
indications.)
Examples:
a.  physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant 
     amounts of energy into the subject or are an invasion of the subject's privacy.
b.  weighing or testing sensory acuity.
c.  magnetic resonance imaging.
d.  electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, ultrasound,
      electroretinography, diagnostic infrared imaging, doppler blood flow, and echocardiography.
e.  moderate exercise, muscular strength testing, body composition assessement, and flexibility testing where appropriate 
     given the age, weight and health of the individual.
Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected, solely for non-research purposes (such as medical treatment or diagnosis) (Note:  Some research in the category may be exempt from HHS Regulations for the protection of human subjects 45 CFR 46.101(b)(4).  This listing refers only to research that is NOT exempt.)
Research on individual or group characteristics or behavior (including but not limited to research on perception,
cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavioral) or research
employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality
assurance methodologies.  (Note:  Some research in this category may be exempt from the HHS Regulations for the
protection of human subjects.  45 CFR 46.101(b)(2) and (b)(3).  This listing refers only to research that is not exempt)
Protocols submitted for review under 45 CFR 46.118 (infrastructure protocols).  Research protocols lacking definite plans for involvement of human subjects.
G
  Attachment G:  Use of the Internet in Research
This form should be completed for studies that collect data via the internet.  This may involve internet-based surveys
(including REDCap survey tool), data collection from social networking sites, or monitoring a subject's internet activity.
 
Do not use this form for transmitting case report files (CRF's) electronically, REDCap data storage functions, or advertising
over the internet. 
A.  Use of the Internet
1.  How is the internet being used in this research?
B.  Expertise
2.  Have any technical consultants been involved in designing this research?
C.  Studies observing internet activity
2.  Will subjects be aware that their activity if being observed (consider chat room
access, privacy setting on social media sites, privacy warnings on web pages, etc.)
D.  Studies collecting data over the internet
1.  Informed Consent
Does the software provide a record that captures that a respondent has consented
     to the survey before survey initiation?
2.  Secure transmission
Information sent to and from web sites can either be transmitted in clear text that could be read if the information was intercepted by a third party (http protocol) or encrypted so that a third party could not read the intercepted information (https protocol).
a.  Does the survey use https encryption?
b.  Are there controls in place to prevent a respondent from accidentally entering survey data via the http protocol instead of the https protocol (i.e. does the server display an error message or automatically re-route the respondent to an https page)?
3.  Database Security
 a.  Do researchers have access to their data in the database via a username and   password?
b.  Has the software company maintaining the database signed confidentiality agreements preventing them from improperly accessing or disclosing information contained in those databases?
4.  Server Security
 a.  Are the servers containing research data located in a data center, with physical security controls and environmental controls?
5.  Backups
a.  Are the data backed up nightly?
b. Is there a finite period of time in which a deleted dataset can still be retrieved?
(It is recommended that the investigator inquire about the length of that period)
6.  IP Addresses
 a.  Is the respondent's IP address masked from the researcher?
Warning: without IP masking, the data you are collecting should be considered identifiable
Survey software may be disqualified due to inadequate security features; COMIRB will review features in light of risk to subjects.
H
  Attachment H:  Research involving Children
Note:  For research conducted in jurisdictions other than Colorado, the research must comply with the laws regarding the legal age of consent in all relevant jurisdictions.  The General Counsel of the University's Office will provide assistance with regard to the laws of other jurisdictions.
1.  Age range of child subjects:
 
Age range includes neonates (0-30 days or 0-1 months); make sure Main Application section H, #7c is checked 'yes,' and complete Attachment I.
2.  Where will the children participate?
a.  Home
b.  School
Attachment T is needed.  Make sure Application, section I #6h is checked 'yes.'
c.  University lab/Office
d.  Hospital
e.  Other
3.  Benefits vs. Risks of the Study
a.  Is there more than one arm in this study?
Note: must consider risks & benefits of each arm separately
d.  Is the risk of the research age-dependent?
4.  Risk Category of the Study
Select ONE of the following risk categories that best applies to your study (corresponding with the highest-risk arm):
Minimal Risk:  the risk of participating in this research is the same as the risks that a normal child would face in normal daily life (46.404 or 50.51)
Greater than minimal risk:  but there is a therapeutic or direct benefit for the child in this research (46.405 or 50.52)
Greater than minimal risk:  and there is no therapeutic or direct benefit, but an opportunity exists for obtaining generalizable knowledge about the subjects disorder or condition [46.406 or 50.53]
The research does not fit one of the categories above:  but represents an opportunity to understand, prevent or alleviate a serious problem affecting the health or welfare of children [46.407 or 50.54]
Research in this category requires review by the Secretary of Health and Human Services or the Commissioner of the Food and Drug Administration
5.  What Permission will be obtained from the Parents?
In general, permission from both parents is required for research involving children unless one parent is deceased, unknown, incompetent, or not reasonably available, or when one parent has legal responsibility for the care and custody of the child.  For categories 46.404 and 46.405 however, the IRB may find that permission of one parent is sufficient.
Warning: The risk category indicated above for this study requires that both parents consent when reasonably available
Attachment M for Waiver of Parental Consent has been added to this application
If this study is subject to HIPAA regulations, you will also need to request a waiver of parental HIPAA authorization.   Please check the appropriate box(es) for HIPAA waiver back in section N of the Application, #2c and/or #4.
i.  Is the waiver request related to child abuse?
ii.  Is this a FDA-regulated study?
Parental consent cannot be waived
iii.  Other justification for parental permission waiver?
ii. Are these minors seeking care when they are recruited (required)?
iii. Are any research procedures being done that do not relate directly to the diagnosis or treatment of this condition (e.g. sample banking, non-diagnostic genetic analysis)? [Not allowed for minors consenting for themselves; parental permission would be required for such procedures]
Warning: your answers above do not satisfy the conditions for children to consent for themselves
6.  Research in Group Settings
a.  Is the research being conducted in a group setting (e.g. a classroom)?
7.  Child Assent 
Adequate provisions must be made for soliciting the assent of children when in the judgement of the IRB the children are capable of providing assent and soliciting the permission of their parents or guardians.
a.  Will assent be obtained from each child?
Indicate the reason(s) why assent will not be obtained:
i.  Unable to assent because of age (COMIRB defines this as age 7 or less)
ii.  Unable to assent because of cognitive impairment
B. If a child, who is incapacitated at enrollment, later regains competence, will assent be obtained?
Note: If an enrolled incapacitated minor (<18 yo) turns 18 while enrolled in this study, and s/he does not have a court-appointed Legally Authorized Representative, the parent/guardian would become a proxy decision-maker.  Attachment L would be needed in this situation for adherence to Colorado proxy law for any adults enrolled in research.
iii.  Other reason to not assent
Note: if you intend to waive assent for children for reasons other than age <7, cognitive impairment, or because of important health benefits of the research, you must satisfy the full consent waiver criteria (select 'yes' for Application section L, #2 and complete Attachment M).
e.  Does the protocol request parental over-ride of a child's dissent?
i.  Is there a benefit for the child if their dissent is over-ridden?
(The IRB will only consider an over-ride if there is a therapeutic benefit)
If parent over-ride could occur, the following statement should be added to the assent:
"I may not want to be in this study, but I know my parents think it is for the best"
8.  Wards of the State
a.  Will the research enroll Wards (custody) of the State, or any other agency, institution, or entity other than the parents?
b.  Since the research risk category is 46.606 or 46.407, please confirm the following 3 requirements:
i.  The research is related to their status as wards
ii.  The research is conducted in schools, camps, hospitals or similar settings in which the majority of children involved are not wards
iii.  Since the risk category is 46.406 or 46.407, an advocate for each ward must be appointed by COMIRB.  One advocate may represent more than one child.  The advocate must be in addition to an other individual acting of behalf of the child as a guardian or in loco parentis.  Is there is a signature line for the advocate provided on the consent form?
9.  Child Prisoners 
a.  Is permission being sought to enroll child prisoners?
Attachment K has been included with this submission
10.  Children of Minor Subjects 
a.  Will this study perform research interventions or collect information on children of the minor subjects described above?
There are two separate child subject populations in this study.  The IRB must be able to tell what is happening with this second child population.  All of the answers above pertain to the principal child subjects in your study; the questions that follow pertain to the children of these principal minor subjects: 
iii.  Are any of these procedures greater than minimal risk?
v.  Will they attain an age appropriate for assent while in this study?
Make sure to provide an assent form for these child subjects
vi.  Check which of these might apply to these children:
11.  VA Performance Site
a. The VA is authorized to care for veterans and to conduct research that supports the mission of VHA and that enhances the quality of health care delivery to veterans.  Therefore, the relevance of this research to Veterans must be made clear above in the Application (see section J, #7).
b. Performance of research with child subjects must be approved by the VA Medical Facility Director.
Please contact the VA Research Office to discuss this process
Note about Non-human subject research:
Even if the research does not meet the definition of human subject research requiring IRB review (e.g., if the investigator receives anonymous human samples or data from children), it still requires approval and oversight by the VA R&D Committee; such research would still meet the definition of VA research with children.
I
  Attachment I:  Research involving Neonates
VHA Regulations:
 1. Research in which the subject is a fetus, in-utero or ex-utero (including human fetal tissue) must not be conducted by VA investigators while on official duty , or at VA facilities, or at approved off-site facilities.
2. VA investigators cannot conduct interventions in research that enroll neonates while on official duty, or at VA facilities, or at VA-approved off-site facilities. Only prospective observational studies and retrospective record review studies involving neonates or neonatal outcomes are permitted.   
If you are doing research on newborn blood spots, you cannot waive consent or submit as Not Human Subject Research
Section A:  Please answer the following questions:
1.  Are you targeting neonates (and/or pregnant women) for enrollment?
Warning: you should know that this is a research population in high demand.  Please contact the Perinatal Research Facilitation Committee to discuss enrollment feasibility.  
7.  Will any individual engaged in the research have any part in determining the viability of a neonate? 
8.  Will neonates that have been determined to be viable be included in the study
Viable:  as it pertains to the neonate, means being able , after delivery, to survive (given the benefit of the available medical therapy) to the point of independently maintaining heartbeat and respiration.   
Please make sure Attachment H (Research involving Children) above has been completed.
9.  Does the proposed research involve neonates of Uncertain Viability?
10.  Does the proposed research involve Non-Viable Neonates?
Non-Viable means a neonate after delivery that although living, has futility of care concerns.  Examples of futility of care are lethal congenital genetic defects, extreme prematurity, or other lethal abnormalities
Section B:  Neonates of Uncertain Viability
1.  Does the research enhance the probability of survival of the neonate?  
b.  Does the research generate important biomedical knowledge that cannot be obtained by any other means?
d.  Will there be any added risk to the neonate resulting from the research
Based on your answers above, Neonates of Uncertain Viability may NOT be included
Section C:  Non-Viable Neonates
1.  Will vital functions of the neonate be artificially maintained for, or by, research procedures?
2.  Will the research, or research interventions, terminate the heartbeat or respiration of the neonate?
3.  Will there any added risk to the neonate resulting from the research?
4.   Is the purpose of the research the development of important biomedical knowledge that cannot be obtained by other means?
J
  Attachment J:  Research involving Pregnant Women or Fetuses
How to Use This Form
Studies in which pregnant women are NOT excluded and studies in which pregnancy is likely to occur (no attempt is made to avoid/prevent pregnancy), require the submission of Attachment J if any research activity with pregnant women is planned (study categories A or B).
 
The submission of Attachment J is not required for studies that exclude pregnant women from enrolling and take measures to avoid pregnancy during the trial, even if research activities are planned for women who inadvertently become pregnant during the trial (study category C).  Such studies should report pregnancy during the trial as an Unanticipated Problem and submit the required documents for review at the time of pregnancy if continued involvement (including follow-up) of the pregnant woman is desired.  To utilize this option, please answer 'no' to Application section H, #7d, and then answer 'yes' to section H, #7d(i).
 
The Sponsor may request the study be reviewed for the inclusion of pregnant women at any time, however.  
 
Based on the definition above: 
Does the research involve pregnant women and.or their fetus?
VHA Regulations:
 
1. Research in which the subject is a fetus, in-utero or ex-utero (including human fetal tissue) must not be conducted by VA investigators while on official duty , or at VA facilities, or at approved off-site facilities.  Research related to in vitro fertilization must not be conducted by a VA investigator while on official duty, or at VA facilities, or at approved off-site facilities.
2. The VA Medical Facility Director must certify that the medical facility has sufficient expertise in women's health to conduct the proposed research. 
Please contact the VA Research Office to discuss this process
Please answer the following:
1.  Are you targeting pregnant women (and/or neonates) for enrollment?
Warning: you should know that this is a research population in high demand.  Please contact the Perinatal Research Facilitation Committee to discuss enrollment feasibility.  
3.  What procedures will pregnant women undergo in this study?
4.  For the research procedures indicated in #3, describe scientifically appropriate clinical and pre-clinical studies, including studies involving pregnant women and non-pregnant animals, that provide data for assessing potential risks to pregnant women and fetuses.  If prior research is not necessary to understand the fetal risks for the procedures listed above, enter "N/A" and explain why no prior research is needed.
6.  Is there any research being done on fetal or embryonic tissue?
This submission requires review and approval by the Ethics Committee on Fetal Tissue PRIOR to approval by COMIRB!
7.  The interventions or procedures indicated in #3 hold out the prospect of direct benefits for:
a.  If there is no direct benefit, the risk to the fetus from research procedures must not be greater than minimal and the purpose of the research must be the development of important biomedical knowledge that cannot be obtained by any other means.  Is this true?
This Study is not consistent with federal regulations!  There must either be benefit to the women or fetus, or the study must be minimal risk and generate important biomedical knowledge.
Informed Consent Requirements:
8.  Based on your answers above, only the woman's consent (must be competent to consent) need be obtained in accordance with informed consent provisions of 45 CFR part 46, Subpart A, unless alterations or waiver is approved by the IRB in accordance with Section 46.116(c) or (d).
7.  Based on your answers above, the consent of both the woman and the father (must be competent to consent) must be obtained, unless alteration or waiver of consent is approved by the IRB in accordance with Section 46.116(c) or (d).  Note:  the father's consent is not required if he is unable to consent because of non-availability, incompetence, or temporary incapacity, or the pregnancy resulted from rape or incest.  [LAR consent for either parent is not permitted].
a.  Are you requesting an alteration or waiver of consent?
Complete Attachment M - Alteration or Waiver of Consent
b.  Do you plan to consent the mother?
Only 1 (one) signature line is required on the consent.
c.  Do you plan to consent both the mother and father?
Your Consent Plan is not accurate!
Two signature lines are required on the consent unless you have adequately justified why one parent will never be consented
9.  Will each individual providing consent be fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate?
Additional Requirements:
Placental or Fetal Material:
13.  Describe how, after delivery, the placenta, the dead fetus, macerated fetal material, or cells, tissue or organs excised from a dead fetus, will be obtained:
14.  Will any information associated with the above material be recorded for research purposes in a manner that living individuals can be identified, directly or through identifiers linked to those individuals?
a. Those individuals are research subjects; please describe how:
K
  Attachment K:  Research involving Prisoners
Definition: "Prisoner" is defined as an individual involuntarily confined or detained in a penal institution, including those sentenced to such and institution under criminal or civil statue, those detained in other facilities as an alternative to criminal prosecution or incarceration in a penal institution, and those detained pending arraignment, trial, or sentencing (45 CFR 46.303).  Please use this attachment to address the regulatory requirements for conducting any research procedures with prisoners.
1.  Indicate how prisoner subjects will be involved in this research:
a.  Recruiting and consenting prisoners for procedures while incarcerated
b.  Not consenting prisoners, but research procedures (including research treatments) will continue in case of a subject's subsequent incarceration
c.  Secondary data use (e.g.  record review) that will include prisoner data
Responses to the following statements will answer questions regarding safeguards in place to protect the rights and welfare of this vulnerable population and assist the IRB in determining that the research fulfills all the requirements of the federal regulations at [45 CFR 46.305(a)]
 
3.  Are there any possible advantages accruing to the prisoner subject through his or her participation in the research (when compared  to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in prison) that are of such a magnitude that his or her ability to weigh the risk of the research against the value of having such advantages in the limited choice environment of the prison is impaired?
4.  Are the risks involved in the research commensurate with the risks that would be accepted by non-prisoners      volunteers?
5.  Are the procedures for the selection of subjects within the prison fair to all prisoners and immune from
     arbitrary intervention by prison authorities or prisoners? 
[Note:  Unless the PI provides justification to the IRB in writing for following some other procedure, control subjects must be selected randomly from the group of available subjects who meet the study inclusion criteria]
Note: the consent form, and consent process described, must reflect language and an approach that will be understandable to this population that is at risk for lower reading levels.
8.  So that the IRB will be provided with sufficient information to make the required determination under 45 CRF 46.305(a)(7),  discuss the following:
a.  Are participating subjects informed of how follow-up will take place?
Prisoner Research Category:
10.  Indicate which one of the following five categories best describes the involvement of prisoners in this research activity:
Category I:  A study of the possible causes, effects, and processes of incarceration, and criminal behavior provided that the study presents no more than minimal risk and no more than inconvenience to the subjects.
Category II:  A study of prisons as institutional structures or of prisoners as incarcerated persons provided that
the study presents no more than minimal risk and no more than inconvenience to the subjects.
Category III:  Research on conditions particularly affecting prisoners as a class (e.g. vaccine trials and other 
research on hepatitis which is more prevalent in prisons than elsewhere; and research on social and
psychological problems such as alcoholism, drug addition, and sexual assaults) provided that the study may
proceed only after the Secretary (DHHS) has consulted with the appropriate experts including experts
in penology, medicine, and ethics and published notice in the Federal Register, of his or her intent to approve
such research. 
Category IV:  Research on practices, both innovative and accepted, that have the intent and reasonable
probability of improving the health or well-being of the subjects.
a.  Will the study include a control group?
In cases in which the research requires assignment of prisoners to control groups that may not benefit from the research, the study may only continue after the Secretary (DHHS) has consulted with  appropriate experts including experts in penology, medicine, and ethics and published notice in the Federal Register, of his or her intent to approve such research. 
Category V: Epidemiology Studies Only:
 
In accordance with the federal regulations, the IRB has the authority to waive the requirement that the research
activities fit categories I-IV listed above if the proposed research meets all of the following specific criteria:
 
1.  The research involves epidemiologic studies in which the sole purposes are:
      i.  to describe the prevalence or incidence of a disease by identifying all cases or,
      ii.  to study potential risk factor associations for a disease and
2.  the IRB has determined that items #3-9 of this form have been appropriately addressed and has determined:
      i.  the research presents no more than a minimal risk and no more than inconvenience to the subjects, and
      ii.  prisoners are not a particular focus of the research 
The inclusion of prisoners as research subjects must be approved at a convened meeting by a majority vote of a quorum of the IRB that includes the Prisoner Advocate/Representative.  In accordance with appropriate regulations, the research may also have to be reviewed and approved by Federal authorities and inclusion of prisoners as research subjects may not commence until all approvals are complete.
VHA Regulations:
Prisoners are considered a vulnerable population because of both their incarceration and the constraints imposed on them during their incarceration may render them unable to make truly informed and voluntary decision regarding whether or not to participate as subjects in research.  Therefore, research involving prisoners must not be conducted by VA investigators while on official duty, or at VA approved off-site facilities unless a waiver has been granted by the CRADO (Chief Research and Development Officer).  If the waiver is granted, the research much be in accordance with Federal regulations pertaining to prisoners as research subjects (45 CFR 46, subpart C 46.301 to 46.306, Additional Protections Pertaining to Biomedical and Behavioral Research Involving Prisoners and Subjects).  Note:  Requirements for requesting a waiver may be obtained by contacting the Office of Research and Development at the VA Central Office or by accessing the VA Research web site (http://www.va.gov/resdev)
L
  Attachment L:  Research with Decisionally Challenged Individuals
This attachment has been added because you have indicated in section H #7h that you will likely be screening, or will be enrolling, subjects who lack decisional capacity for this study.  
A.  Decisional Impairment in the Study Population
2.  Please indicate which of the following situations that might lead to a subject being decisionally challenged (e.g., severe acute medical conditions, cognitive impairment, consent under time constraints, mental illness, significant mental distraction) apply to this study:
a.  Subjects in the Emergency Department/Trauma
b.  Intensive Care Unit
c.  Pre-op Area
d.  Specific disease or condition
e.  Other
i.  Will you be able to institute measures to mitigate the factor(s) causing decisional impairment prior to obtaining consent
3.  Please check one of the following:
4.  Will you assess decisional capacity in subjects who are initially incompetent, but then regain competence later?
B.  Potential Deterioration of Decisional Capacity
1.  Will the study enroll subjects who are initially decisionally competent, but who might lose decisional capacity as the study proceeds?
2.  Will the subject's decisional capacity be assessed as the study proceeds in order to evaluate any deterioration in the subject's level of competence to consent?
C.  Assessment of Decisional Capacity
Answer these questions to describe how potential subjects will be evaluated for decisional impairment (whether including or excluding).
1.  Who will perform the assessment and make the determination that the subject is unable to consent to the research?
Note:  For studies in which recruitment/enrollment is difficult, the study population is sparse, or the study carries particularly high risk to the subjects:  to avoid potential conflict of interest and to assure objectivity in recruitment, COMIRB recommends the person assessing and determining decisional capacity be someone independent of the research team.
2.  How will the subjects decisional capacity be assessed for research purposes?
Choose either option A or B below.
COMIRB strongly recommends using a method that assesses a subject's ability to weigh the risks and benefits of deciding to enter a research study, such as evaluating the subject's responses to the questions in option A below.
(Section C intentionally skipped)
D.  Involvement of Subjects Lacking Decisional Capacity
1.  Will subjects lacking decisional capacity at screening be enrolled in the study?
2.  Will subjects who lose capacity to consent while enrolled in the study be withdrawn?
Attachment L is complete.  Your answers indicate that you will be screening, but excluding, individuals that do not have the capacity to provide informed consent for themselves.
Your answers above indicate that you will be enrolling (or retaining) individuals that do not have the capacity to provide informed consent for themselves.  Continue to section E to describe how, and from whom, surrogate consent will be obtained.
E.  Inclusion of Subjects Lacking Decisional Capacity
1.  Provide a justification for enrolling decisionally challenged subjects (i.e., why can't the study achieve its aims using only subjects who can consent for themselves)?
2.  The lack of decisional capacity will be noted in the patient's medical record and specific findings will be noted regarding:
a. Cause of lack of decisional capacity
b. Nature of lack of decisional capacity
c.  Projected duration of patient's lack of decisional capacity
4.  If a subject objects to participation in the research, will the subject's objection be overridden?
5.  Will the subject's decisional capacity be assessed as the study proceeds in order to evaluate any improvement in the subject's level of competence?
7.  Steps must be taken to determine if anyone has the legal authority to consent/refuse for the patient.  Who of the following will be approached to give consent? Note: VA Research has different regulations; please see Attachment L1.
a.  Guardian (= parent if subject is a child)
b.  Agent legally appointed with medical durable power of attorney
c.  Some other person who has the legal authority to provide such consent/refusal on patient's behalf
F.  Request for Proxy Consent
If one of the people in E-7 above exists, then there is an appropriate Legally Authorized Representative (LAR) and no proxy consent is possible.  Proxy consent may be considered for any individuals that do not have an LAR.
1.  Is the investigator requesting to obtain proxy consent when there is no LAR?
For proxy consent, the following Colorado law must be followed:
 
For those studies in which COMIRB determines that the research could reasonably be considered to be medical treatment, the Colorado Proxy Decision-Makers for Medical Treatment Act has additional requirements. Most notably, under section 15-18.5-103(2), a court or the attending physician must make a determination that an adult patient lacks decisional capacity to provide informed consent, and it must be documented in the patient's medical record. Second, section 5-18.5-103(3) states that the "interested parties" must decide who among them will make decisions regarding the care of the patient. The "interested parties" are defined as "the patient's spouse, either parent of the adult patient, any adult child, sibling, or grandchild of the patient, or any close friend of the patient." The medical record must document the specific procedures that are followed in this determination of a proxy decision-maker.
 
Colorado State Law is silent on the subject of proxy decision makers for medical research; therefore, in response to the need, COMIRB has established the following policy defining those who may serve in this capacity, and under what conditions. These requirements follow Colorado Revised Statute 15-18.5-103, which define proxy decision makers for medical treatment.
 
Colorado Proxy Decision-Makers for Medical Treatment Act, consisting of CRS sections 15-18.5-101 through 15-18.5-103 provides statutory requirements for health care decisions by proxy. Section 15-18.5-102 refers back to section 15-14-505 for the definitions of the necessary terms. The most important definition for determining whether a legally authorized representative can provide consent for research under FDA regulations is "Medical Treatment". CRS Section 14-14-505(7) defines medical treatment as:
 
The provision, withholding, or withdrawal of any health care, medical procedure, including artificially provided nourishment and hydration, surgery, cardiopulmonary resuscitation, or service to maintain, diagnose, treat or provide for a patient's physical or mental health or personal care.
 
The definition does not mention research. However this is a broad definition of medical treatment that presumably would cover research in which there is a prospect of medical benefit to the subjects. Until a court decides whether this definition of medical treatment includes medical research, the question is left open.
 
For research requiring a proxy decision-maker, conducted at UCD and its affiliates, the research protocol must document how the study meets the above definition of treatment.  Specifically, the protocol must state how the research intervention(s) have the potential to maintain, diagnose, treat or provide for a patient's physical or mental health or personal care.
 
Types of research that would not be expected to meet the definition of medical treatment are as follows. While it is not expected that these types of research will qualify, if an investigator believes that a protocol utilizing one of the following methodologies does meet the definition, the protocol should state how specific elements of the study contribute to treatment:
 1. Phase 1 Clinical Trials
2. Gene Array Studies
3. Tissue Banking Studies that are for unspecified purposes
4. Specimen Collection for future use
If requesting proxy consent, answer the following questions:
Note: VA Research has different regulations; please skip these questions and see Attachment L1.
2.  Is it feasible to do this study without including this population?
Proxy decision makers may not be used if populations not requiring proxy consent can be studied.
3.  To be consistent with the Colorado Proxy Decision-Makers for Medical Treatment Act, you must justify how, in at least one study arm, there is potential medical treatment (as defined under CRS Section 14-14-505[7] above).  In other words, by entering a subject into the study, has the proxy made a medical decision on behalf of the subject?
Without some kind of medical provision, proxy decision makers may not be used
G.  Steps for Determining a Proxy Decision Maker
Check the following applicable boxes to describe how the proxy decision maker will be determined according to Colorado law:
1.  The attending, or his or her designee, will make reasonable efforts to locate as many interested persons as practicable (such as:  spouse; parents; adult child adult sibling, adult grandchild; close friend [may rely on these persons to notify other family members or interested persons]
2.  The attending will meet with the interested persons and:       a.  Inform them of the patient's lack of capacity;       b.  Advise them that a proxy should be selected;       c.  Advise them of the availability of assistance of the faculty's medical ethics committee; and       d.  Note in the medical record the parties present and their relations to the patient.
3. All interested persons will make reasonable efforts to reach a consensus as the one decision maker (this should be someone who has a close relationship with the patient and is most likely to be currently informed of the patient's wishes)
4.  The attending, or his or her designee, will make reasonable efforts to advise the patient of the identity of the proxy and the patient's right to object.
Warning: The process outlined above differs from the process set forth in the Colorado Medical Proxy Decision Maker Act
L1
  Attachment L1 - VA Surrogate Consent
1. If the patient is unable to give consent due to impaired decision-making capacity or incompetence, VA regulations outline risk-based determinations the IRB must make.  To facilitate these determinations, please answer the following questions:
a. Does this research pose no greater than minimal risk to the subject?
b. Does this research present a greater probability of direct benefit  to the subject than harm to the subject?
c. The choices above require the research to be likely to yield generalizable knowledge about the subject's disorder or condition that is of vital importance for the understanding or amelioration of the subject's disorder or condition.  Describe how this criterion is met:
2. The IRB must also determine that (a) or (b) is true:
The proposed research is not consistent with VA regulations; either (a) or (b) must be true
3. Please note that VA regulartions (38 CFR 17.32[e],[g][3]), the following people are authorized to provide consent to research on behalf of persons who lack decision-making capacity, in the following order of priority:
a) Health care agent (i.e., an individual named by the subject in a Durable Power of Attorney for Health Care) b) Legal guardian or special guardian c) Next of kin: a close relative of the patient 18 years of age or older, in the following priority: spouse, child, parent, sibling, grandparent, or grandchild d) Close friend
M
  Attachment M:  Waiver of Consent Request
Except as provided below, written documentation of informed consent that embodies all the required elements of informed consent, as described in 45 CFR 46.116 is required for all research subjects. Consent waiver is not an option if the study is subject to FDA Regulations, except for under very select circumstances (contact COMIRB). Consent waiver is not an option if the study is performing research on newborn blood spots.
With sufficient justification, the IRB may approve a consent process that does not include or alters some or all of the elements of informed consent, provided that it finds and documents specific requirements.  If requesting an alteration of consent, justify such in accordance with the criteria below established under 45 CFR 46.116(d)(1-4) [waiver of consent ] or 45 CRF 46.117(c)(1 or 2) [waiver of documentation of consent].
For all waivers, the research (or procedures for which the waiver is sought) must involve no more than minimal risk to the subjects. 
Minimal risk means that 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.
Notes on study pre-screening: 
1) If you are interacting with potential subjects (phone or in person) to screen for eligibility, COMIRB does not consider verifying eligibility criteria listed on the study advertisement to be a research procedure; no waivers are required for such verification.  Questioning that goes beyond such verification requires a consent process prior to questioning. Please submit the pre-screening script to read to potential subjects and request a waiver of documentation of consent using this Attachment.  Please see COMIRB's Guidance on Pre-screening.
2) For VA research: Using the medical record to pre-screen potential subjects requires full waiver of consent (and waiver of HIPAA).
Note on HIPAA: If this study is subject to HIPAA regulations, you are using the combined consent/HIPAA document, and you are requesting a waiver of consent or waiver of documentation of consent, you will also need to complete Attachment O (Waiver of HIPAA Authorization); Attachment O can be opened by selecting the appropriate box in section N, #5.
Type of Waiver being Requested
Select the type of waiver being requested (more than one may be chosen):
Section A:  Waiver or Alteration of Consent
If requesting a waiver or alteration from the requirements for obtaining informed consent, justify such in accordance with all the  criteria established under 45 CFR 46.116(d) (1-4).  Waiver of consent is not an option if the study is subject to FDA regulation.
3.  Explain why the research could not practicably be carried out without the waiver or alteration (note:  a survey can still provide subjects
with elements of consent in writing;  see postcard consent template on the COMIRB website).
Note: Your study may involve decisionally challenged subjects.  If subject impaired decisional capacity serves as a basis for why it is impracticable to conduct the study without this waiver, the study will require initial full board review.
4.  Once subjects have completed the study, will information be given to, or other debriefing be done with the subject?  Explain:
Section B:  Waiver of Written Documentation of Consent
A waiver of documentation of consent still requires a consent process where each subject is provided with specific information about the research (the elements of consent), either verbally or being provided an information sheet that s/he is not required to sign.  COMIRB requires that the script used to obtain verbal consent, or the written information sheet, be submitted.  We recommend using our verbal consent script/information sheet template (or for pre-screening, the pre-screening consent template) which contains the required elements of consent.  
2. Will a verbal consent process be conducted with each subject by the investigators?
a. Will the investigators be in the physical presence of subjects during the consent process? 
3.  A waiver or alteration from the requirements for written documentation of informed consent must be justified in accordance with AT LEAST ONE of the criteria established under 45 CFR 46.117(c) (1 or 2)
1.  Meets Criteria under 45 CFR 46.117(c)(1)
The only record linking the subject and the research would be the consent document and the principal risk would be the potential harm resulting from a breach of confidentiality:
b. Under this waiver, each subject must be asked whether he or she wants documentation linking the subject with the research, and the subjects wishes will govern.  Describe how you will follow this requirement:
Include a Copy of the Consent Form with this Submission
                                - OR -
2.  Meets Criteria under 45 CFR 46.117(c)(2)
The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is required outside of the research context
Include written consent script or information sheet that will be used to provide the required elements of consent to subjects.  See COMIRB's postcard consent/information sheet template or pre-screening consent template for guidance.  
VHA Regulations:
1) With this request for waiver of consent, and/or waiver of documentation of consent, are you also requesting waiver from the requirement to maintain a master list of subjects enrolled in this study?
2) Would the maintenance of a master list pose a potential significant risk to subjects if a breach of confidentiality were to occur?
N
  Attachment N:  Research Involving Deception
Deception should be employed only when there are no viable alternative procedures.  Where deception is a necessary part of a research project, the IRB will generally require that a preliminary consent be obtained, in which the investigator informs the subject of the general nature of the research. After the research, the subject should be debriefed and informed of the deception and its purpose.  The IRB recognizes that there are rare instances in which no consent can be obtained or debriefing done.  Research involving major deception will require review by the full board.
 
Definitions of deception:
   Major: Mislead subjects about their health status, the researchers, or research purpose.
Minor: Incomplete disclosure of some purpose of the study to avoid biasing the results.
 
Use of deception requires that the researcher also get approval of a waiver of informed consent, due to the initial consent being incomplete.   [Include Attachment M - Waiver of Consent with this application]
1.  Describe the deception to be used:
Consider in your answer both deceptions by omission( Information withheld from the participant) and deception by commission (the participant is misled about the nature of the research)
2.  Why is the deception a necessary and unavoidable component of the research?
3.  What alternative procedures were considered that did not involve deception and why were these alternatives rejected?
4.  Does the presence of deception increase the risk of harm to the participant?
5.  Describe the plans to minimize potential harms:
7.  Will subjects have the option to not permit the use of their data as part of the debriefing?
O
  Attachment O:  HIPAA Waiver
PHI Access and Use 
* Health information means any clinical data pertaining to health that you are recording for the research (e.g., lab results, mood diary, smoking status, procedure results)
* If the research includes looking at medical records or some other form of PHI, this is considered to be accessing PHI, regardless of whether this information is being recorded
3.  Check the identifiers that will be viewed with the above health information:
* For all subjects over 89 years,  birth year alone is considered a direct identifier
PHI Disclosure
5.  Will any of the above health information be disclosed with any of the identifiers in #3 above to parties outside of the research institution under this waiver (i.e., without obtaining the subjects' authorization)?
HIPAA Waiver Justification
6.  Is it possible or likely that the PHI collected under this waiver will contain information that puts the subject at risk for civil or criminal liability, or that could be damaging to a subject's financial standing, employability, or reputation?
7.  Will the PHI be used for any purposes other than those described in this protocol, this waiver request, or as required by law?
Warning: This is not allowed under the waiver and will disqualify  your waiver request
9.  Will a signed informed consent document be obtained?
Note:  waiver of consent, or waiver of documentation of consent, when using the combined consent/HIPAA form is an acceptable justification.
If you are not viewing/accessing identifiable health information, then HIPAA does not apply to this project.  You might want to contact COMIRB to make sure you have answered these questions correctly.
P
  Attachment P:  Recruitment Database
Please complete this form if you plan to create a database to use for future study recruitment
 
Database Information:
2.  Will any health information be stored with the contact information?
a.  Will Disease states be coded?
3.  Confirm that subjects will give consent to have their data stored for future recruitment:
Insert the appropriate opt-in / opt-out boxes on the consent
You may not store data for future Recruitment
4.  Does the consent form allow subjects to limit the type of studies for which they can be contacted
(e.g., by disease, investigator, location, etc.)?
5.  Will the investigators listed on this protocol be responsible for establishing all future contact with the subjects?
6.  Can participants withdraw consent for further contact?
The process for how subjects can withdraw consent at a later date must be described in the consent form.
Q
  Attachment Q:  Genetic Research Biological
Note:  This form is for human genetic testing (any isolation and sequencing of genomic DNA, SNPs, and HLA genotyping).  Do not use this form for examination of mRNA, cDNA, human tumor tissue genetics, or non-human samples.
3.  Is the collection of samples optional?
Insert appropriate optional signature boxes in consent form
6.  This test is:
a.  Does this study assess this test's effectiveness in diagnosing a condition, or influencing treatment?
Make sure Application section I, #6b is checked 'yes,' and complete attachment D for study of this assay (device)
7. What does the genetic test result(s) indicate? (more than one may be checked)
8.  Is there a risk of discovery of other results (i.e. non-parentage or other genetic conditions)?
10.  Will genetic counseling be made available to participants?
12.  Will immortalized cell lines be developed?
Make sure section I, #6g of this Application is checked 'yes' and complete Attachment S
 
Also, make sure the creation of cell lines is disclosed in the consent form (e.g., "We will also grow your cells in the laboratory and change them so that they live for a very long time. This will allow us to continue to use them for future research.")
13.  How are stored specimens labeled?
a.  No Identifier (unlinked code/ anonymous / unlabeled)
b. Indirect Identifier (code which links to subject identity)
c.  Direct Identifier (e.g., subject name, medical record number, DOB, etc.)
14.  Will the patients be able to request the destruction of their biological specimen?                                                       Do not answer 'yes' if the specimen is de-identified and unlinked since you will be unable to access the material
15.  Will the specimen be banked for future unspecified genetic research?
Make sure section I, #6g of this Application is checked yes, and complete Attachment S
a.  Will the results of these future genetic analyses be disseminated to the subject?
R
  Attachment R:  Tissue and Sample Storage for this Study
2.  Is the collection of all of these samples justified by the analyses described in the protocol?
3.  Is the collection of samples optional?
Insert Appropriate opt-in / opt-out signature boxes in the consent for optional sample collection
5.  How are the specimens identified?
6.  Will the samples be destroyed if the subject withdraws consent for further participation?
7.  Will samples be destroyed after the study is completed?
8.  Will genomic DNA (including SNP's) be analyzed as part of this study?
Please ensure that section I, #6e is checked 'yes,' and complete Attachment Q - Genetic Research.
9.  Will the results of this research project be communicated to subjects?
10.  Will any sample be sent outside the collection site for analyses done as part of this study?
Note: For Children's Hospital Colorado, transfer of specimens to a non-CHCO site (including to UC Denver) requires a Material Transfer Agreement.  Please contact the CHCO Contracts Department.
b.  Will samples include identifiers when released outside the institution?
Recipient(s) must be listed on the HIPAA Authorization B form.
Note:  if identifiable samples collect in VA research are sent outside the VA, HIPAA authorization must be obtained, even if sent to one of the affiliate institutions
If tissue, blood or other biological specimens will be banked for future use, Attachment S must also be completed!
S
  Attachment S:  Data/Sample Banking
The Office of Human Research Protections (OHRP) intends that the operation of any HHS-supported human tissue or data repository, and its management center, should be subject to oversight by the IRB. The COMIRB apply the same oversight regardless of the source of financial support. The following questions and request for information are related to this oversight function.
Use this form if you are storing (banking) data or samples for future unspecified research use. i
'Future, unspecified use' means uses which have not specifically been described in the protocol or consent form.  The data or samples are being saved with the anticipation that they will help to answer additional research questions that arise in the future.  
Section A:  Data
1.  Is storage of data the sole objective of the study, and are the data fields stored, the database security, and the database access access/control all described in the protocol?
Section B:  Biological Specimens
4.  Will genomic DNA (including SNP's) be collected, banked, or possibly later produced from banked specimens?
Please ensure that the consent form has language regarding possible future genetic studies.  COMIRB also strongly recommends that the consent form also include the possibility that genetic information could be sent to a 'national/federal database' (e.g., dbGAP) some time in the future.
5.  Will immortalized cell lines be developed?
This Must be Disclosed in the Consent Form 
7. [Optional].  If the flow of specimens is through multiple sites, or is otherwise complicated, COMRB recommends you submit a flow chart detailing the collection of specimens to facilitate the review.  Please provide this chart as an attachment with your submission.  Click for an example
Section C:  Additional Data/Specimen Questions
1.  How are stored data/specimens labeled?
Breach of subject confidentiality is the most likely risk experienced by subjects agreeing to bank data/samples.  Anonymizing the stored materials minimizes this risk, but can limit the ability to link data/samples to other data sources or to perform longitudinal research.  It is the recommendation of the COMIRB that all data and specimens be anonymous when possible, or at least coded with the key to the code kept only by the PI.  
Note that as long as banked samples/data are identifiable (including coded with a link to identity), this study cannot be closed.
2.  Can the subject withdraw their banked sample at a later date by submitting a written request to the PI?
In the previous question, you indicated samples would be anonymous (unlinked); you would not be able to locate a specific subject's sample.  Are the answers above correct?
The procedure for withdrawing samples must be presented in the consent form
3.  Will data or specimens be distributed to investigators outside the primary research team?
a.  Will any recipient investigator who receives the data/specimens have access to the identity of the donor?
4.  How long will data/specimens be banked?
5.  Will you obtain a Certificate of Confidentiality to protect the data or specimens in this bank?
COMIRB strongly recommends, and could require, obtaining a Certificate of Confidentiality if samples and/or data are banked in a study that deals with a sensitive topic (i.e., potentially stigmatizing or damaging to subject), if the information banked is sensitive in nature, if not having a Certificate would impede enrollment due to potential subject concerns, or if this is a new, large reporsitory.
6.  COMIRB has developed a consent addendum template, Optional Consent for Data and Specimen Banking for Future Research.  Investigators are strongly encouraged to use this addendum in the consent form for any study that will bank data or biological specimens for future research.  This addendum can be edited to be specific only for data, only biological specimens, or both.  Will this Addendum be used in the consent for this study?
Consent for storage of data/specimens for future unspecified use is required.  The consent form must adequately disclose this intention and the potential uses to subjects.  COMIRB recommends banking of specimens be optional.
Additional Considerations:
1. A specimen, tissue or data collection protocol to be followed by all collector-investigators and a sample written informed consent document must be supplied to all collaborating institutions and their IRBs.  The research at these satellite institutions may not proceed until the COMIRB has received notification of successful review and approval by the satellite institution and their properly constituted local IRB. Attach the specimen, tissue or data collection protocol.
         
2. Collector-investigators are prohibited from providing recipient-investigators access to the identities of donor subjects or other information that could lead to the identity of donor-subjects unless HIPAA authorization is obtained for this release.  This should be stated in a written agreement between collector-investigators and recipient investigators.  This agreement should also indicate that the collector-investigator will provide and execute a valid informed consent to all donor-subjects as required.  Please attach a copy of the collector-investigator agreement.
 
3. A written usage agreement for recipient-investigators will include the following:         
 
Recipient acknowledges that the conditions for use of this research material are governed by the Institutional Review Board with purview over sample or data repository, in accordance with federal regulations contained in 45 CFR 46. Recipient agrees to comply fully with all such conditions and to report promptly to the tissue or data repository any proposed changes in the research project and any unanticipated problems involving risks to subjects or others. Recipient remains subject to applicable State of local laws or regulations and institutional policies that provide additional protections for human subjects.
 
This research material may only be utilized in accordance with the conditions stipulated by the IRB approving the issue or data repository. Any additional use of this material requires prior review and approval by COMIRB and, where appropriate, by an IRB at the recipient site, which must be convened under an applicable OHRP-approved Assurance.
S1
  Attachment S1 - VA Use of Human Specimens for Research
1. All VA research procedures involving human blood or other tissue must be described in a protocol approved by the IRB and R&D Committee, unless specimens are preexisting, unidentified, and cannot be linked to a particular human being (anonymous).  “Research procedures” include collection of specimens for research purposes, new research use of specimens collected as part of a previously approved protocol, and the research use of specimens collected as part of a clinical procedure.
 Please note the following definitions: 
De-identified Specimen:  A specimen that was collected and stored in such a way that identifiable personal information about the donor cannot be retrieved by the repository (specimens do not have any of the 18 HIPAA identifiers).  However, someone associated with the study usually has a link that includes participant PHI.
Anonymous Specimen: A sample supplied to the researcher by the repository without identifiers or codes that can link the sample to an identified specimen or a particular human being.  
 2. Additional requirements depend on how the tissue will be used: 
·  If tissue will be analyzed and destroyed at the VA, no additional description is generally needed. 
·  Tissue collected as part of VA research or clinical procedures, and stored for unspecified future use, may only be stored at a VA-approved tissue bank (please contact the Denver VA Research Office at (303) 393-2892 to determine whether or not a tissue bank has been approved by the VA Central Office).
·  If tissue will be sent to a non-VA lab for specific analyses described in the protocol, any remaining tissue must be returned to the VA investigator, or must be destroyed at the conclusion of the study. The destruction of the tissue must be documented and kept with research records. 
You will be required to write a letter that includes the above information in detail which must be signed by the manager of the lab where the specimens will be stored and the VA investigator.  In addition, a copy of a Lab Manual should be included if available.  The letter should be addressed to Dr. Keith and sent to the following address:
 
Robert Keith, MD
ACOS for Research
Denver VA Medical Center
Research 151
1055 Clermont Street
Denver CO, 80222
If you will be collecting any human biological specimens for this study, please answer the following questions
1.  Will these samples be stored on VA property?
2.  Will any other VA Medical Centers be participating in this study and collecting these same samples
3.  Will the specimens be stored for future research purposes that are beyond the scope of work described in the original protocol?
4.  Is the protocol designed to collect human biological specimens for future research?
If Yes to either question 3 or question 4, these are considered banked specimens as soon as the specimens are obtained, and VA Form 10-0436 must be completed and approved by the VA Central Office prior to the collection of any specimens.
5.  Are specimens going to be sent to a non-VA institution (e.g., university, private institution, other government agency, and pharmaceutical company) for analysis?
This must be stated in the protocol.  The remainder of the specimen must be destroyed or returned to VA for destruction after the specific analysis has been performed.  If the specimen is destroyed at the non-VA site, a certificate of destruction must be obtained for the VA study files (Please see template letter)
Informed Consent Requirements for Storing Human Specimens
The informed consent under which the specimen was collected must meet all requirements in VHA Handbook 1200.5 "Requirements for the Protection of Human Subject in Research" as well as VHA Handbook 1004.1 "Informed Consent Procedures."  The informed consent must clearly address specific information.
 
 Are the following items included in your VA 10-1086 Consent Form?
a.  That the specimen will be used for future research purposes
b.  If the specimen will be totally unidentified (anonymous) or if the subject's clinical data will be linked to the specimen.
c.  If the specimen will be shared with other researchers for approved research protocols.
d.  The disposition of the remaining specimen after the completion of the study to which the subject consented.
e.  When and under what conditions research will be conveyed to the subject, the subject's family, or the subject's physician.  See Section 81 for further discussion.
f.  The steps necessary for the subject to withdraw from the study and any future studies in which the specimens may be used.  The consent also must indicate what will occur to the data collected to that point and that the specimen and the code that links the subject's clinical data to the specimen will be destroyed.
g.  If the subject's medical records will be accessed after the original study is completed
h.  If the subject's medical record will be accessed over a prolonged duration of time.  In this case, the IRB should consider the need for re-consenting the research participant.
i.  If the subject's family members will be contacted.
j.  If there is a potential for the investigator to re-contact the subject in the future and the subject's permission to do so.
k.  Disclose any real or potential commercial benefits to the investigator or the institution.
l.  Disclose any potential or intent to immortalize the subject's cells
m. Disclose any potential risks to the subject or the subject's family.  Potential risks may include breach of confidentiality, which may lead to discrimination in the areas of employment, insurability, social stigmatization, or psychological stress caused by disclosure of adverse information to the subject or the subject's family.
n.  The need for possible destruction or redistribution of specimens if the bank is terminated or other reasons such as deterioration of the specimen quality.
T
  Attachment T:  Research in Schools
Research in Schools
1.  Will research occur in a school setting (K-12 or daycare/pre-school)
Please be aware that each school district has its own process for approving and permitting research to occur in its schools.  It is the investigator's responsibility to inquire about the process at each school/district and make sure all required processes are followed.
Include copies of agreement letters from school administrator where research will take place with your application submission.
COMIRB has created a template letter for school permission and FERPA endorsement for your convenience.  Please include this letter, or other permission letter from the school, with your submission if possible.
2.  Will the researcher be altering or comparing educational practices?
3.  Will the researcher require access to student records?
Note: This research will need to comply with Family Educational Rights and  Privacy Act (FERPA) regulations.  Please contact the school which owns the records to make sure that the research will comply with their FERPA policies.  COMIRB has created a template letter for school permission and FERPA endorsement for your convenience.  Please include this letter, or other letter from the school indicating their agreement to allow your research, with your submission.
4.  Is there a plan for providing feedback and/or debriefing subjects (and parents, if students are subjects)?
5.  What is the relationship between the investigator and students? If the investigator has a teacher-student relationship, please explain what additional measures will be taken to ensure participants do not feel unduly pressured to participate
6.  Detail the populations to be studied:
a. Students:
b. Administrators:
c. Teachers:
d. Parents:
e. Other:
U
  Attachment U:  Human Fetal Tissue (HFT)
To assist COMIRB with its review of the proposed human fetal tissue research, please provide the following information:
Attestation section of this addendum
If HFT is to be provided to any faculty, employees or staff of UCD from an outside entity, prior to procurement an authorised individual from that entity must attest in writing by completing a separate attestation form/MTA which must be included with this application
IRB Review Fee Billing Form
An IRB Review Fee is charged for initial and annual continuing full board review and initial expedited review of non-federally sponsored research and for research awards administered by affiliated institutions.  Full COMIRB Fee Policy
No Payment is required
Payment is required
There is an IRB fee for this review.  Your institution will be invoiced in accordance with COMIRB's fee policy.  IRB fee must be paid within 30 days.   If you would like to request waiver of the IRB fee, please check the box below. 
There is an IRB fee for this review.  Please check the appropriate choice to indicate your payment method, or a request that the IRB fee be waived.  
Fee Waiver/Reduction Form Added Below
Attention COMIRB:  Please process this Billing Form for billing.
COMIRB Fee Waiver / Reduction Form
4. Is there a Federal Grant Application?
c. Project Period:
Supporting Documentation:
 
Along with this form, you must also submit an E-mail from the appropriate Authorizing Official stating that this fee waiver request is appropriate.  The E-mail must reference the PI name and COMIRB #.  The appropriate Authorizing Official depends on the PI, and is as follows:
 
For Schools of Nursing or , Pharmacy, Dentistry:  Dean's Signature (or delegate) 
For Affiliate Institutions:  The CEO (or delegate)
COMIRB Use Only
Alison Lakin, Ph.D., COMIRB Director
Date
Attention COMIRB:  Please process this Fee Waiver for billing.
No
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