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If you are just doing secondary research, use the Secondary Research Application instead of this form.
A protocol is also required. See the COMIRB web page for protocol templates. COMIRB templates dated prior to 2024 may not be used. If the protocol originates from another site or sponsor, that protocol will be accepted.
A partial list of additional required documents will populate at the end of this form based on the information you provide. See the COMIRB web page for additional instructions.
A. Basic Information
B. Principal Investigator
PI Last Name
PI First Name
School/Dept/Division
PI Email
VA
Employee
Identify the local PI above.  The PI, Primary Contact (if any), and all local investigators must be added to the electronic Personnel eForm when the protocol is submitted to the InfoEd eRA system.
Training: The PI and all investigators must have up-to-date training in human subjects research and HIPAA (if accessing PHI) through CITI before COMIRB can approve the study.
Annual Financial Disclosures: The PI and all investigators must have completed annual financial disclosures through InfoEd eRA before COMIRB can approve the study.
Is the PI a student, trainee, resident, or fellow?
Identify a mentor in the Personnel Form in InfoEd and upload signed Mentor and Mentee forms to your submission.
Is the PI or any co-investigator employed by the VA ECHCS?
Are there any Conflicts of Interest related to this study to be disclosed? 
C. Funding
Do you have funding for this study?
Source(s) of Funding:
Is there a Proposal Number for the funding in InfoEd?
D. Sites
Study sites (i.e., institutions) should be identified in the protocol. If you are serving as the lead site for a multi-site study where unaffiliated sites will obtain their own IRB approval, the PI is responsible for making sure those IRB approvals are obtained prior to beginning the study at those sites, and that IRB approvals are maintained as long as research is taking place at the unaffiliated site(s).
Indicate any affiliates or facilities where research will take place or research data will be collected or sent:
Will participants be seen at any offices or labs on the Anschutz Medical Campus (not including UCHealth, CHCO, or the VAMC).
International Research: Are any investigators funding or directing research procedures outside of the USA, or traveling outside of the USA to collect data? See COMIRB guidance for international research.
Please review COMIRB guidance for international research [link to web page TBD]
Will you be asking for COMIRB to serve as IRB of record for any non-affiliated sites? See COMIRB sIRB guidance.
Review COMIRB Single IRB Guidance here.
Use the table below to identify these sites
Sites using COMIRB as the IRB of Record:
Site	
PI at this site
Details about this site's involvement
E. Level of Review
For information and definitions see COMIRB guidance - IRB Levels of Review.
For protocol templates, see COMIRB Forms page.
COMIRB is not required to review quality improvement, program evaluation, or public health surveillance activities, nor review research that does not involve human subjects. The university allows you to self-certify that your study does not require COMIRB review. A QI/PE Decision Tool is published on the COMIRB website. If you still need COMIRB review, explain why review is being requested:
F. Oversight Details
Does the research investigate cancer/oncology in any way?
Please contact the  Cancer Center Protocol Review and Monitoring System (PRMS).  A copy of your PRMS approval must be uploaded in InfoEd before COMIRB can review the protocol.
Privacy Laws: Are data accessed, collected or used for this study subject to any of the following privacy laws. Check all that apply. For general information about privacy rules and data sharing requests, refer to the HIPAA/Privacy web page.
Clinical Trial Registration
For definitions, information and support for clinical trials registration, see the Clinical Research Administration ClinicalTrials.gov Support page and/or visit the ClinicalTrials.gov website.
Is this a clinical trial requiring registration on ClinicalTrials.gov? Check "Yes" if the protocol prospectively assigns any human participants to one or more interventions to evaluate the effect of those interventions on health-related biomedical or behavioral outcomes.
Biological Research
Is the protocol for biological research? That is, does the research use drugs, devices, biological agents or specimens, or radioactive agents?
Does the protocol involve the use of a drug? Check "Yes" if the protocol:
- Involves the use of any drug or biologic not approved by the FDA,
- Involves an intervention with an FDA-approved drug on- or off-label, or
- Involves an intervention with a dietary supplement for the diagnosis, cure, mitigation, treatment, or prevention of disease.
Does the protocol involve the use of a medical device? Check "Yes" if the protocol:
- Involves the use of any medical device or assay not approved by the FDA,
- Involves an intervention with any approved medical device, on- or off-label,
- Involves an intervention with a non-medical device for the diagnosis, cure, mitigation, treatment, or prevention of disease.
Does the protocol involve the administration of drugs or biologics that include human gene transfer or deliver recombinant DNA to participants?
Please contact the Institutional Biosafety committee (IBC). A copy of your IBC approval must be uploaded in InfoEd before COMIRB can review the protocol. If the research is taking place at the VA, VA SRS committee review is required.
Does the protocol involve administration of radioactive substances to participants? (PET scans, radiolabeled tracers, radioactive drugs, etc.)
Please contact the Radioactive Drug Research Committee (RDRC). COMIRB and RDRC will coordinate reviews.
Is any research being done with fetal or embryonic tissue?
The research may need review by the Scientific Ethics Committee (SEC). Contact COMIRB@ucdenver.edu to discuss the protocol.
G. Participants
The protocol must describe eligibility inclusion and exclusion criteria and indicate the total number of participants needed for the study.
Is this a multicenter protocol?
DEI: Do the eligibility criteria restrict enrollment on the basis of gender, race, ethnicity, sexual orientation, or the ability to understand English, or the ability to read or see?
Identify any of the following populations that are planned for inclusion in the protocol:
Children (guidance) (Age 0 to < 18 years of age)
Pregnant people/fetuses (guidance)
Prisoners (guidance), or participants at risk of arrest or parole violation
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.
Adults lacking capacity to consent to the research
Students
Employees of the PI or study investigators
Economically or educationally disadvantaged persons
People engaged in, or asked about their own illegal activities
Undocumented immigrants
Others potentially vulnerable to undue influence or coercion
H. Recruitment Methods  
Indicate all methods of recruitment below. See COMIRB guidance on Recruitment of Research Participants.
Patient Recruitment: Study team will recruit patients with whom the PI or Co-investigators have a treatment relationship.
Check all that apply. If you are recruiting from the VA, describe your recruitment in the VA section at the end of the form.
Previous Participants: Potential participants will be identified from participants in current or recent research (up to 5 years prior), or from lists or registries of participants who have indicated their interest in being contacted about future research opportunities.
A HIPAA Waiver must be required if using a recruitment database from the VA.
A clinical relationship is defined as contact with patients you have had, or patients of colleagues you cover for, in the past 5 years
How will you invite previous participants?
Advertising: Potential participants will self-identify in response to study advertisments.
Community Events: Study team will recruit in-person at community events.
UCHealth RECRUIT: 
Students: Study team will invite students.
Professional contacts: Study team will identify potential participants from their professional relationships. Upload a copy of the invitation, if any.
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.
Other recruitment method
I. Informed Consent
Informed consent templates are available on the COMIRB web site. If PHI are collected for research, use a template which includes language for HIPAA authorization.
Upload all consent forms and/or information sheets (postcard consents) used to obtain informed consent. If scripts are used to obtain verbal consent, upload the script.
Who will be asked to provide informed consent? Check all that apply.
How will informed consent be documented? Check all that apply.
If participants who are blind or illiterate are enrolled, the consent form must be read to them, and an independent witness must be involved in the consent process.  The witness must sign the consent form, as a witness to the consent discussion.
HIPAA (Health Information Portability and Accessibility Act) [Needs rewriting]
How are you accessing and using PHI under HIPAA regulations (i.e.,  what authorizations are in place)?
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.
For optional procedures, the VA requires separate Authorization.
Consent Process:
Deception: Will any information be intentionally withheld from participants during the consent process?
The research must pose minimal risk. The protocol must describe the information intentionally withheld from participants, articulate the scientific rationale for the deception, and describe the debriefing process with participants after they have completed the study.
Informed consent from non-English speakers
Review COMIRB Guidance on inclusion of Non-English speaking subjects. 
Indicate all that apply:
Proxy Consent for Adult Participants
The use of proxy consent must be consistent with the Colorado Proxy Decision-Makers for Medical Treatment Act.
Section 15-18.5-103(2) states that 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.
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, the university 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.
Guidance about patients with LAR's ... proxy not allowed
1.  The attending, their designee, or a hospital designee (e.g., social worker) will make reasonable efforts to locate as many interested persons as practicable such as: spouse, parents, adult child adult sibling, adult grandchild, or close friend. (These persons may be relied upon 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.
Legally Authorized Representatives
Obtaining consent from legally authorized representatives for adult participants who do not have capacity to provide informed consent.
Legally authorized representatives may include the following:
Agent legally appointed with medical durable power of attorney
Some other person who has the legal authority to provide such consent/refusal on patient's behalf
The LAR must be documented in the medical record.
Indicate how legal authority will be validated:
Waivers of consent and HIPAA authorization
Are you requesting that participants be allowed to consent without signing a consent form?
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: 
The research presents no more than minimal risk of harm to participants and involves no procedures for which written consent is required outside of the research context.
J. Procedures
Study procedures must be described in the protocol and consent form. 
Multicenter protocols: Are there any differences in how the study will be carried out locally? For example, if you are only going to conduct part of the multicenter protocol locally, or if routine care locally is different from that described in the multicenter protocol, answer "Yes" and clarify the differences below.
Will any biologic samples collected in this study be stored or banked for future research which is not explicitly described in the protocol? 
K. Risks & Benefits
Risks and benefits of the research should be described in the protocol and consent form. Use this section to elaborate on, or supplement the information in the protocol and consent form. Do not cut-and-paste from the protocol or consent form.
Are risks adequately described in the protocol?
Does the research have the potential to directly benefit the participants? For example, do the research interventions or procedures have the potential to maintain, diagnose, treat or provide for the participants' physical or mental health or personal care?
Are the potential direct benefits to participants adequately described in the protocol?
Data and Safety Monitoring
PIs are responsible for overseeing their research and for monitoring study data and progress to ensure the safety of participants. PIs are required to follow  COMIRB policies on reportable events. Unanticipated problems, potential serious or continuing noncompliance, and complaints from participants, are required to be reported to COMIRB within five (5) days.
All research that poses more than minimal risk is required to have a separate Data and Safety Monitoring Plan as part of the protocol or as an addendum to the protocol.
L. Drugs or Biologics 
Is there an Investigational New Drug (IND) number from the FDA for this study?
With your initial submission, upload at least one of the following: (1) Written communication from the FDA documenting the IND (required if a CU PI or investigator PI holds the IND), (2) Sponsored protocol with IND number listed, and/or (3) Other written communication from the sponsor documenting the IND.
Please submit your IND application to the FDA before submitting to COMIRB. COMIRB rarely reviews research requiring an IND prior to FDA submission. Contact the IND/IDE Office for assistance. One exception involves a JIT notification from the NIH. If that is the case, upload a cover letter with your initial submission and explain the rationale for requesting COMIRB review prior to FDA submission. Also upload a copy of the JIT notice.
Upload an Investigator Brochure and/or drug label for all drugs being studied.
Answer the following for each drug, biologic, or dietary supplement being investigated without an IND.
Is the drug approved by the FDA? 
To determine whether an IND is required to study an approved drug off-label, please answer yes or no to all of the following:
This investigation is intended to be reported to the FDA as a well-controlled study in support of a new indication for use of the drug, or to support any other significant change in the labeling for the drug; orThis investigation is intended to support a significant change in the advertising for the drug; orThis investigation involves a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug.
An IND will be needed for this study.  Please contact the IND/IDE Office before submitting this application.
This study should be exempt from the need to obtain an IND. COMIRB will make a final determination during our review.
This research is required to be conducted in compliance with the requirements for IRB review in 21 CFR 56, and with the requirements for informed consent in 21 CFR 50.
The requirements of 312.7 must also be followed: Neither the sponsor nor the investigator shall represent in a promotional context that the drug being investigated is safe or effective for the purposes for which it is under investigation or otherwise promote the drug. This provision is not intended to restrict the full exchange of scientific information concerning the drug, including dissemination of scientific findings in scientific or lay media.
M. Devices
The protocol must describe the device(s) being studied and any risks associated with them.
Is there an Investigational Device Exemption (IDE) number from the FDA for this device for this study?
With your initial submission, upload at least one of the following: (1) Written communication from the FDA documenting the IDE (required if a CU PI or investigator PI holds the IDE), (2) Sponsored protocol with IDE number listed, and/or (3) Other written communication from the sponsor documenting the IDE.
COMIRB rarely reviews research requiring an IDE prior to FDA submission. Contact the IND/IDE Office for assistance. One exception is when our institution/affiliate is the prime on an NIH award and our PI has received a notification from the institute to provide IRB approval (i.e., JIT). Upload a cover letter with your initial submission and explain the rationale for requesting COMIRB review prior to FDA submission. If you have received a JIT notice, upload a copy of the notice.
Upload a Device Brochure, manual and/or device label for all devices being studied.
Answer the questions below for each device being studied. For more information, see COMIRB IDE Guidance.
Is the device approved by the FDA?
Is the device used on-label in this study?
This study should be exempt from FDA IDE requirements. COMIRB will make a final determination during our review.
Check one of the following:
 N. Research Involving Children
The inclusion of children in research must satisfy specific conditions in federal regulations. To approve the research, COMIRB must determine that the research falls into one of the following regulatory categories:
Minimal Risk (45 CFR 46.404, 21 CFR 50.51)Greater than minimal risk but presenting the prospect of direct benefit to the individual children (45 CFR 46.405, 21 CFR 50.52)Minor increase over minimal risk and no prospect of direct benefit to individual children (45 CFR 46.406, 21 CFR 50.53). This category requires consent from both parents.Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children (45 CFR 46.407, 21 FR 50.54). This research requires public, national review and approval by OHRP or FDA.
For more information, please review COMIRB guidance on inclusion of children in research.
Study procedures and the involvement of children must be described in the protocol. Risks to minors must be described in the protocol, with attention to age-dependent risks. Use this section as necessary to supplement and/or elaborate on study procedures. Do not cut and paste from the protocol or consent form.
Are there risks (or measures to minimize risks) to the minors that are not adequately explained in the protocol and/or consent form, or already described above?
If children are assigned to a control arm, are there potential direct benefits for control participants?
Parental consent:
The protocol must state clearly whether one or both parents will be asked to provide consent. The consent form should have one or two signature lines for parents to match the protocol.
For categories 46.404 and 46.405, the IRB may find that permission of one parent is sufficient. For the other categories, permission from both parents is required 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. 
Child Assent
The assent of the children should be obtained from children capable of providing assent. Assent may be verbal when appropriate. For more information, please see COMIRB Guidance on obtaining assent of the children.
How will assent be obtained? Check all that apply:
A simplified assent form will be signed by children <12 years of age
A separate assent form will be signed by children between 12 and 18 years of age
Children will be asked to sign the same consent form their parents sign
Assent will be obtained verbally
Assent will not be obtained because the children will be too young or are otherwise impaired
Parent(s) may override child's dissent because the research offers potential treatment for the child's serious and/or rare disease or condition.
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."
Research in Group Settings
Is the research being conducted in a group setting (e.g. a classroom)?
Participants who become 18 years of age during the study: Signed informed consent must be obtained from any subjects who turn 18 years of age during the study if they are still receiving study interventions or undergoing study procedures.
Will Wards of the State be enrolled? 
Informed consent must be obtained by the Legally Authorized Representative for the ward.
If the research involves greater than minimal risk and no prospect of direct benefit to individual subjects, but is likely to yield generalizable knowledge about the subject's disorder or condition, wards of the State or any other agency, institution, or entity can be included only if the research is related to their status as wards, or conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards.
In these cases, an advocate must be appointed for each ward, in addition to any other individual acting on behalf of the child as legal guardian or in loco parentis. One individual may serve as an advocate for more than one child. The advocate must be an individual who has the background and experience to act in, and agrees to act in, the best interests of the child for the duration of the child's participation in the research and who is not associated in any way (except in the role as advocate or member of the COMIRB panel) with the research, the investigator(s), or the guardian organization.
Advocates are not needed for research that poses minimal risk to the subjects, or for research that holds out the prospect of direct benefit for the individual participant.
Will neonates (4 weeks old or younger) of uncertain viability and/or nonviable neonates be involved in this research?  A neonate Nonviable means a neonate after delivery that although living, has futility of care concerns, for example, lethal congenital genetic defects, extreme prematurity, or other lethal abnormalities.
The protocol and consent form must be consistent with the following requirements:
Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates. The protocol should support this.The consent form must describe the reasonably foreseeable impact of the research on the neonate.Individuals engaged in this research will have no part in determining the viability of the neonate.
Research involving neonates of uncertain viability must satisfy one of the following conditions, and parental consent must be obtained. Check the appropriate statement. The protocol must support the statement checked.
After delivery, nonviable neonates may not be involved in research unless all of the following conditions are met. The protocol must be consistent with these conditions. 
 Vital functions of the neonate will not be artificially maintained; The research will not terminate the heartbeat or respiration of the neonate;  There will be no added risk to the neonate resulting from the research;  The purpose of the research is the development of important biomedical knowledge that cannot be obtained by other means. 
  Research Involving Pregnant Participants and Fetuses
Please review COMIRB Guidance on Pregnant Participants in Research.
If applicable (e.g., for clinical research) the protocol should 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.
Are risks to pregnant women or fetuses adequately described in the protocol? 
  Research Involving Prisoners
Please review COMIRB Guidance on enrolling prisoners in research. A prisoner is any individual involuntarily confined or detained in a penal institution or other institution under court order. This includes individuals who are under arrest, confined or detained in a penal institution or other institution (e.g., psychiatric, residential substance abuse treatment) under court order.
It should be clear from the protocol why prisoners are a subject of the research. The consent process for these subjects should be summarized in the protocol and described in detail above.
Please also complete this section if you plan to enroll a population at particular risk of arrest or parole violation and intend to keep subjects on-study if they become prisoners. The protocol should explain why it is necessary to keep subjects on-study if they become prisoners.
Check all that apply:
Study will not enroll prisoners but enrolls a population at risk of becoming a prisoner during the study, and study interventions and procedures will continue should a participant become a prisoner
Prisoners may only be included in research under one of the following five categories. Check all that apply. If none apply, prisoners may not be included in the research.
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). Note: The study may proceed only after the Secretary (DHHS) has consulted with the appropriate experts and has published notice in the Federal Register.
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. Note: if the protocol involves a control group which would not benefit from the research, the research may only proceed after the Secretary of DHHS has consulted with appropriate experts and has published notice in the Federal Register.
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
Will there be a need for follow-up examination or care of subjects after the end of their participation in the research? 
Will research procedures continue after period of incarceration? 
 O. Research with Adults with Impaired Decision Making
It should be clear from the protocol why subjects with impaired decisions making would be enrolled in research. The consent process for these subjects should be summarized in the protocol and described in detail above.
If patients with impaired decision making ability will be screened and excluded if they cannot provide informed consent, the protocol should explain the evaluation process.
Use this section as necessary to supplement or elaborate on the protocol. Do not cut and paste from the protocol or consent form.
[Need to link to guidance. What details should protocol provide (e.g., how subjects are assessed and by whom.]
The questions below are in reference to the general population eligible for the study. They are not in reference to random accidents that might make a subjects lose capacity for consent.
Note about adult subjects objecting to the research.
Will the study enroll participants lacking decisional capacity to provide informed consent?
The involvement of a proxy and/or LAR in the consent process must be described in the protocol and in the Consent section above. Participants who regain capacity to consent after enrollment must be re-consented unless a total waiver of consent has been approved for the study.
Does the study plan to enroll a population with capacity to provide informed consent at enrollment, but is expected to possibly lose decisional capacity as the study proceeds?
The protocol must also indicate that participants' decisional capacity will be assessed as the study proceeds.If subjects who lose capacity for informed consent will remain enrolled, the protocol must describe the process for involving someone who can provide consent on behalf of the participant if the participant loses capacity.If subjects who lose capacity to consent will be withdrawn, the protocol should make this withdrawal criterion clear.
Does the study screen a population, many of whom are expected not to have capacity to provide informed consent, with the goal of excluding participants who do have capacity to provide informed consent?
Does the protocol describe how potential participants will be evaluated for capacity to provide informed consent?
How will the subjects' capacity to provide informed consent be assessed?
Does the protocol describe who will evaluate potential participants for capacity to provide informed consent?
Who will perform the assessment and make the determination that the subject is unable to consent to the research?
P. Privacy and Confidentiality
Indicate or describe the settings where interactions with participants will take place. The privacy of the setting should be appropriate for the sensitivity of the interaction.
Incidental clinical findings:  Is it foreseeable that the study procedures might reveal information that would be clinically important to the participant?  For example, a research scan might reveal a clinical condition that warrants clinical retesting and/or follow-up. Or, a behavioral screening instrument might indicate that the participant is severely depressed or is experiencing suicidal ideation.
The protocol should outline the steps the study team will take in response to actionable clinical findings. The consent form should disclose the possibility of incidental findings and explain what will happen. See [need link] for additional information. 
Mandatory Reporting: Is it foreseeable that during the conduct of the study the research team may observe or receive information that they are mandated to report to external authorities? Examples include but are not limited to observing or learning about abuse, ideation of harm to self or others, and reportable disease results (e.g., HIV).
The protocol should outline the steps the study team will take in response to actionable clinical findings. The consent form should disclose the possibility of mandatory reporting and explain what will happen. See [need link] for additional information. 
 Check any PHI that will be seen or used for the research at any point:
How long will PHI be stored for the research? Check one:
As a general privacy standard, only the minimum necessary PHI should be collected for the research. In the space below, provide any additional reasoning for recording the identifiers above that isn't addressed in the protocol.
Data Management and Security
General requirements for access to identifiable data and/or specimens must be restricted to the PI and a very small number of additional investigators and research staff. Identifiable data should not be stored on portable devices such as laptops or flash drives. If it is necessary to do so, the device must be encrypted.
Describe how and where your data and/or specimens will be protected from improper use and disclosure.  Check all that apply:
If you might share data with repositories such as dbGap, whether because of a sponsor requirement or a publisher requirement, such sharing should be disclosed in the consent form. Do not share direct participant identifiers publicly, nor publicly share data which could reasonable identify participants.
Will identifiable data and/or specimens be reused or disclosed to anyone outside the institution? 
Data Retention
You are required to follow one of the following data retention plans, as most applicable to your study. If your research is subject to more than one requirement, the longer data retention period must be followed:
If your research is subject to HIPAA: At least 7 years after IRB acknowledgement of study closureIf your research is NIH funded: At least 3 years from the date the Financial Status Report is submittedIf your research is funded by industry: At least as long as required by contract with the sponsorIf your research is funded by any other federal or private organization: At least as long as required per sponsor policyIf your research is subject to FDA Regulations: At least 2 years following marketing approval of the drug, device or biologicIf your research is subject to VA regulations: Follow the Department of Veterans Affairs Records Control Schedule 10-1: 6 years after end of fiscal year of close of studyIf your data come from Children's Hospital Colorado (CHCO): Follow CHCO Research Data-Ownership, Use, and Retention Policy
Research involving the VA:
Please contact the VA Research Administrative Office if you have any questions about VA requirements or VA review process.
Are you recruiting subjects from the VA? 
At the VA a HIPAA Waiver is necessary to screen veteran records for recruitment, even if there is a treatment relationship with the researchers.
Are there any differences in recruitment procedures at the VA from those described above? Note: some of the recruitment methods listed above are not allowed at the VA.
Will non-veterans be enrolled at the VA? 
Will any identifiable information from the VA be disclosed outside of the VA? 
Additional VA Approvals
If any of the following situations apply to this study, contact the VA Research Office to discuss additional VA approvals/certifications.
Children: Approval from the VA Medical Facility Director is required prior to the performance of any research with pediatric participants.
International Research: Approval from the VA Medical Facility Director is required prior to the performance of any international research. For the purpose of VA policy, International Research is defined as any VA-approved human participants 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 sites. Research on US military bases, ships or embassies outside the United States is not considered international research.
Pregnant Women: The VA Medical Facility Director must certify that the medical facility has sufficient expertise in women's health to conduct the proposed research prior to the performance of any research involving pregnant women.
Fetal Research: Not allowed: Research in which the participant 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 VA-approved off-site facilities.
Prisoners: The Chief Research and Development Officer (CRADO) must grant a waiver for the inclusion of prisoners prior to the performance of any research involving prisoners.
Q. Attachments
Upload the following documents when you submit your study in InfoEd. See COMIRB guidance for more information.
- This application form
- Protocol
- PI Attestation
- Portal clearance letter (if necessary for your research)
- Consent documents (unless a complete waiver of consent is requested)
- Screening and/or recruitment scripts (if used)
- Recruitment materials (if any)
- Grant proposal
- Data Sharing Plan or Data Management Plan (if required by sponsor)
- Signed Mentor Agreement Form and Signed Mentee PI Attestation Form (require if mentee is PI)
- SPARO letter
- VA Purple clearance letter
- VA Yellow clearance letter
- CHCO clearance letter
- SARC Approval (if research has not previously received other independent scientific review. e.g., PRMS, NIH, FDA)
- PRMS Approval (for any research related to cancer)
- English short form, filled out for this study
COI Management Plan
- Institutional Biosafety Committee (IBC) approval
- Evidence of FDA approval: At least one of the following: (1) Written communication from the FDA documenting the IND (required if a CU PI or investigator PI holds the IND), (2) Sponsored protocol with IND number listed, and/or (3) Other written communication from the sponsor documenting the IND.
- Investigator Brochure and/or drug label for all drugs being studied
- Evidence of FDA approval: At least one of the following: (1) Written communication from the FDA documenting the IDE (required if a CU PI or investigator PI holds the IDE), (2) Sponsored protocol with IDE number listed, and/or (3) Other written communication from the sponsor documenting the IDE.
- A device Brochure, manual and/or device label for all devices being studied
- EFIC Plan for Community Consultation and Public Disclosure and any associated materials
IRB Review Fee Billing Form
An IRB Review Fee is charged for initial review of full board and expedited research, and annual continuing review of full board research for industry sponsored research and for research awards administered by affiliated institutions. Full COMIRB Fee Policy
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. 
Attention COMIRB:  Please process this Billing Form.
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