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Protocol Submission Requirements 

Introduction:

The submission of a protocol for IRB for review requires the submission of three components:  New Protocol Checklist (N), protocol, and consent form(s).

Definitions:

Subject Privacy refers to a person’s desire to control the access of others to themselves.  For example, a person may not wish to be seen entering a place that might stigmatize them, such as a pregnancy counseling center.

Data Confidentiality refers to how the participant’s identifiable private information (data) will be handled, managed and disseminated.

Interventional clinical research means any prospective study involving human subjects that is designed to answer specific questions about the effects or impact of a particular biomedical or behavioral intervention (i.e., drugs, devices, treatments or procedures, behavioral or nutritional strategies), or designed to answer specific questions about human physiology.

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. [45 CFR 46.102(i) and 21 CFR 56.102(i)]
Policy: 

All protocols must meet the criteria required under Federal regulations 45 CFR 46.111 and FDA requirements 21 CFR 56.111.  It is the responsibility of IRB members to assure that approved protocols meet these criteria.

If an IRB protocol is based on a grant application or an industry-sponsored protocol, one copy of the complete application and attachments is required for the IRB files.  All identifiable financial information should be deleted.   A copy of the investigator’s brochure for industry-sponsored studies must be provided to the IRB.

A) Research Protocol 


The research protocol describes the study and is used by the IRB to assess the scientific and ethical merits of the proposed study.  There is no limit to the number of pages; however, the length of the protocol should be proportionate to the complexity of the study.  Information that is not relevant to the IRB review should not be included in the submitted protocol.

Required information in the protocol includes (See the next section for details about the requirements in each section): 

· New Protocol Checklist

· Introduction/background 

· Justification/rationale/significance of the study 

· Purpose, including specific aims and/or hypotheses 

· Study design including population to be studied, recruitment procedures and available resource 

· Risks and discomforts and how minimized 

· Benefits to subjects 

· Costs to the subject

· Alternative(s) to participation

· Payment to the subjects (include both reimbursement and incentives)

· Plan for obtaining informed consent

· Provisions for subjects from vulnerable populations

· Subject privacy and data confidentiality

· Data analysis plan

· Data safety monitoring plan 

· Plans for the subjects at the end of the protocol

· References  

The IRB encourages the use of tables and flowcharts when they make the protocol easier to understand.  The protocol should include a selective list of references that are related to the protocol.  A lengthy list of references is not necessary.  The pages of the protocol submission should be numbered and assembled in the following order:  checklist, protocol, protocol appendices, and consent form(s).

B) Detailed Protocol Requirements

1) New Protocol Checklist

All new protocols must be submitted with a current New Protocol Checklist (N).  This Checklist provides important information used by the IRB and the administrative staff in evaluating a protocol.  All items on the Checklist must be completed and the principal investigator must sign it.  The Checklist is submitted at the front of the protocol and includes the title of the protocol and the names and professional degrees of the principal investigator and co-investigators.

If the study only includes chart reviews and/or discarded tissues, the Investigator Checklist New Protocol Chart Review or Disc Tissue Checklist (N-C or DT) must be submitted instead.
2) Purpose, Including Specific Aims and/or Hypotheses

This section should state clearly what is hoped to be learned from the research.  The purpose should be written at a level that to be understood by individuals with a general medical background.

3) Background and Significance

This section should include the relationship of the research to previous studies in the field and include pertinent references.  Describe relevant experimental or clinical findings which led to the plan for the project.  This must be succinct and comprehensible without reference to other material.  For studies designed to compare or evaluate therapies, there should be a statement of the relative advantages or disadvantages of alternative modes of therapy.  A few pertinent references should be cited; however, exhaustive literature reviews are not necessary.  If earlier studies have produced conflicting evidence, it is necessary to cite these studies and explain the rationale for the study design that was chosen.

The significance of the study for both for the individuals participating and for the advancement of knowledge should be stated.  How significant is the new knowledge being sought in relation to the potential risks in carrying out the research? 

4) Research Plan

This section is to inform the IRB of the specific nature of the procedures to be carried out on human subjects in sufficient detail to permit evaluation of the risks.  This section should also provide information that will allow the IRB to confirm the claim that methods employed will enable the investigator to evaluate the hypothesis posed and to collect valid data.

a) Study Population

Protocols must be precise as well as concise in defining a study population and how the population will be contacted (IRB Policy, Recruitment of Subjects).  Describe recruitment procedures, including how it will be ensured that subject selection is equitable and that all relevant demographic groups will have access to study participation (45 CFR 46.111(a)(3)). Part of subject selection includes ensuring that no person is unduly denied access to research from which they could potentially benefit, without good reason (Belmont Report, ethical principle of Justice). For example: to exclude non-English speaking individuals purely because it is inconvenient to have the consent form translated into an understandable language; or because the research staff does not speak the language, is not an acceptable reason for their exclusion. The IRB would determine this to be unfair and an injustice to those individuals. 
In describing the equitable selection of subjects, please ensure information is provided to justify the defined population(s) with regards to the following:

· The purposes of the research.
· The setting in which the research would be conducted.

· Whether prospective participants would be vulnerable to coercion or undue influence.

· The inclusion/exclusion criteria.
· Participant recruitment and enrollment procedures.

· The amount and timing of payments to participants (see section 10, Payment to     Subjects). 
Describe how you will protect the privacy of participants i.e. what you will do to maintain individual’s interest in being left alone and being treated in a way that is comfortable to the individual (see section 13, Subject Privacy and Data Confidentiality). 

For patients receiving care in the hospital it is mandatory that the responsible physician, or the physician of record, approve the participation of any patients before they are recruited for a protocol. It should be indicated on the consent form that the responsible physician has given permission to approach the patient for possible participation in the study.

The inclusion and exclusion criteria for both subjects and, if appropriate, control subjects should be specifically stated.  Assurance is required that there will be equitable selection of subjects.  Limited participation or exclusion of minorities or women must be justified.    

Patients identified from medical records must not be contacted without permission from the responsible physician.  The lack of a response from the responsible physician cannot be construed as approval to contact the patient.

If patients are to be involved whose care is the responsibility of departments or special care areas other than that of the responsible investigator, that Department or special care area should be identified as having approved the protocol.

If children are included as research subjects the investigator must provide an assessment of the level of pediatric risk (45 CFR 46.404, 405, 406 or 407) involved in the research (IRB Policy, Board Meetings and Administrative Policy).  The final determination of risk level is made by the IRB.
b) Study Design

If a study includes randomization the procedure for randomization should be discussed.  In studies involving the use of a placebo or a “washout” period, the protocol and the consent must discuss what protections are in place if the subject’s condition deteriorates (IRB Policy, Use of Placebos and Washout Periods in Research).

c) Assessment of resources

Investigators must include information in the protocol to ensure: 1) access to a population that would allow recruitment of the required number of participants; 2) sufficient time to conduct and complete the research; 3) adequate numbers of qualified staff; 4) adequate facilities; 5) a process to ensure that persons assisting with the research were adequately informed about the protocol and their research-related duties and functions, and 6) availability of medical or psychological services that participants might require as a consequence of the research.
d) Study Procedures

Include a description of the intended procedures as they directly affect the subjects.  There need not be a detailed account of techniques that do not directly affect the human subject (e.g., details of laboratory methodology).  Include:

· The number and estimated length of hospitalizations or study visits.

· The length of time for various procedures and frequency of repetition.

· Any manipulation that may cause discomfort or inconvenience.

· Doses and routes of administration of drugs.

· Amounts of blood to be drawn.

· Plans for post-study follow-up.  

The use of published and widely accepted and validated survey instruments need be identified only in the protocol, the instruments themselves need not be submitted unless they are requested by the IRB.  However, original or rarely used instruments must be submitted for review and approved by the IRB.

All specific procedures to be performed on human subjects for purposes of research should be detailed.  Uncommon medical procedures should be fully explained.  It is important to distinguish between usual patient care and any experimental procedures.  The protocol should indicate what changes in medical care will occur as a result of the study, how care will be managed, and by whom.  If subjects will receive standard care as part of the study, these procedures/tests/interventions must be specifically described and identified as standard care.

A general time schedule for various procedures should be provided, showing what a subject might expect regarding how long each aspect of the study will take; the frequency and timing of ancillary procedures; and the duration of discomfort.  It would be helpful to present complicated studies with a simple flow chart to enhance the narrative description.  The location of the study, including laboratories for special testing, must be indicated.

e)  Electronic Record System Utilization  
If study procedures require the use of the UH Physician Portal or other UH clinical electronic documentation systems, the following information must be included in the research protocol:  a) justification for use of the system and why this information cannot be obtained in another manner; b) what information will be collected from the system and the specific process for collection; c) how that information will be protected and secured including how long access to that information will be necessary through the electronic system; and d) who will perform the data collection.  

Requests for use of the Physician Portal for research purposes only will be reviewed by UH Administration, including the UH Center for Clinical Research and Technology (CCRT) to ensure that the access has been justified and noted in the current IRB approved protocol.  UH personnel who have access to the Physician Portal as part of clinical duties must ensure that the IRB has approved collection of data from the Portal as part of the research protocol prior to using the Portal to obtain information for research purposes. 
5) Risks and Discomforts and How Minimized

Risks may include side effects of drugs, hazards of procedures, or dangers of withholding a therapy of proven value.  Potential research risks include more than physical harm; risks may also include emotional or psychological harm, social risk of stigmatization, and economic or legal risk.  There should be a description of all known or potential risks, discomforts, or inconveniences to the subject.  This should include the investigator's explanation of how he or she concluded that the risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result from the research.  The description of risks may be extensive or may be brief, depending on the protocol.  When possible, it is appropriate to cite statistical probability of risk occurrence.  Risks related to the research need to be distinguished from risks that are part of standard medical treatment.

The subject should be told what will be done to minimize risks and counteract side effects and which, if any, side effects might be irreversible.  In addition to the known risks of being in the study, there may be unforeseeable complications; the subject should be made aware of this fact.  Describe the procedures for protecting against or minimizing potential risks, and assess their likely effectiveness.  Where appropriate, discuss provisions for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects.

There are specific risks that may be present when genetic information is part of a protocol.  The magnitude of the risks and a description of the risks should be given in both the protocol and the consent form.  These risks may include:

· Future problems with access to or retention of benefits or entitlements (e.g., health insurance, life or disability insurance, educational opportunities, employment, etc,).

· Stigmatization: negative views of others, within or without the subject's family, about the subject; the possibility of altered family relationships and interactions.

· Psychological responses to information:  altered self-concept; possible feelings of depression, guilt, anger, etc.

· Detection of previously unknown biological relationships within a family:  paternity, maternity, and adoption.

6) Compensation for Injuries

For any research involving more than minimal risk, federal regulations require an explanation as to whether any compensation and/or medical treatment is available if injury occurs and, if so, what it consists of, or where further information may be obtained.  The principal investigator may need to distinguish between treatments for injuries related to the investigational intervention versus treatments for routine medical care for complications or conditions associated or expected with the disease or disorder involved.  If a study entails minimal risk and if, in the opinion of the investigator, there is the potential for physical injury, an “in case of injury” section should be incorporated into the protocol and consent form.

“In case of injury” provisions should include: 

· Where and from whom medical therapy may be obtained.

· What therapy will consist of and its duration.

· Who will pay for the therapy.

· Whom to contact in case of injury.

· What happens after the study ends or if the subject is dropped from the study because of progression of disease and/or other circumstances.

The source of funds, if any, to cover the costs of medical therapy for injuries should be specified.  If none is available, it is important that the subject understand what may be billed to him or her, or to a third-party payer.  This includes routine medical care that is normally billed to the subject even when it is performed in conjunction with a research study.  Additionally, because there is a responsibility to protect the subject and mitigate risks whenever possible, the principal investigator should attempt to obtain funding sources for treatment of research related injuries whenever possible. When the study is sponsored by a commercial, for-profit entity, the principal investigator is required to attempt to secure from the sponsor a written commitment to pay for the costs of medical therapy. It is preferred that the sponsor’s commitment not be that the sponsor’s reimbursement begins when the subject’s insurance carrier’s coverage ends.  If a sponsor is willing to pay for research related injuries, this needs to be part of the sponsor’s contract with UHCMC.

7) Benefits to Subject

Describe the potential benefits to the individual subjects enrolled in the study.  If there are no direct benefits, indicate there are none.  Reimbursement or compensation is never a benefit.  The potential benefits which may result for other individuals, general knowledge, etc., should also be discussed.  For studies with greater than minimal risk, discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and in relation to the importance of the knowledge that may reasonably be expected to result.

8) Costs to the Subject

The IRB is concerned about the cost accounting of research studies, and investigators must address the problem of extra costs incurred because of the research project.  If costs due to research are to be incurred by the subject, such costs must be stated on the consent form.  Non-therapeutic studies may not be charged to the subject or third-party payers.  Describe and justify any costs that the subject will incur as a result of participation; normally, subjects should not have to pay for research procedures that do not provide some direct benefit.  Generally, drugs used under an IND number may not be charged to subjects or third-party payers.

9) Alternative(s) To Participation

Discuss the alternatives to participating in the study.  Are some or all of the study treatments available without participating in the study?  Are similar approved treatments available outside the study?  Provide a description of the local standard of care for the condition, if applicable.

10) Payment to the Subjects (Reimbursement and Incentives)

Describe any material inducements that will be offered to subjects in return for their participation: e.g., direct payment, free hospitalization, medical care, medication, food, tests, etc.  Discuss both reimbursement (compensation for expenses, e.g., parking, meals) and incentives (payment for discomfort).  Describe the schedule of payment to subjects based on their complete or partial participation.  Identify whether early withdrawal from the study will result in a reduced payment or whether it makes a difference if it is the subject or the investigator who decides to terminate the subject's participation (IRB Policy, Remuneration of Subjects).

11) Plan for Obtaining Informed Consent (Informed Consent Process)

a) Description of the Informed Consent Process:

The protocol must include a description of the “informed consent process. Please consider the following points:

a. The timing /waiting periods for participants to ensure that they are allowed adequate time to make an informed decision and to minimize the possibility of coercion or undue influence. Sufficient time must also be allowed for the participant to review and consider participating with the assistance of family members, research partners or representative if necessary. Other items to consider regarding time/waiting periods are:  Is the potential participant given a copy of the consent form to read prior to the discussion of the study? Is the consent form presented in person or mailed to subjects (where they can review it in the privacy of their own home)? How much time elapses between the presentation of the study and informed consent form and the actual signing of the form?  

b. The steps taken to minimize the possibility of coercion or undue influence
c. The language used by those obtaining consent
d. The language understood by the prospective participant or the representative
e. Who will be involved in obtaining consent?
f. Who will be approached for consent/assent/permission (parental or guardian)?
b) Comprehension of informed consent:

In order for the IRB to evaluate issues of comprehension, the protocol needs to describe the steps taken to ensure that participants or their legal representative, and those who are involved in obtaining consent, understand the research. Please consider the following points:

Once a potential participant is identified, what process is followed to inform the subject of the study prior to obtaining a signature on the informed consent form? 

a. Who introduces the study to the potential subject?

b. Who reviews the informed consent document in depth?

c. Do you require the potential participant to have another person present during the presentation of the study?

1. Who answers the questions presented by the potential participant and/or family?

2. What method is used to determine if the potential participant fully understands the study, what is required from them, risk and benefits, and their rights as a participant?

3. Is the principal investigator usually present during the presentation of the informed consent?

Although written consent forms are generally required, in studies that present no more than minimal risk of harm to subjects and involve no procedures for which written consent is normally required in the context of medical practice, oral consent may be approved.  Written consent may also be waived if the consent form is the only record linking the subject to research involving sensitive information and the primary risk of the research would be breach of confidentiality.  

If the investigator believes that oral consent is appropriate, the request for waiver of written documentation of consent must to be justified in the protocol.  If the IRB approves the waiver of written consent, i.e. verbal or oral consent, an information sheet or a document that addresses the required elements of informed consent, will be required for subjects. 

No hospitalized patient should be approached to participate in research until his or her responsible physician has approved contact between the investigator and the patient.  Investigators who believe that prior approval of the responsible physician is unnecessary for a particular protocol should provide their reasons for this (IRB Policy, Informed Consent).

12) Provisions for Subjects from Vulnerable Populations

Address whether some or all subjects to be recruited will be vulnerable to coercion or undue influence. If they are, describe the additional protections provided to these subjects to protect their rights and welfare. Under the Belmont report, the ethical principle of Beneficence requires that risks to subjects are outweighed by the sum of both the anticipated benefit to the subject, if any, and the anticipated benefit to society (i.e., knowledge to be gained). In reviewing research involving vulnerable subjects, the IRB are required to determine whether the presented risks are fully justified; and the appropriateness of their inclusion has been demonstrated. For example if subjects who may not be competent to give consent are to be included, a description of how competency will be assessed needs to be included. Additional information for vulnerable populations is provided in IRB policies, IRB Policy, Assent from Children in Research Studies; IRB Policy, Decisionally Impaired Research Subjects; IRB Policy, Pregnant Women, Human Fetuses and Neonates; IRB Policy, Prisoners as Research Subjects; and IRB Policy, Other Vulnerable Populations. 

13) Subject Privacy and Data Confidentiality

Describe the provisions to protect a subject’s privacy and the confidentiality of their data in connection with their participation in the research study. (NOTE:  While confidentiality concerns data, privacy concerns people). Ensure that you include a description of (i) how any identifiable information will be accessed and how the information obtained will remain confidential; and (ii) that it will be disclosed only with the subject’s permission or as required by U.S. or Ohio law.  Examples of information that are legally required to be disclosed include abuse of a child or elderly person, and certain reportable diseases.

Privacy of participants: 

Privacy refers to a person’s desire to control access of themselves to others. Describe how you will protect the privacy of participants i.e. what you will do to maintain individual’s interest in being left alone and being treated in a way that is comfortable to the individual. Describe specifically, the procedures for identifying participants; how you will gather information from or about them; and how any invasion of privacy will be minimized. Please also consider the location where the information is to be gathered and whether the participants will be comfortable in the research setting being proposed. EXAMPLES:  People may be uncomfortable answering questions about their employer in an open cubicle, so investigators may arrange for a more private interview location; or, people may not want to be seen in a place that might be stigmatizing to them, such as a pregnancy counseling center, so investigators may arrange for questionnaires to be mailed to subjects.
Confidentiality of data:

Describe how research data will be stored and secured to ensure confidentiality.  If data will be shared with other investigators, explain why this is necessary and, if relevant, justify releasing data with identifiers that would permit the recipient investigator to know or infer the identity of the subject (45 CFR 46.111(a)(7) and 21 CFR 56.111(a)(7)). If highly sensitive information is to be gathered, such as information that would put the subject at risk of criminal or civil liability, either provide a Certificate of Confidentiality or explain why one was not requested.  If audio or video tapes are made for research purposes describe how they will be kept secure and when they will be destroyed.

Further describe the disposition of information obtained during a study.  When a study is of a diagnostic or therapeutic modality, information is very often entered in the subject's medical record, discussed with the subject, and transmitted to anyone else whom the subject designates.  If the intent of a study is not directly related to diagnosis or therapy of a particular subject, he or she has the right to decide whether or not such information shall be entered into the medical record or transmitted directly to the private physician.

When subjects will be tested for reportable diseases, such as HIV or hepatitis the protocol must clearly reflect these exceptions to confidentiality.

Limits on confidentiality, such as inspection of medical records by the IRB or agents of the FDA and the industrial sponsor in studies involving investigational drugs and devices, should also be explained.
14) Data Analysis Plan

Summarize the statistical/analytical methods to be used.  This should include a statement about the statistical power of the study to test the major hypothesis.

15) Data and Safety Monitoring Plan

The UHCMC IRB requires a Data and Safety Monitoring Plan (DSMP) for all research to be conducted at UHCMC. The level of required data and safety monitoring must be sufficient so that it is congruent to the level of risk associated with the research. 

The UHCMC IRB requires investigators proposing interventional clinical research with human subjects to address plans for monitoring the data to ensure the safety of subjects.  The plan may be described by the sponsor, or by the investigator (for investigator-initiated research) in the protocol. The DSMP must be described in sufficient detail for the UHCMC IRB to determine whether the plan is appropriate for the research proposed.  This responsibility stems from DHHS and FDA regulations stating a criterion for study approval be that "when appropriate, the research plan makes adequate provisions for monitoring the data collected to ensure the safety of subjects" (45 CFR 46.111(a)(6) and 21 CFR 56.111(a)(6)). 

Data and safety monitoring is the process for accumulated outcome data for groups of subjects to determine if the research should be altered or stopped.  Ongoing review of the aggregate data ensures that the study can continue without undue risk to participants.  Safety monitoring also includes the continual assessment of risks and benefits through the review of individual adverse events and other safety parameters (i.e., unanticipated problems) as they occur during the study to determine whether individual participants can safely continue to participate.  Data monitoring is the process for ensuring the scientific integrity of the research data including its accuracy, validity, reliability, completeness and its collection in compliance with the protocol.    

A DSMP is unique to the trial and should be tailored to the nature, size, and complexity of the research protocol, the expected risks of the research, and the type of subject population being studied. It should also include an appropriate statistical analysis plan. Appropriate DSMPs may fall anywhere along a continuum from monitoring by the principal investigator or group of investigators to the establishment of an independent Data and Safety Monitoring Board (DSMB)/Data and Safety Monitoring Committee (DSMC).  Regardless of the type of DSMP, the individuals participating in the monitoring plan must be objective.  

Information required in the DSMP for IRB Review 

For greater than minimal risk studies the plan needs to include the following:

· A statement to clarify whether there is a DSMB or DSMC associated with the research.  If there is a DSMB/DSMC, the contact information of the committee member(s) or a contact person (as applicable) is required. This is particularly important for investigator-initiated studies where specific information and detail regarding who the member(s) are, is required for review; 

· Whether the DSMB/DSMC is independent from the study sponsor and participating investigators; and 

· How often the DSMB/DSMC meet; the type of data that will be used; and the timing of written reports etc. 
Minimal risk studies or studies with no DSMB or DSMC:

For minimal risk studies or for studies that do not have a DSMB/DSMC, the plan needs to include the following:

· Details of the person(s) who will be performing the data and safety monitoring; 

· The frequency of the data review; and

· Information related to the scientific integrity of the research data to be collected i.e., to ensure its accuracy, completeness and collection is in compliance with the protocol.    

Note: For multi-site studies the information in the DSMP must be provided in sufficient detail for the Board to determine that external adverse events and unanticipated problems will be appropriately monitored to assure participant safety.

The UHCMC IRB considers the following points when assessing the plan for monitoring the data: 

· How will the trial be monitored?  Who will monitor the trial? Will there be an independent data and safety monitoring board? Independent data and safety monitoring should be considered for studies involving greater than minimal risk and in studies with any perceived conflicts of interest.  

· How will decisions about stopping the trial be made?  By whom?  On what basis?
16) Plans for the Subjects at the End of the Protocol

For treatment studies describe how the subjects will be transitioned to their usual medical care.  Is the study medication available to subjects after the end of the study?  Are there any post follow-up contacts?

17) Multi-Site Research Studies:

When a UH investigator is the PI or responsible site investigator or the institution is the lead site (e.gs., prime recipient of award; or IND or IDE holder) in a multi-site study, the investigator must describe in the protocol, the management of information obtained in the multi-site research that might be relevant to the protection of human research participants, such as:

• Unanticipated problems involving risks to participants or others.

• Interim results.

• Protocol modifications.

In their review, the IRB will consider whether the plan adequately protects the research participants.

In addition, if an investigator plans to conduct research at sites external to the organization, for each site, the investigator needs to include the following information in the application (research plan): 
· Whether the site has an IRB.

· Whether the site has granted permission for the research to be conducted.

· Contact information for the site.

· If the site has an IRB, whether the IRB has approved the research or plans to defer review to the organization’s (UHCMC) IRB.

C) Optional Modified Protocol Format for Industry-sponsored Studies

A modified format may be used for industry-sponsored or commercial protocols.  Instead of preparing a protocol specifically for the IRB, selected pages from the sponsor supplied official protocol may be copied and submitted to the IRB.  For this format to be acceptable to the IRB, the industry protocol must be well written and appropriately organized.  The protocol must include all the elements listed for an investigator-written protocol.

Additional topics that are necessary for the IRB submission which may need to be added to industry-sponsored protocols:

· Payment to subjects.

· Comparing the treatment in the protocol to the local standard of care.

· Alternative treatments.

· Costs to participants.

· How the study will be carried out at UHCMC.

· The Data and Safety and Monitoring Plan.

· Plans for the subjects at the end of the protocol.  

If the industry protocol includes a summary, it is usually not necessary to include the summary in the IRB submission.  When the protocol is appropriately prepared and ready for submission to the IRB, the pages should be numbered consecutively (this can be done by hand).

D) Protocols with Approval of IRBs from Other Institutions 

On occasion, members of the faculty who are working primarily at institutions other than UHCMC may have protocols approved by their respective institutional review boards and these investigators may want to conduct these studies at UHCMC.  It is the policy of UHCMC that all studies involving human subjects carried out on the premises of the UHCMC require the approval of the IRB.  If the investigator is not a physician and/or does not have admitting privileges at UHCMC, a member of the medical staff must be identified as the responsible physician, listed as a co-investigator, and co-sign the Checklist.  

The protocol is submitted to the IRB as a new protocol.  A copy of the approval from the other IRB should be included with the submission.  If only part of the protocol will be done at UHCMC this should be clearly indicated.  All consent documents must be in the UHCMC required format.

Related Policies:

45 CFR 46.111
21 CFR 56.111
UHHS IS-11: Physician Portal Access
UHCMC AP&P II, Policy 1.1 Adult Abuse, Neglect or Exploitation
UHCMC AP&P II, Policy 1.2 Child Abuse and Neglect
UHCMC AP&P II, Policy 10.5 Notification of Reportable Diseases
Related Forms:

IRB Checklist – New Protocol (N)

IRB Checklist – New Protocol Chart Review or Disc Tissue (N-C or DT)
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