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Tips & Tricks for When Submitting to the NIH IRB

Continuing Reviews
· No changes to the protocol or consent form(s) are permitted at the time of Continuing Review (CR)
· Redacted consent forms: These should not contain any PII. If the study has not enrolled anyone in the past year, then there is no need to submit a redacted CF(s)
· Attach a copy of the current IRB approvals from outside sites if NIH is the coordinating site and other sites have local IRB approval
· Safety Reporting
· At the time of CR, PI must provide a high-level summary of the following: any minor and major protocol deviations, non-compliance(s) not related to a protocol deviation, and adverse events (AEs) and serious adverse events (SAEs) that are not UPs, that have occurred since the last review (CR or IR), and all UPs that have been reported to the IRB during the last CR reporting period.  ALL of the listed reportable events must be addressed. If there were no events for a certain category (e.g., deviations), this should be explicitly stated in the Progress Report Form.
· What is a “high-level summary”?
· A high-level summary provides a summary description of the deviations, non-compliance, and AEs/SAEs that occurred since the last CR (or initial review, if it is the first CR), and a summary of all UPs that have occurred over the last CR reporting period. The summary must include a statement from the investigator providing the IRB assurance that all deviations, AEs, and SAEs are within the expected severity and frequency, or if not, an explanation of that fact. The high-level summary is NOT raw data or a line item listing of all AEs and SAEs. It is the interpretation of the data by the investigator.
Example high-level summary: There were a total of 10 deviations that have occurred, which included 8 out of window visits due to inclement weather or scheduling issues with the participants, and 2 participants failed to bring their medication diary to a follow up visit. There were no systemic issues identified with these deviations. 
Other acceptable language (for data interpretation):
· These deviations are within expected severity and frequency
· Adverse events that have occurred over the past year are within expected severity and frequency and do not alter the level of risk of this study
· The frequency and severity of adverse events does not exceed what is described in the protocol and consent
Amendments
Protocol 
· Remove all personnel aside from the PI from the Title page of the protocol and move them over to a separate Study Personnel Page 
· Remove the “Investigator Qualifications” section (if applicable)
· Remove the “Classification of Risk” Section – this is an IRB Determination (if applicable); note that, regardless of whether there is a specific “Classification of Risk,” section, all IRB determinations must be removed from the protocol (including statements such as, “this study has direct benefit, so only one parent signature is required”)
· Remove reference to request prospective short form consent approval (if applicable) as this is no longer needed.
· If enrolling children, describe the planned assent process and indicate ages of verbal and written assent in the informed consent section (if applicable)
· Update to align with reporting policy 801
· Update to remove use of a witness during the long form and telephone consent processes 
· Make sure the protocol does not mention ‘back-dating’ the investigator’s signature once the consent form (CF) is received after using the telephone consent process
· Remove references to former IC specific IRB (e.g. NIAID IRB)
· If the study involves a non-significant risk (NSR) device ensure this is described in the protocol
· Note that a NSR determination is required per the FDA for COVID studies with an assay and/or antibody testing being done as part of the protocol and results being returned and/or used for determination of treatment.  
· Biorepository/ Secondary research protocols-- ensure there is a section to request a waiver of informed consent included in the protocol
· Protocol should include blood volume amounts obtained at each blood draw and the total amount of blood volume obtained over what time period. CF should indicate volume in teaspoons and/or tablespoons. 5mL=1 teaspoon, 3 teaspoons =1Tablespoon
· Include clean and tracked WORD versions of the  protocol 

Screening and Natural History protocols
These may require additional changes to only list research procedures and remove clinically indicated procedures from the protocol.

Pregnant Women
If your study includes pregnant women, consider the following:
· If you want to include pregnant women as a population in your protocol, then you must provide a justification for their participation and their participation must be approved by the IRB.  
· If you enroll pregnant women or  allow women who become pregnant after enrollment to remain on the study, and your protocol does not include the justification for their inclusion, then the protocol must be revised to include a justification for their participation.  In accordance with 45CFR46.204(b), in order to include pregnant women in research, “The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus; or, if there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge which cannot be obtained by any other means”.  Therefore, if there is no prospect of direct benefit for the woman or the fetus, then the risk must be minimal, and the provided justification should demonstrate that the study objectives cannot be met without including pregnant women. If you want to include pregnant women as a population, revise the protocol to provide justification that demonstrates that the study objectives cannot be met without including pregnant women. 
· This section should be entitled, “Inclusion of Pregnant Women.” Additionally, if there are tests that are contraindicated for pregnant women, pregnancy testing should be clearly indicated in the protocol.

Consent Forms (CF)
· If you are transferring old consents over to the new template, or are writing a new consent, always use the most current consent template that is posted on the IRB website. 
· [bookmark: _GoBack]If you have already transferred your consent form onto a new template, there is no need to move it over the most recent template. It just may require slight edits to the Header and Footer to be consistent with current template.
· In the most recent template version, the language regarding the storage of specimens/data for future use and sharing is now in blue.  If you are conducting your study in the United States, do not alter this language. For studies conducted internationally, you may alter it as appropriate to where the study is being conducted.
· There is now a separate set of instructions for the pre-2018 Common Rule templates 
· Remove inclusion/exclusion criteria from the CF-this is not a regulatory requirement
· Update the CF with the current radiation safety language (refer to the posted consent library)
· For COVID studies, confirm PREP ACT language is included in the CF (does not include behavioral research where research procedures are limited to questionnaires)
· CF should include blood volume amounts obtained at each blood draw and the total amount of blood volume obtained. CF should indicate volume in teaspoons and/or tablespoons. 5mL=1 teaspoon, 3 teaspoons =1Tablespoon
· If the study involves a non-significant risk (NSR) device, ensure this is described in the CF.
· Confirm the proper COI Language is included if a covered protocol (and that the language is not included if it is not a covered protocol)
· The signature blocks are no longer in blue.  Instead, prior to your submission of the consent to the IRB, update the signature blocks.  Keep only the signature blocks that are applicable to your study.  Delete the blocks which are not applicable.  Refer to the posted instructions on the IRBO web for specific guidance on this topic. https://irbo.nih.gov/confluence/display/ohsrp/Templates+and+Forms
· Nomenclature for your consent document file names. 
*Use this nomenclature when you submit your consent forms via iRIS.  
· Nomenclature for clean document(s):  
[IRB# Number] [OPS assigned footer (#)][Cohort name][Version Date]
· For example:   *12EI0042.1 Standard  14JAN2020
  12EI0042.2 Healthy Volunteer 14JAN2020
*Note: submissions containing improperly named documents may be returned for 
  correction.

· Submit Tracked and Clean copies of your Consent Forms(s) 
· When submitting a clean copy of the consent form, please ensure the following:
· The IRB approval and posted dates are removed from the header
· No section headings are separated from the section text across page breaks 
· Study Title: may contain protocol/IRB #
· There are no blank pages
· The cohort title is clear. May contain V # (e.g. V32)
· The document (#) = OPS assigned number (e.g. 1) in the footer has been vetted with the OPS website for accuracy (https://clinicalstudies.info.nih.gov/Search.aspx)
· Version date is updated in the header and the footer (may contain V# (e.g. V32)  
· Protocol number is removed from the header and the footer
· Signature blocks are accurate
· Pagination is correct
· Watermarks are removed
· When you have finalized your clean consent, “select all” and change the text to all black prior to attaching in iRIS. 
The consent form should be clean and ready for the IRB to stamp once approved by the Board or the Chair.  Remember, this is the document that the subject is reading so it should look good! If the consent form is not ready to stamp then it will be sent back to the study team to correct.

Contact iRIS Training Support with assistance in stacking CFs properly in iRIS iris_training@od.nih.gov

Safety Reporting Requirements:  Update to be consistent with Policy 801
· The Policy can be found on: https://irbo.nih.gov/confluence/display/IRBO/Policies+and+SOPs 
· In general, you can either spell out the definitions as per the policy, or just refer to the policy (e.g., Unanticipated problems, non-compliance, and other reportable events will be reported to the NIH IRB as per Policy 801). If spelling out the definitions, they must match what is in the policy
· No waivers allowed in the new policy. If you have a waiver of reporting to the IRB section in your protocol, it should be removed. 

Conflict of Interest
· If the study has a device or drug, may be considered a covered protocol per NIH Policy 21.
· Should obtain DEC Clearance. SOP 21 - Conflict of Interest Requirements for Researchers and Research Staff

Pre-Screening Activities- Studies Approved Pre-Common Rule
Include a request for a waiver of informed consent (or waiver of documentation of informed consent if you have a phone script) when engaged in prescreening of potential subjects.

Responding to pre-review stipulations 
When responding to pre-review stipulations, keep all changes tracked (i.e. do not only track changes per pre-review; all changes made with the submission should remain in tracked changes cumulatively for that submission).

Please contact the IRB at irb@od.nih.gov with any questions regarding the consent documents.
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