	Transition Checklist



	For Requesting a Transition to the revised Common Rule

	



	When to Use this Checklist: The federal government changed the Common Rule (38 CFR 16) that governs human subjects research, with an effective date of January 21, 2019.  This form should only be used for studies that have been selected for transition to document all aspects of with the 2018 requirements.

There is NO advantage to transition a study that is subject to the FDA regulations.
 



Section 1. PROTOCOL INFORMATION 
	1A. Principal Investigator:      

	1B. Protocol Number:      

	1C. Project Title:      



Section 2. STUDY STATUS
	2A. Is your study reviewed annually by a fully convened Board? |_| Yes  |_| No  |_| Unsure

	2B. Are you still collecting data from participants? |_| Yes  |_| No   |_| N/A

	2C. If no to 2B, are you still analyzing data or biospecimens (identifiable or de-identified)? |_| Yes  |_| No


	2D. If yes to 2B, is the data you are collecting only the accessing of clinical data from procedures that participants would undergo as part of routine clinical care? |_| Yes  |_| No

	2E. Did your study receive final IRB initial approval between July 19, 2018 – January 20, 2019 AND document the use a burden reducing provision? |_| Yes  |_| No
If Yes, which one or both of the following:
1. The revised definition of research such that certain categories of activities are not considered research? |_| Yes  |_| No
2. The elimination of the IRB review of the grant application or contract protocol? |_| Yes  |_| No
(Please note, VHA research could not utilize the provision that eliminates the requirement of continuing IRB review prior to January 21, 2019.)

	2F.  Does your study have a consent form? |_| Yes  |_| No

	2G.  If 2B is No, are you within 60 days from your last study visit? |_| Yes  |_| No

	2H.  Is your study a clinical trial?  |_| Yes  |_| No
Clinical Trial definition: A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes.

	2J.  If 2B is No, 2F is Yes, 2G is Yes, and 2H is Yes, if transitioned, you must post your consent form before the end of the 60 day period to one of the approved websites: clinicaltrials.gov or http://Regulations.gov (Docket ID: HHS-OPHS-2018-0021).  Make sure to seek guidance on redacting the consent form if applicable.






Section 3. REQUIRED CHANGES TO CONSENT DOCUMENTS
	3A. Key information needs to be added to the top of all consent forms still being used to enroll participants. Action taken:
|_| Consent form modified to include key information
|_| No action required; please select why
      |_| A waiver of informed consent is in place for this research
      |_| Enrollment is no longer taking place for this study
      |_| Other, please explain



	3B. A specification of future use of data needs to be added to all consent forms still being used to enroll participants. Action taken:
|_| Consent form modified to indicate that de-identified information and/or biospecimens may be used for future research without additional consent
|_| Consent form modified to indicate that information and/or biospecimens will not be used for any future research
|_| No action required; please select why
      |_| A waiver of informed consent is in place for this research
      |_| Enrollment is no longer taking place for this study
      |_| This information is already included on the consent form
 |_| Other, please explain



	3C. For research involving biospecimens, a specification that commercial profit may come from the use of biospecimens (either identifiable or de-identified) and if participants will share in that profit needs to be added to consent forms. Action taken:
|_| Consent form modified to include information about commercial profit
|_| No action required; please select why
      |_| A waiver of informed consent is in place for this research
      |_| Enrollment is no longer taking place for this study
      |_| This study does not involve the use of biospecimens
      |_| This study uses biospecimens, but there is no commercial profit from their use
      |_| This information is already included on the consent form
 |_| Other, please explain



	3D. When applicable, a specification of whether or not clinically relevant research results will be disclosed to participants and under what conditions needs to be added to consent forms. Action taken:
|_| Consent form modified to include information about disclosure of clinically relevant research results
|_| No action required; please select why
      |_| A waiver of informed consent is in place for this research
      |_| Enrollment is no longer taking place for this study
      |_| This study does not have clinically relevant research results
      |_| This information is already included on the consent form
|_| Other, please explain



	3E. When applicable, a specification that whole genome sequencing will or may happen with biospecimens needs to be added to consent forms. Action taken:
|_| Consent form modified to include information about whole genome sequencing
|_| No action required; please select why
      |_| A waiver of informed consent is in place for this research
      |_| Enrollment is no longer taking place for this study
      |_| This study does not involve the use of biospecimens
      |_| This study uses biospecimens, but there will be no whole genome sequencing
      |_| This information is already included on the consent form
 |_| Other, please explain


	3F. Are the revised consent forms attached? |_| Yes  |_| No  |_| Not Applicable, please explain



	3G. Is this study longitudinal in nature? |_| Yes  |_| No
If yes, in the research team’s opinion, do participants consented with the pre-transition consent form who are still active in the study need to be re-consented? |_| Yes  |_| No 
(Please note that the IRB may disagree with the research team’s assessment.)
If yes, has a plan for re-consenting participants been added to the application? |_| Yes  |_| No

	3H. Is this project registered as a clinical trial on clinicaltrials.gov? |_| Yes  |_| No
If yes, and the study transitions to the revised Common Rule an informed consent form must be posted on the Federal Web site after the clinical trial is closed to recruitment, and no later than 60 days after the last study visit.
Clinical Trial definition: A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes.



Section 4. OTHER CHANGES
	4A. Do you currently have a Waiver or Alteration of Informed Consent in place for this project or a waiver of documentation of consent? 
|_| Yes  |_| No
If yes, please submit a new Waiver of Informed Consent or Alteration of Informed Consent or Waiver of Documentation of Informed consent request. 

	4B. Do you currently get consent for screening, recruiting or determining eligibility procedures for this project? 
|_| Yes  |_| No 
[bookmark: _GoBack]If yes, are you requesting to no longer obtain consent for screening, recruiting or determining eligibility procedures? |_| Yes  |_| No
If yes, has the application been updated accordingly? |_| Yes  |_| No
*Allowable if the investigator will obtain information through oral or written communication with the prospective subject or legally authorized representative, or if the investigator will obtain identifiable private information or identifiable biospecimens by accessing records or stored identifiable biospecimens

	4C. Is this project a protocol that was reviewed and approved at the expedited level that you would like to be considered for approval at Exempt Category 2 or 3? |_| Yes  |_| No
If yes, please explain why:      


	4D. Will the study include regulatory Broad Consent? |_| Yes  |_| No
To include Broad Consent, a protocol amendment must be submitted using standard procedures.




Section 5. REVIEWER RECOMMENDATION
	5A. Study was initially reviewed by |_| Convened board  |_| Expedited process

	5B. Study has met all requirements to transition to 2018 Requirements? |_| Yes  |_| No
If “No”, please specify 


	5C. Reviewer recommends that study be transitioned to 2018 Requirements? |_| Yes  |_| No
If “No”, please explain why not 


	5D. Under the 2018 Requirements (check all that apply):
|_| Requires Continuing Review                       |_|Does not require Continuing Review
|_| Subjects need to be reconsented              |_| Utilize Broad Consent
|_| Subjects will be screened, recruited or eligibility determined without consent
|_| Is Exempt ____ (indicate appropriate category(ies)) |_| Requires limited IRB review

	5E.  If the study qualifies as expedited under the 2018 requirements and CR is required by the reviewer, provide the justification here:


	Approval to Transition to the 2018 Requirements

Reviewer Signature: _________________________________   Date of Transition: _____________________

Reviewer Printed Name: ________________________________

This serves as the official documentation of a study that transitions to the 2018 Requirements of the Federal Regulations for the Protection of Human Subjects (Common Rule, 38 CFR 16)
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