CONTINUING REVIEW GUIDELINES

1.  This package contains a cover memorandum and a Continuing Review form.  You submit the package annually.  Note that your project is due for continuing review one year after the submission date of the original protocol (or prior Continuing Review form), not one year after the approval date.

2.  Cover memorandum.  Places where you must modify the memorandum are marked with yellow.  Delete the yellow text and fill in the appropriate information.  On the cover memorandum, fill in the date.  Put your name on the From line and below the signature line.  Put your protocol number on the Subject line. 

3.  Continuing review form.  This form contains 16 protocol-information paragraphs.  In most cases, the information you should enter is obvious.  Some possible exceptions follow.

    a.  Paragraph 5, Update of research background.  To complete this item, review the relevant literature to see whether the experiment is still relevant and whether anything new has been discovered that changes the study's risk-benefit equation.  If the experiment remains informative and the risks and benefits are unchanged, you can simply copy the boilerplate text below into paragraph 5.  Otherwise, you should indicate what has changed and explain how you think the changes affect the value of continuing the research.

        The research literature relevant to this protocol appearing since the last IRB review has been surveyed.  The research issues addressed in the protocol have not been resolved.  No additional risks or benefits have been identified from this review of the recent literature.  Based on this review, the utility of the research and its risk-benefit ratio are unchanged.

    b.  Paragraph 6.  Changes since last review.  If you have not changed the protocol, enter the text below (or equivalent text).  Otherwise, explain the changes.

        We have made no changes to the protocol since the last review.

    c.  Paragraph 7.  Subjects.  Indicate the number of subjects you have studied to date:

        We have studied a total of K subjects to date.

    d.  Paragraph 8.  Adverse events.  If there have been no adverse events associated with the study, use the boilerplate text below.  Otherwise, provide a brief summary of any problems or incidents.  Refer to current instructions and regulations for more information on reporting adverse events.

        There have been no untoward events, complications, or injuries.

    e.  Paragraph 9.  Medical care.  If it has not been necessary to provide medical care, use the boilerplate text below.  Otherwise, briefly describe the care given and refer to current instructions and regulations for more information.

        It has not been necessary to provide medical care to any study participants.

    f.  Paragraph 10.  Informed consent.  Use the boilerplate below unless it is inaccurate.  If the boilerplate is inaccurate, describe the process actually used to obtain consent.

        Informed consent has been obtained from all study participants by providing them with a copy of the consent form approved by the IRB, giving them time to read it, and answering any questions they had about the protocol.  The voluntary nature of participation has been stressed, and no supervisors or superior officers who might have applied pressure to coerce participation were involved in the process.

    g.  Paragraph 11.  Research and safety procedures.

        (1) Answer the question in paragraph 11 about device safety inspection and certification "Yes," "No," or "Not Applicable."  If the answer is "Yes," attach a copy of the signed and dated Device Safety Certification form.  Note that this form is good for only one year.  If "No," note that subjects may not be tested until you have obtained a new or renewed Device Safety Certification form from the NAMRL Safety Inspection and Certification Committee.

        (2) If the sentence in paragraph 11 about research and safety procedures is not correct, edit the section so that it briefly describes the deviations and their consequences.  See current instructions and regulations.

    h.  Paragraph 12.  Findings to date.  Use one of the boilerplate statements below to describe the current status of the study.  If the project has been completed, you should submit a completion report, not a continuing review. 

        Data collection is still in progress.  There are no research findings to report at this time.

        Data collection has been completed.  Data have been prepared for analysis, but analysis has not progressed to the point of having results to report at this time.

        Data collection and preparation have been completed.  Data analyses are ongoing.  Preliminary findings indicate that [describe major study findings].

    i.  Paragraph 13.  Compliance with regulations.  If the boilerplate statement in the template is incorrect, remove the statement and insert text that describes the deviations, their effects (or lack thereof), and the steps taken to prevent recurrence.

    j.  Paragraph 14.  Personnel qualifications.  Use the boilerplate in the template unless it is inaccurate.  Note that in studies that involve physical exertion, personnel who deal directly with subjects should have current CPR certification.  If this requirement applies, add the statement:  "All personnel who deal directly with subjects have current CPR certification."

    k.  Paragraph 15.  Maintenance of records.  Use the boilerplate provided in the template unless it is inaccurate.  If some modification has been necessary, describe it.

    l.  Paragraph 16.  Collaborating institutions.  Insert the appropriate choice of boilerplate from the following selections.  Add any information called for by the highlighted instructions but do not insert the instructions, themselves, into the form.

         This protocol does not involve collaboration with any other institutions, so there has not been and will not be a continuing review by any other Institutional Review Board.  

         This protocol is a collaborative undertaking with researchers at [add name of institution].  The cooperative research plan established for this project assigns responsibility for human protection to the Naval Aerospace Medical Research Laboratory.  Therefore, the Institutional Review Board at [add name of institution] will not review the protocol.

        This protocol is a collaborative undertaking with researchers at [add name of institution].  Continuing review of this project was conducted by their Institutional Review Board on [add date].  The protocol [was/was not] approved for continuation. [Note: If not approved, state the reasons.]
        This protocol is a collaborative undertaking with researchers at [add name of institution].  Continuing review of this project has not yet been conducted by their Institutional Review Board, but it is scheduled to take place on or about [add date if known or delete reference to it].  The results of that review will be provided when it has been completed

    m.  Signature block.  Sign and date on the indicated lines.

4.  Investigator Assurance Agreement.  Insert the protocol title and names as shown.

5.  Record of Changes To Protocol.  Insert information as indicated.  Copy and paste additional co-investigator signature lines if the project has more than one co-investigator.

