Chapter 13

CHANGING A PROTOCOL AND/OR THE
CONSENT FORM

If changes to a protocol become necessary, investigators must obtain Board approval prior to instituting
such changes. See the section below entitled “Emergency Changes’ for proceduresinvolving
emergency changes without prior Board approval.

When changes to a protocol are submitted for approval, the entire amended protocol and consent form
are subject to review for compliance with current IRB standards.

A. Typesof Review

1. In generad, if astudy isinitially approved under expedited review, then all revisions for
the study, whether *major or * minor, may undergo expedited review unless the proposed
revision changes the risk/benefit ratio for the subjects in the study. In that instance, a
revision will require full board review and may necessitate that a study be changed from
the expedited “*minimal risk” category to “more than minimal risk.” If the study statusis
changed to “more than minimal risk,” then submissions for the remainder of the study
must be made according to full board procedures. This same rule appliesto research
originally reviewed under an exemption that has a change in the risk/benefit ratio.

2. For studiesinitialy approved under Full Board Review, minor revisions will receive expedited review and
major revisions will receive full board review.

Definitions:

*Major changes are those which directly affect the level of risk to the subjects. Examples include the addition of
new, vulnerable populations as subjects or changes in strategies or interventions, drug dosage, product safety, notice
of new side effects, period of administration of drugs, or age of subjects. Major changes must undergo full-board
review. The CAMC/WV U IRB considers the changein a principal investigator for a study initialy reviewed as full
board to be a“major” change necessitating full board review.

*Minor changes are those which do not affect the level of risk to subjects. Examples include changing the project
duration, increasing or decreasing the sample size, relocating the site of the study, changing sub-investigators, or
substituting comparable questionnaires or test instruments. Minor changes may be eligible for expedited review.

* Minimal Risk means that the probability and/or magnitude of physical or psychological harm does not exceed
that encountered in ordinary daily life or during routine physical or psychological examinations or tests.

If the investigator has any doubt as to whether proposed changes qualify as major or minor,
he/she should contact the Research Review Coordinator in the Office of Research and Grants
Administration.

Changing a Protocol and /or the Consent Form
13-1




B. Submissions Required

1 To request arevision, Principal Investigators must complete the "M odification/ Amendment
Form." On the form describe in detail the nature of the requested changes, the reasons for making
each change, and any possible effect the changes may have on subjects. Attach supporting
information to explain the reasons for the change, etc.

2. For changes involving adifferent principal investigator or sub-investigator, follow the
instructions on the form. The new investigator's signature is required as well as all accompanying
materials requested on the form. Please do not submit the entire vitae. Note: a changein Principa
Investigator for a study initially reviewed as full board is considered a Major change and requires
full board review.

3. For changes to a consent form as aresult of arevision, submit a copy of the consent form
highlighting the proposed changes. Please make certain that the highlighted changes are clear.
Also submit one clean copy of the consent form without highlighting the proposed changes. The
clean copy will be returned with a stamp of approval. The new consent should have an updated
version date. A copy of the most recently stamped approved consent form is also required for
comparison purposes.

4, For changesto all other documents (e.g. protocols, advertisements, etc.), submit the highlighted
changes indicating differences from the document originally approved. Please make certain that
the highlighted changes are clear. The new document should have an updated version date.

5. The number of copies to be submitted will depend on whether the revisions require expedited or
full board review. The “Modification/Amendment Form™ provides instructions on the number of
copies to submit.

C. RevisionLog

The purpose of the log is to provide the IRB and the investigator with an ongoing
description of revision activities to the study.

All study revisions, amendments and/or modifications must be kept in chronological order
on a Revision Log for the study. The log must be submitted with each new
Modification/Amendment Form for the study. A sample of the log is available. All elements
listed on the sample log must be included. Other elements may be added at the discretion
of the principal investigator/study coordinator.

D. Emergency Changes

If changes to a protocol become necessary to avoid an immediate hazard to subjects,
those changes may be made without prior Board approval, but an attempt must be made
to obtain authorization from the IRB chair. Whether or not such authorization is received,
the PI must notify the IRB office within five (5) working days of making an emergency
change and must submit a written request to amend the protocol within ten (10) working
days. The Board will review the request to amend the protocol and also determine
whether a change made without prior approval was justified.
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E. |RB Proceduresfor Review of Revisions

Once a*“Modification/Amendment Form” isreceived in the Office of Research and Grants
Administration, the staff will review the form to determine if the revision isto be reviewed under
expedited or full board procedures. Note that any submissions for full board review must be received no
later than the first working day of the month.

Revisions receiving expedited review will initially be processed by the staff to ensure that al materials
have been received from the Principal Investigator in order that the IRB chair (and/or his or her
designee) can fully review the revision request. The chair (and/or hisor her designee) will formally
review the documents submitted and sign off if full approval is given. Once an expedited revision is
approved it will be placed on the expedited list for review at the next convened IRB meeting. The
Principal Investigator will receive aletter indicating the approval decision. Expedited review may take
up to 2 weeks.

Revisions requiring full board review shall be submitted to the IRB office for inclusion in the packets
that are sent to IRB members prior to the Board meeting. Such revisions will then receive full-board
review at the convened meeting and will be voted on through individual member ballots at the meeting.
Following the meeting, the staff will prepare aletter to the Principal Investigator indicating the approval
decision. The approval decision about the revision will be recorded in the minutes for the IRB meeting.
Full board review generally takes up to one month after submission.

Revisions to a study will be accepted also at the time of renewal as a part of the Continuing Review
Progress Report. See the policy and forms on Continuing Review for this process.

For both expedited and full board revisions, the Chair/Board has the authority to approve the revision
pending requested changes to the revision, to request more information regarding the revision, to
approve the revision, to require more information on the revision in writing, or to request a meeting with
the Pl concerning the revision, and/or to disapprove the revision.

For both expedited and full board revisions that include a consent form change, the Pl will receive a
newly stamped approved consent form with the chair’ s signature and the new approval date with the
approval letter. A copy of this new consent isto be used for all future enrolled subjects on the study.

(Revised 2/22/04)
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Form B Received:
ThisForm also servesas SECTION 111 of the Continuing Renewal Progress Report H.S.#:
Revised 2/22/04 Office use only
MODIFICATION/AMENDMENT FORM
(TOBE USED FOR ALL STUDY REVISIONS)

H.S#: PrincipalInvestigator:

Study Title:

Revision Description or Protocol Amendment/M odification Number and Date:

Initial Study Review was (check one): [ 1 Expedited [ 1 Full Board

NOTE: Add al study Revisionss Amendments/M odifications to the Revision L og. Submit a copy of the log with
each new revision submission and at the time of continuing renewal. A sample of the log is attached.

1. DESCRIBE MINOR CHANGES IN THE PROTOCOL and/or CONSENT: Minor changesinclude
administrative or minor editorial changes, study location change, closure to accrual, data issues, updated
investigator brochure, addition or deletion of sub-investigator or study coordinator etc. [Minor changes will
receive expedited review. Submit one copy of the original document (e.g. consent, protocol) and one copy of the
document with highlighted changes and a new version date. Also, for aminor consent change, submit one clean copy
of therevised consent on letterhead with the new version date.]

2. DESCRIBE MAJOR CHANGES THAT WILL AFFECT ELEMENTS of the PROTOCOL or INFORMED
CONSENT (Purpose, Risks or Discomforts, Benefits, Alternative Procedures, Confidentiality of Records,
Cost/Compensation, Voluntary Participation, etc.): Note: Some major scientific changes do not require a consent
form change. Please note “NO CONSENT FORM CHANGE REQUIRED” if thisisthe case. A changein the
Principal Investigator for a study initially reviewed as full board is considered a major change. [All major changeswill
requirefull-board review unlessthe study wasinitially reviewed as expedited. If the study wasinitially reviewed full
board, attach 17 copies of the IRB approved consent form or protocol, 17 copies of the revised consent form and/or
protocol with changes highlighted, and supporting paperwork for therequested change. If the study wasinitially
reviewed expedited, submit thisoriginal form and one copy of the approved consent or protocol and a highlighted
consent and/or protocol with changes —no additional copies are necessary for expedited review. For consent form
changesfor both expedited and full board studies, submit one clean copy of therevised consent on letterhead with a
new version date for approval.]

3. IF A NEW Investigator/Research Assistant/Study Coordinator is added, THAT PERSON MUST COMPLETE
THE NIH TRAINING AND PROVIDE CONFIRMATION WITH THIS FORM. Also submit a brief bio-sketch of
the person’ s qualifications for his/her role with the study and have the person sign below indicating hig/her willingness to be
added to the study. In addition, attach a Financial Disclosure Form 12 and FDA Form 1572, if applicable to your study.

Print name of Person being added to the study Signature Date
Principal Investigator’s Signature: Date:
CAMC/WVU IRB Approval: Date:

(Chair or Chair’s Designee)

Submit with Revision Log to: CAMC/WVU IRB, Room 3283, WV U Building, 3110 MacCorkle Ave, SE Charleston, WV 25304
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