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PROCEDURE CHANGE REQUEST FORM
 JCTLM DB WG-P07-F-01
Procedure Review Cycle – Latest Submission Date:

Contact person for communications regarding the proposed change:

Name:




Affiliation:

Address:

Telephone:

Email address:
Date of submission of the proposal: 
(Year/Month/Day)
PROPOSED CHANGE
Procedure document to be changed (Name, Rev #).
Section and paragraph number in which change is proposed (e.g., 6.3.2) 

Paragraph text (complete paragraph) in which a change is proposed (Cut and paste from the current procedure. Use single strikethrough to indicate text that is to be deleted or replaced.)

Text to replace that currently present in the paragraph.

Rationale for the proposal that the text of the current procedure be revised.

Anticipated impact of the changes on the review process, basis for future decisions, need for re-examination of prior decisions.

Anticipated special needs for communicating the change to review teams, nominators of CRMs, RMM/Ps or RMLs or users of the JCTLM lists.

Related sections of the current procedure or other procedures that may require revision if the proposed change is adopted. (Provide this information if the change is substantive with consequences for other sections or for other procedures)
Secretariat Acknowledgment of Receipt: 
(Year/Month/Day)
DB WG QUALITY SYSTEM TEAM ACTION AND JUSTIFICATION
Date of receipt of the proposal: 
(Year/Month/Day)

Date for completion of review of the proposal: 
(Year/Month/Day)
(Comments received from DB WG RT members after this date will require a resubmission in the subsequent cycle)
RECOMMENDATION BY QUALITY SYSTEM TEAM
Preliminary Team Leader’s Review Recommendation:
(Delete inapplicable response)
Recommend changes: (Y/N)
Reject changes: (Y/N)
Modify proposal:  (Y/N)
Justification for the recommendation by the Quality System Team Leader: (Reason(s) for recommending the changes, rejecting the changes or modifying the procedure in response to the proposal. Criteria specified in the Change Control Procedure must be addressed in the Procedures Team justification.)

Insert comments here:
DB WG Review Team Members Recommendation:
(Delete inapplicable response)
Recommend changes: (Y/N)
Reject changes: (Y/N)
Modify proposal:  (Y/N)

Comments (appended) received in writing from WG RT members: (Additional reasons for action on the proposal or modified proposal that may not be the same as those of the Quality System Team Leader. Each communication should use the first page of this form and include the contact information. If no response is received within one month of circulation of the proposed changes, agreement will be assumed.)

Insert comments here:
Consensus Recommendation:
(Delete inapplicable response)

Recommend changes: (Y/N)
Reject changes: (Y/N)
Modify proposal:  (Y/N)

Summary justification for the action taken by DB WG: (Reason(s) for recommending the changes, rejecting the changes or modifying the procedure in response to the proposal. Text may be cut and pasted from individual responses in this section.)
Insert comments here:

REVIEW, APPROVAL AND EFFECTIVE DATES
Date of submission of the proposal to the JCTLM Executive:
 (Year/Month/Day)

Action by Executive Committee: (Rationale for any action other than to accept as proposed)
Date of action by Executive Committee on the proposal: 
(Year/Month/Day)

Date the change is to become effective: 
(Year/Month/Day)

Date WGs informed of accepted changes and the impact 
(Year/Month/Day)

of the changes discussed.
Date revised procedure is placed on JCTLM Webpage: 
(Year/Month/Day)
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