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CTCAE Governance Group (GG) Face-to-Face (F2F) Meeting

	Meeting Information
	Dates / Times: September 19th, 2008 / 8 AM to 4 PM

Location: 1101 Wootton Parkway 
 Room 8100
 Rockville, MD 20852


	Meeting Agenda Attendee List & Action Items
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	Key Decisions Made
	Er
· There should be a stand alone place for CTCAE to reside: NCI-EVS will publish a version.
· The GG unanimously decided that CTCAE should be maintained in the long run.



	Event Summary
	MEETING NOTES

OPENING TC "OPENING" \f C \l "1"  – Michael Keller
Presentations – https://gforge.nci.nih.gov/docman/index.php?group_id=517&selected_doc_group_id=3991&language_id=1
Session I: Current structure and revision update                                               
· Within the oncology research community the CTEP, NCI CTCAE v3.0 is widely used for documenting, reporting, and analyzing adverse events and their severity.
· Although CTCAE is specific for oncology clinical trials, in some cases, it has been altered to be protocol specific and NCI is aware that CTCAE has been used in some non-oncologic clinical trials.

· There is relative consensus within the GG that the CTCAE could potentially be expanded to non-oncologic trials, but recognize that the severity scales may not be appropriate for non-oncology settings. 

· There are some concerns that splitting certain grouped terms will cause a loss of the meaning as different AE terms have differing normative usages in different cultures. For ex: Fatigue, asthenia, lethargy and malaise. In Europe “malaise” is used for flu like symptoms. Actual term definitions are required though this could be difficult to define. The difference in terms may be important to some users and not to others. 
· During the first working phase of CTCAE revision, grouped terms have been split because multiple concept terms are not compliant with MedDRA and do not fulfill requirements of a standardized vocabulary. 

· The “Other/Specify” term at the end of each category within CTCAE, allows investigators to report verbatim/text terms and/or conditions not listed within the CTCAE terminology.  Outside the use of a MedDRA autoencoder, the analysis of text terms is difficult. At times, sites report sentences or phrases rather than discrete, analyzable terms.  

· There have been about 79 new terms added to the CTCAE through the splitting of terms and adding text/verbatim terms previously reported to CTEP, NCI via the “other/ specify” option.
· The issues and queries occurring during v3.0 of the CTCAE may be the same that will occur in v4.0.
· The GG will have monthly teleconferences before the next draft review begins.  Another F2F should be planned at the time of finalizing draft 2 around the end of January/beginning of February.        
· Currently CTCAE captures an AE term and its severity. In future revisions it is hoped that the CTCAE might become a more 3 dimensional terminology set, with perhaps the addition of reporting the duration of an adverse event.

· At times, there is more than one adverse event occurring. This multiplicity can be captured separately in the future. Currently, the event of the highest grade is what is reported, but many things are lost as there are a number of other events that may be occurring.

The discussion topic for the second session, Strategic Vision of CTCAE, was chaired by Ann Setser and facilitated by Mike Keller. Ann presented a talk on The Role of CTCAE in Oncology Clinical Trials and Potential Impact of Versioning: https://gforge.nci.nih.gov/docman/index.php?group_id=517&selected_doc_group_id=3991&language_id=1
1. Documentation and correspondence on  ‘What’s new CTCAEv3.0  to CTCAE v4.0

· Technical teams overseeing clinical trials databases should be made aware of the changes from v3.0 to v4.0.
· MedDRA can be used as a model for FAQs. The CTCAE revision teams will contact Percy Ivy for FAQ management at AdEERS. Help and FAQ from this site will be evaluated for use for FAQs or other communications.

· MedDRA procedures can also be consulted regarding versioning best practices.

· The CTCAE revision process and ultimate release of CTCAE v4.0 must be distributed widely including international announcements perhaps made in journals and at conferences.

· It is important to announce the release to groups who might be using CTCAE in their databases.

· There will be a number of formats in which the announcement can be delivered to end users: 
·  Webinars
· Press Releases 

· Decide upon POCs in different parts of the world for dissemination

· International meetings

· News item on the caBIG website

· CTCAE v4.0 release posted on the CTEP website

· Information through International Cooperative Groups

· As some users may feel some anxiety regarding the v4.0 revision, the announcement should include the date of the release and when to expect further information.  

· A tiered and multi-pronged plan for both communication and training will be the most effective approach

The following Matrix will outline the various stakeholders and how we need to address communications, the impact of change, education, monitoring, etc. among each of these groups.

Stakeholders

Communication

Transition

Implementation

Monitoring

Coop. Groups

Technical Teams
Users

2. Guidance for Use of CTCAE v4.0; Education & Training
· A PowerPoint presentation set could be created for CTCAE education and training purposes.
· In person training could be held at professional meetings e.g. ASCO (submission deadline is the first week of January), SOCRA, and others TBD.
· Interactive website training could be held with mock entry sessions.
· A list of potential meetings and conferences relevant to the CTCAE revision will be pertinent to communicating the release of v4.0 and will be circulated among GG members.

· Creating a listserv may be helpful in communicating issues that arise among users with CTCAE v4.0.
· It will be important for the global usage of CTCAE v4.0 be consistent.
· The communication and training regarding the revision should be tiered and multi-faceted
· Communicate the differences between the two versions
· The gap between the versions should not be too large, so that minimal training is required.
· More extensive training should be devoted to people completely new to CTCAE.
· The plan for maintenance and curation of the terminology set should be ongoing.
· Throughout training and education the method of utility should be reinforced.
· This training should be targeted towards end users.
· The training used for the transition from v2.0 to v3.0 should be used as a reference and built upon to ensure a comprehensive training plan for the current update.
· Feedback should be solicited from CRAs regarding training methods that may be affected.
· Webinars and recordings could be generated for users to review independently.
· Combine CTCAE v4.0 and eDC (Electronic Data Capture). 
· Not only will the changes to CTCAE v3.0 affect adverse event reporting, but it could also impact electronic data capture.

· Training of higher priority should be identified and emphasized.
3. Conversion of data from CTCAE v3 to CTCAE v4. 

· Documentation representing the mapping from v3.0 to 4.0 should be provided.
· Examples of changes from CTCAE v3.0 to v4.0: 

· v3.0 had 3 sets of infection terms, and now there is one

· Certain concepts in the grading scale have now been pulled out and listed as a separate adverse event.

· Reasons behind these changes can weigh on the user to expect where the change occurs.
· The source data in checklists used to collect data (on paper) or another data collection tool should be preserved.
· Electronic versions of these checklists should also be maintained.
· If there are different sets of AEs for various disciplines, there can be a drag and drop menu to navigate between the sets.
· There should be a stand alone place for CTCAE to reside: NCI-EVS will publish a version.
· The GG recommends an electronic standard for the CTCAE 4.0 tool.
· Source data that is captured should be compliant i.e. regulatory/ compliance of using these tools.
· The impact of having an electronic version of CTCAE v4.0 should be gauged.
· There should be large outcomes databases for routine care or use of CTCAE.
· According to the GG the CTCAE should provide a lexicon to discuss AE.
· Pharmaceutical Groups will also be impacted by CTCAE and should be listed in the stakeholder matrix to assess impact.
· Disease oriented standard templates could be mechanisms of reuse for CTCAE outside of oncology trials.
· Clinical care is out of scope of this project.
4. Potential impact on Cancer Centers; Cooperative Groups; Regulators; NCI policies/procedures.
· Intercontinental trials.

· Canada uses a checklist for adverse events; it will be challenging to use the new version.

· There should be a stand alone tool for entering data.

· There should be standardization in the AE data collection forms.  Suggestion was made to have template of collection forms provided via web.
5. What metrics need to be tracked to determine if/how change in version affects AE reporting?
· Should there be an “other/ Specify” field at the end of each category/soc or should there just be one “other/ specify” for all terms?

· CRAs should be asked to submit grade reports for both v3.0 and v4.0 in order to check their consistency.
· The metrics will be better fleshed out once Draft 2 is out.

· Do coding and other changes affect AE reported? Is there a fluctuation in reporting based on specific AE code?
· There needs to be prospective comparisons between V3.0 and v4.0, e.g. Look at the same arm across different studies, as well as a MedDRA vs CTCAE comparison in order to determine if there has been a change in the amount of times a term has been reported. The potential fluctuation in AE reporting because of new terms should also be estimated. E.g. would you get a decrease in fatigue reporting because it’s now called malaise?
· The source data should be reviewed.
6. What electronic format will be available for CTCAE?  Where will it reside?  Is there an agreement for use?
· Who decides the implementation at NCI?

· Implementation timeline would affect international community.
· The electronic format should route users to changed terms via the old term.
· A communications matrix will be generated in order to monitor the transition and implementation of the new revised terminology set.
Session III: Long term Governance of CTCAE

Discussion Topics: 

1. How should the long term governance structure be set up with a focus of addressing governance issues identified in VCDE review including:
        a.  Maintenance and Extensions

             -  Methods & Philosophy

             -  Organization Criteria

             -  Extensions to other terminologies

        b.  Accessibility and Distribution

c. Quality Assurance and Quality Control
· The GG unanimously decided that CTCAE should be maintained in the long run.

· There will need to be a Maintenance Group in order to track changes and maintain the website.
· There will need to be a Training and IT Group.
· This IT support can be derived from caBIG®.
· Physician’s perspective (content) should come from CTEP.
· CTCAE should be updated once a year.

· CTCAE’s release could be synchronized with that of MedDRA.
· CTCAE can serve as a model for other medical disciplines.
2. How will the Governance Group function to set this governance up? 
· The GG will function at a high level of the CTCAE revision process and focus on policy issues.
· The GG will stay out of the SC, though the SC can raise issues for GG review as needed.
· The feedback mechanisms for these issues needs to be defined more clearly.
· The GG will be updated on the project’s progress and will resolve potential issues, for ex: they will provide recommendations for the training that will take place.
· Regarding the cross applicability of CTCAE in other disciplines, the GG feels that a broader model is needed to expand the terminology set beyond cancer and will provide recommendations post implementation.

3. How often, when and who should be involved?
· The GG will reconvene after the 2nd revisions, particularly to discuss Controversial Grading.
· A GG teleconference will be held after the SC review in order to address any potential issues, if no issues arise then this meeting will be canceled.
· One of the functions of the GG will be to resolve issues that arise throughout the revision process.  

· The standing GG teleconferences will be held monthly on either a Monday or Thursday mornings for 1.5 hours.
· There will be a GG F2F during the review process of Draft 2 and 3, the first of which will be around the end of January or the beginning of February.
· The GG will need to see the governance document in order to strategize and make recommendations regarding CTCAE governance.
4. Should minor revisions be scheduled for each MedDRA update?
· There is a short path between new MedDRA terms and their accepted grading scale.
· MedDRA best practices should be references for the nomenclature of version naming.
· Minor administrative changes should be distinguished from major content changes.
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						SESSION		ACTION ITEMS		Owner		Status

						Revision Methods & Governance Structure		Circulate the meeting notes from the Steering Committee meetings among the GG		CTCAE Project team

						Revision Methods & Governance Structure		Send Participant List to the GG so they may provide feedback regarding additional participants		CTCAE Project team

						Revision Methods & Governance Structure		Redistribute materials regarding technology issues		CTCAE Project team

						Role of CTCAE in Oncology Clinical Trials and Potential Impact of Versioning		Reach out to Chris Tolk regarding FAQs		CTCAE Project team

						Discussion topic: 1. Documentation and correspondence on  ‘What’s new CTCAEv3.0  to CTCAE v4.0		Reach out to CTEP regarding CTCAE release News alert on their website		CTCAE Project team

						Discussion topic: 1. Documentation and correspondence on  ‘What’s new CTCAEv3.0  to CTCAE v4.0		Identify point people to spread the word regarding the CTCAE release		CTCAE Project team

						Discussion topic: 1. Documentation and correspondence on  ‘What’s new CTCAEv3.0  to CTCAE v4.0		Post a news alert on the caBIG webpage regarding the CTCAE 4.0 release		CTCAE Project team

						Discussion topic: 1. Documentation and correspondence on  ‘What’s new CTCAEv3.0  to CTCAE v4.0		Compile stakeholder Matrix regarding CTCAE release communication		CTCAE Project team

						Discussion topic: 1. Documentation and correspondence on  ‘What’s new CTCAEv3.0  to CTCAE v4.0		Send Wiki Usernames and Passwords to the GG		CTCAE Project team		Closed

						Discussion topic: 2. Guidance for Use of CTCAE v4.0; Education & Training		Send upcoming conference list to the GG		CTCAE Project team		Closed
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