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	Reasons for Attending or not Attending


	Attended to contribute to the writing of international standards for radiotherapy equipment.

	Issues from Previous Meetings or Year:


	See below.

	General Description of Activities of the Organization and/or Meeting:


	Meetings of IEC Technical Committee 62

And its Subcommittees, Working Groups, and Maintenance Teams

October 2-5, 2006.  Delft, Holland

Technical Committee 62 of the International Electrotechnical Commission deals with electrical equipment used in medicine.  It has four subcommittees that deal with (A) general aspects; (B) equipment for imaging; (C) equipment for radiation therapy, nuclear medicine, and dosimetry; and (D) non-radiological equipment.  As chair of Subcommittee 62C and a member of its Working Group 1, I am most familiar with the activities of these two groups.  Therefore, this report describes the activities of WT-1, SC 62C and TC 62.
A. Working Group 1 of IEC Sub-Committee 62C

Participants 

The meeting was attended by Lillicrap (convenor) and Sethi (UK); Seidel (secretary), Lehmann and Goldstein (Germany); Lamm (Sweden); Dvorak and Gerig (Canada); Ligthart (Netherlands); Marles, Lukey and Ibbott (US).

Agenda

The role of the WG is to develop, maintain, and update the standards and technical reports of the IEC that address equipment for radiation therapy.  Safety standards that are numbered 60601-2-x deal with medical electrical equipment (defined as equipment that transfers energy to, or receives energy from, or in some way contacts the patient.)  These standards modify IEC 60601-1, the so-called General Standard.  The 3rd edition of the General Standard was published in December 2005, and incorporated both technical and administrative changes that have required corresponding changes in all of the derivative 60601-2-x standards.  In addition, several of the other safety standards and technical reports have come due for revision.  Therefore, WG-1 is quite busy.

The following standards were reviewed and national committee comments were addressed.

1. 60601-2-29 Simulator safety standard

Ligthart distributed a new document as a CD for review at the meeting.  Because 60601-1 is still undergoing changes, Ligthart had to make more changes to the document.  He will prepare another version for a CDV and submit it to the secretary for distribution, within the next few weeks.

2. IEC 62083 Treatment planning safety standard

Ligthart led a working party to review this standard.  He presented a list of questions, editorial revisions, and technical changes.  Should this standard address proton therapy?  Ibbott agreed to review in light of the proton planning system at MDACC. Ligthart and the working party are to prepare a CDV for the next WG meeting.

3. 60601-2-17 Afterloader safety standard

Ibbott had intended to prepare a CD of 60601-2-17, but because of the recent changes in 60601-1 and its collateral standards, this work was delayed.  He agreed to do this before Christmas, using the new template.  It will be distributed for comments from the Working Group by the next meeting.

4. 60601-2-11 Cobalt unit safety standard

Goldstein explained that the revisions needed to bring this document in line with the 3rd edition of the general standard were going to be fairly complicated.  This made even more difficult because the standard was expanded to include multi-source (Gammaknife) units.  Goldstein proposes to form a working party with several members from Elekta (Skoglund, Levendag and Sethi).  There shouldn’t be any technical changes, just editorial changes and adapting to the 3rd edition template.  He expects to make a report at the next meeting.

5. 60976 Accelerator performance standard

Sethi, Marles and Johnsen had distributed a draft revision of clause 8.1.6.  This led to a lengthy discussion of the way to specify the performance of the dosimetry system after delivery of a small number (say 2) of MU, as well as after delivery of a lengthy exposure of say 1000 MU.  Clause 8.1.6.2.1 was rewritten: The tests in clauses 6.2 – 6.5, 6.8, 7.1.1 (Quality Index only),  and 8.1.1 – 8.1.4 shall be undertaken for the smallest number of MU specified in clause 4.12.  The tests in clauses 6, 7 and 8 shall also be undertaken for the final 2% of the largest number of the dose MU specified in this clause.

Note:  the manufacturer may provide additional performance values outside the dose monitor unit range specified in clause 4.12.

The Working Group struggled for an entire afternoon to rewrite 8.1.6.2.2 but was unable to reach a conclusion.  The goal was to adopt a test recommended by a consensus document such as the AAPM report.  However, it was agreed that the AAPM test did not evaluate the absolute position of the MLC leaves.  Ultimately it was decided to discard 8.1.6.2.2 and 8.1.6.2.3, and figure 12.  A brief requirement was retained in clause 8.1.6.

6. 60977 Accelerator performance guideline 

Gerig had reviewed QA publications to compare the requirements of national standards.  There are significant differences and it will be difficult, or impossible, to incorporate all.  None of them address IMRT.

Held discussion about problems associated with giving recommended values in 60977.

Went through table in 60977 line by line and made corrections suggested previously by Amparo and Stan Johnsen.

7. IEC 61217 

National committee comments on 62C/406/CD were reviewed.  This amendment addresses additional requirements for table pitch and roll.  The comments were largely editorial and easily dispensed with.

However, a working party that was to consider out-of-plane sources has not completed its work.  A discussion was held on how to proceed.  It was agreed to publish this amendment now and consider out-of-plane sources for a new edition.  Seidel will be asked to prepare a CDV 

8. 60601-2-1, draft 3rd edition.  

Aligning the accelerator safety standard with the 3rd edition of the General Standard is clearly a big job.  Sethi, Marles and Johnsen have prepared a draft of an editorial alignment, but discovered that the 3rd edition of the General Standard has changed in both philosophy and technical aspects.  Therefore, they propose to include new technical provisions as well.

Extensive discussion was held on the meaning of “essential performance” and specific circumstances that might exceed normal specifications.  It was concluded that for now, we would list the aspects we consider “essential performance” in a table under Clause 4, and at some point in the future, will write specific new clauses.

However, we have been given a risk-analysis based framework that was developed by Bibb, before he died.  There are objections, particularly from the manufacturers on the WG, that a risk-analysis based approach is not a good mechanism.  It is not clear if we must continue in this fashion. Or can we write the specifications as we have in the past, in terms of limits of acceptable performance, backed up by interlocks.  Sethi will address this question to 62A.

Overnight, Lukey reviewed 60601-1 carefully and presented his review the next morning.  The conclusion is that the standards should identify specific tests and tolerances where we can, and rely on the Risk Management process for new technologies and parameters we can’t define easily.

It was agreed to go through the requirements listed in Sethi’s V3 draft, and use the Action Levels proposed by a Canadian standard for the first draft of levels of “essential performance”.  Sethi suggested adding an additional column of numbers to 60977 that would correspond to “essential performance” levels.  For our first pass, the second column values will be double the existing “suggested” performance values.

9. Date and venue of next meeting.  

Seidel has offered to host a meeting of Working Group 1 in Frankfurt.  It was agreed to accept his invitation.  First option for dates are May 7-9, second option is May 9-11.

B. Subcommittee 62C
The subcommittee met on Wednesday afternoon, October 4, 2006.  A highlight of the meeting was a short presentation by Mr. Remé Baillif, Technical Officer at the IEC’s Central Office.

C. Chairman’s Advisory Group, TC 62

The CAG met on Thursday morning, October 5, 2006.  The agenda was quite extensive, but in large part addressed liaisons and relationships among IEC committees and between the IEC and other standards organizations.  Subcommittee 62C maintains liaisons with ICRP, DICOM and IAEA (Ibbott is the liaison to the IAEA).  Considerable discussion was held on the status of overarching standards including IEC 60601-1, the so-called General Safety Standard, and its precursors.  The General Standard has recently been revised but further modifications are envisioned.  There was discussion about the manner in which the General Standard has grown and become unwieldy to amend.  It was also recognized that the many collateral and particular standards that derive from the General Standard must be updated to reflect changes in the General Standard.  Changes should be made as infrequently as possible.  It is proposed to delay the implementation of the 3rd edition for an additional 2 years, or until 2012.  A decision will be made about 2 years from now.

There was extensive discussion of IEC 16508 and a decision of subcommittee 65A to include equipment safety and performance addressed by TC 62.  

Further extensive discussion was held over the preparation of standards addressing small-bore connectors for gases and fluids, such as Luer connectors.  These themselves are not electrical, but are often incorporated into electrical equipment.  There have been disastrous events in which compressed gases were connected in place of IV liquids, which might have been prevented  had the connectors been unique and non-interchangeable.

D. Technical Committee 62
The TC met on the afternoon of Thursday October 5, 2006.  Approximately 45 delegates from 15 countries around the world attended.  The meeting agenda is attached.  The TC received reports from each of the subcommittees, and then reviewed the extensive discussions from the meeting of the CAG.

The chairman described a resolution from SC 62A that whenever the Central Office receives a question about a TC 62 standard, the relevant subcommittees review the draft response before it is sent to the questioner.

The chairman then discussed the incorporation of IT capabilities into much medical electrical equipment.  All new standards will have to consider these capabilities.  Another change is that in the future all proposals for new or revised collateral standards will be distributed under the TC 62 letterhead to all Subcommittees and all National Committees to review and comment.

The head of the US delegation presented a petition to the Safety Management Board asking to exempt TC 62 from the requirements of SC 65A.  The safety philosophy for medical devices is quite different from that used for nuclear power plants.  A vote was held, and the resolution passed unanimously.

A vote was then taken on the change in procedures for new work items addressing collateral standards.  This vote was unanimous in favor of the changes.

Finally, the date and venue of the next meeting were selected.  The date will be Spring of 2008.  There was discussion of the advisability of combined meetings with CENELEC.  This will be considered for a future meeting.  The chairman wishes to hold the next meeting in the Pacific Rim, to continue the regular rotation throughout the world.
Respectfully submitted,
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Geoffrey S. Ibbott, PhD



	Issues for AAPM:


	AAPM must stay closely involved in the IEC and its working groups.  The decisions made by the IEC dictate the design of radiology and radiotherapy equipment, and affect its use in the clinic, as well as issues of radiation protection.  These issues were discussed during a refresher course at the Orlando meeting.

	Budget Request ($):


	Liaison to IEC

2007 Budget 


Position:  


Name:

Reason(s) for requesting funds: 

Expenses requested (list and explain):

CY 07

CY 07 (AAPM)
Travel:  9 members to US TAG meeting @ $500 x 2 mtgs

$9,000

3,000

Hotel:  9 members @ $125 x 2 nights x 2 mtgs

$4,500

1,500
Per Diem:  9 members @ $40 x 2 days x 2 mtgs

$1,440

480
Travel:  1 member @$1,000 x 2 international meetings

$2,000

667
Hotel:  1 member @ $125 x 4 nights x 2 mtgs

$1,000

333
Per Diem:  1 member @ $40 x 4 days x 2 mtgs

$320

107
USNC/ANSI dues:  9 members @ $250 ea.

$2250

750
SUBTOTAL

$20,510

6837
AAPM’s share of total expenses is $6,837.

Date:  November 14, 2006




Liaison to IEC	





Dr. Geoffrey S. Ibbott





Funds are requested to support travel to meetings of the US Technical Advisory Group (TAG) to IEC subcommittee 62C, Working Group 1, and to meetings of the Working Group itself.  The AAPM, ASTRO and ACR share these expenses. 





























