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 P R O C E E D I N G S 1 

10:00 a.m. 2 

LAUREL: Welcome, and thank you all for 3 

holding.  I would like to remind all parties that your 4 

lines are on a listen-only mode until the question and 5 

answer segments of today's conference. 6 

You may ask questions that that time by 7 

depressing *1 and recording your name when prompted.  8 

Also, today's call is being recorded.  If you have any 9 

objections, you may disconnect at this time. 10 

I will now turn the call over to Lance 11 

Rakovan.  Sir, you may begin. 12 

MR. RAKOVAN: Thank you so much, Laurel.  13 

Laurel will be our operator through the meeting.  14 

She'll be helping us to put a queue together, if you 15 

will, when we go to the various open question sessions 16 

that we're going to have. 17 

I'm Lance Rakovan.  For those of you who 18 

don't know me, I'm going to be today's facilitator.  But 19 

before I go through some ground rules and such, I'm going 20 

to turn things over to Jim Danna who is the branch chief 21 

for NMSS' rulemaking branch. 22 

And NMSS is Nuclear Material Safety and 23 

Safeguards, correct?  Okay.  Thanks, Jim. 24 

MR. DANNA: Okay.  Thank you, Lance.  As 25 
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Lance said, my name is Jim Danna.  I'm the branch chief 1 

of the rulemaking branch in the new Office of Nuclear 2 

Material Safety and Safeguards and I want to welcome you 3 

this morning to the Part 35 proposed rule meeting.  I 4 

welcome everybody here in the audience and those on the 5 

phone as well. 6 

As I think probably most of you know, the 7 

Part 35 proposed rule contains the NRC's regulations 8 

related to the medical use of byproduct material. 9 

The purpose of this meeting today is to 10 

promote understanding of the Part 35 proposed rule.  It 11 

was published in the Federal Register on July 21st, 12 

2014, for public comment. 13 

As you know, the NRC has spent several years 14 

in the development of this proposed rule and we believe 15 

there has been considerable outreach with the medical 16 

community in developing the proposed amendment. 17 

We engaged the Advisory Committee for the 18 

medical use of isotopes.  In the Agreement states, 19 

we've held public workshops.  And we've posted some 20 

preliminary rule text in the Federal Register during the 21 

development of this rulemaking. 22 

We believe the proposed amendments are 23 

consistent with the Commission's medical use policy 24 

statement that was published in August 2000. 25 
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In fact, the rule balances the interest of 1 

the patient with the flexibility needed by the 2 

authorized physicians to take actions that he or she 3 

deems medically necessary while continuing to enable 4 

the NRC to detect efficiencies and processes, 5 

procedures and any misapplication of byproduct 6 

material. 7 

We want to show you this rule is very 8 

important to the Commission.  The Commission has 9 

directed the staff to provide 120 days for public 10 

comment instead of the usual 65 or 90. 11 

This extended comment period should give 12 

the medical community enough time to review the 13 

proposals and provide their comments. 14 

We look forward to your comments to make 15 

appropriate changes to the proposal as we prepare the 16 

final rule. 17 

The meeting today is also in line with the 18 

Commission's direction to address cumulative effects of 19 

regulation also known as CER. 20 

This initiative encourages early 21 

stakeholder involvement in rulemaking and other 22 

regulatory activities and recommends the NRC staff to 23 

hold public meetings on significant proposed rules. 24 

This meeting gives you an opportunity to 25 
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hear directly from the staff and ask for clarifications 1 

on the proposed changes as we go over the various issues. 2 

With that, I thank you again and welcome, 3 

and I'll turn it back to Lance who will go over the 4 

conduct of the meeting. 5 

MR. RAKOVAN: Thanks, Jim.  So, just to go 6 

over a few things, again today we're here to promote 7 

understanding of the NRC's proposed rule, amending the 8 

regulations related to the medical use of byproduct 9 

material in 10 CFR Parts 30, 32 and 35. 10 

Please note that we will not be accepting 11 

formal comments today on the proposed amendments or the 12 

draft guidance. 13 

Instead, we're here to inform your comments 14 

and make sure that your comments are educated.  We'll 15 

be talking about the ways that you can provide your 16 

formal comments through the course of the meeting. 17 

Our agenda today is fairly simple.  After, 18 

you know, some opening comments here, we're going to 19 

essentially have presentations from NRC staff on the 20 

various parts of these issues.  And then we're going to 21 

be opening it up to the public for Q and A sessions after 22 

each presentation. 23 

Now, we do have Laurel, our operator, who 24 

is standing by to help us out.  When we go to Q and A 25 
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session, I'll be looking to the folks here in the room 1 

to see if they have any questions. 2 

I'll be going to our ladies over here who 3 

are helping with our webinar today to see if anyone is 4 

sending in questions electronically. 5 

And I'll also be asking Laurel to see if 6 

anyone on the phones has any questions and she'll put 7 

a queue together for us at that time. 8 

For those of you in the room, we do want to 9 

make sure that those on the phone and participating by 10 

webinar can hear you.  So, if you do have a question, 11 

I've got a wireless microphone that I'll bring that you 12 

can use. 13 

We do want to make sure that everyone 14 

participating in this meeting whether electronically, 15 

by telephone, et cetera, can participate equally.  So, 16 

try to keep the noise level down. 17 

Those of us in the room if you could, at 18 

least silence your electronic devices.  That should 19 

help cut down on the noise just in case. 20 

And, again, when you do make a comment or 21 

ask a question, if you could let us know your name and 22 

any organization you're with, again that will help folks 23 

that aren't in the room know who's speaking and be able 24 

to follow the room and the conversations. 25 
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We do have copies of the presentations for 1 

those of you in the room, in the back.  I can run those 2 

around in a moment. 3 

We also have public meeting feedback forms.  4 

There is a QR code on the back of the public meeting form 5 

so you can scan that and start providing your thoughts 6 

on how this meeting is going while it's going in 7 

realtime, if you will.  8 

You can also use the public meeting 9 

feedback form hard copy and drop it in the mail.  Or for 10 

those of you who are listening or participating by 11 

webinar, if you go to our public meeting schedule page 12 

for this meeting, you can click directly on "Provide 13 

Feedback" and it will take you to a mechanism that you 14 

can use to provide that feedback automatically. 15 

For those of us in the room, restrooms are 16 

out the door, left and left again.  Emergency exits are 17 

either way.  So, in case anything happens, you should 18 

be able to find an exit out to the street level by going 19 

either to your left or your right. 20 

One thing that I've been asked to let you 21 

know is that we do intend to try to stick to the agenda 22 

fairly well today.  That might obligate us to take a 23 

number of breaks, but we wanted to try to let people who 24 

might not necessarily call in or participate on the 25 
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early sections, be able to kind of bring the B or come 1 

to the meeting while it's happening and kind of pick it 2 

up as it goes along and know what topics are going to 3 

be discussed, et cetera.  So, we'll see how that goes 4 

as the day goes. 5 

That's all I think I needed to say.  So, I 6 

think B okay.  Apparently, they're having trouble 7 

hearing me on the bridge line, which means that maybe 8 

we need to turn it up or something, but that's okay.  I 9 

thought I was being quite loud, but maybe not. 10 

All right.  With that, I'd like to turn it 11 

over to Neelam who I believe has the first presentation.  12 

And if they can't hear me, then I'm going to have to ask 13 

you to make sure that you speak really loud into the 14 

microphone.  Okay. 15 

(Pause.) 16 

MR. BHALLA: Thank you, Lance.  I'll be 17 

speaking loud.  So, please don't -- so that people can 18 

hear on the bridge line.  So, please don't take it as 19 

I am just screaming -- standing and screaming here. 20 

So, let me check.  Are people able to hear 21 

on B oh, okay.  So, good morning everyone.  Welcome.  22 

I'm Neelam Bhalla and I'm going to go over the B just 23 

a little bit about the background, how we came to be 24 

where we are today.  And go over the proposals to -- go 25 
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over the background and development of the rule. 1 

So, for the background, as you all know, 2 

Part 35 was B is the medical use of byproduct material.  3 

And it was revised in its entirety in 2002. 4 

And that was done to make it more 5 

performance-based.  And it was a very, very massive 6 

undertaking, because all of Part 35 was revised at that 7 

time. 8 

When we revised it, the training and 9 

experience regulations contained within Part 35 were 10 

not finalized in 2002.  There were issues remaining to 11 

that, and those were finalized in 2005. 12 

And the date 2005 is somewhat important, 13 

because as we move forward you will see that we will be 14 

making reference to 2005 as well. 15 

Next slide, please.  Okay.  So, then the 16 

2002 revised rule was implemented.  From the experience 17 

of that implementation, we realized that there needs to 18 

be some revisions that need to be done.  And these came 19 

up. 20 

So, what's the basis for this rulemaking?  21 

So, we can count on three definite bases.  One is the 22 

staff initiative. 23 

And these are the initiatives which are 24 

done within the NRC staff where we have a mechanism, it's 25 
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called the User Need Memo, where a requesting office or 1 

division request the rulemaking folk that we do need to 2 

revise our regulations. 3 

And they give us the basis why they B 4 

because rulemaking is intensive, source intensive, time 5 

intensive.  So, therefore, there has to be a very solid 6 

reason to make any change to a current rule.  So, we do 7 

see staff User Need Memos for some of these 8 

requirements. 9 

And then we got recommendations of the 10 

Advisory Committee on Medical Uses of Isotopes, as you 11 

all know is the ACMUI. 12 

And then the third thing is one of the 13 

petitions that came in and it's known as the Ritenour 14 

Petition.  15 

Next slide.  So, basically there are three 16 

rulemaking projects which are included in this proposed 17 

rule. 18 

So, the first and the foremost, I would say, 19 

is the Medical Event rulemaking for permanent implant 20 

brachytherapy.  It also comes as we move a little bit 21 

forward, it comes as first because this is one 22 

rulemaking we had initiated earlier.  And in this rule, 23 

we have the Commission approved what the new proposals 24 

are. 25 
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So, then the second is the Expanded 1 

Rulemaking that includes training and experience 2 

requirements.  There is a new entity being proposed 3 

called the Associate Radiation Safety Officers.  And 4 

then there is the reporting of the failed generators and 5 

there are over 30 additional amendments which are 6 

included in this proposed rule. 7 

Okay.  So, the third rulemaking project, 8 

it addresses issues that were raised in the Ritenour 9 

petition B for our numbering, it's PRM-35-20 B to exempt 10 

certain board certified individuals from certain 11 

training and experience requirements.  And, i.e., we 12 

have been nicknaming that as grandfather these 13 

individuals. 14 

So, they may be identified on a license for 15 

the materials and uses they performed on or before 16 

October 24, 2005.  And that's when the prior T&E 17 

requirements expired. 18 

So, now, this is the nexus of the 2005, 19 

which earlier I said 2005 is important as well.  So, 20 

these are the three projects which are included in this 21 

proposed rule. 22 

Next slide, please.  Thank you.  Now, for 23 

the history for the Medical Event Rulemaking, it's been 24 

in the making for quite many years.  So, where did it 25 
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start from? 1 

It started from after we did the 2002, the 2 

revamp of the Part 35.  Soon after that, the ACMUI came 3 

to the NRC and said that the new criteria, which is 4 

dose-based, is not working for permanent implant 5 

brachytherapy.  So, that was the start of this new B the 6 

new Medical Event criteria.  And then what they 7 

recommended was that it should be changed to 8 

activity-based. 9 

And then based on those requirements, of 10 

course we went through our procedures of taking things 11 

to the Commission.  Commission had approved the 12 

development of those definitions based on 13 

activity-based rule.  And that rule was published in 14 

August of 2008 for public comment. 15 

We received on the order of a hundred some 16 

comments on that.  Mostly were in support of the 17 

proposal. 18 

And then at the same time, there were a 19 

large number of medical events reported in 2008.  And 20 

based on those event reporting, staff started to 21 

reevaluate what was published in the August 2008 22 

proposed rule. 23 

And then so staff worked on those 24 

revisions.  And then in May of 2010 through 25 
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SECY-10-0062, the staff provided the revised rule, or 1 

which we call here as a reproposed rule, to the 2 

Commission. 3 

But before the Commission voted on that 4 

proposed rule, Commission needed B wanted to have a 5 

briefing.  And a briefing was held soon after in July 6 

2010. 7 

So, in the medical community -- we had 8 

amongst the panelists at that briefing, both folks from 9 

the medical community, the experts on that field, the 10 

ACMUI, the Agreement States, the NRC staff. 11 

And Commission after hearing from these 12 

staff, as well as the medical community in August of 13 

2010, the Commission disapproved the reproposed rule 14 

and directed the staff to actually go out, do some public 15 

outreach, do some workshops, coordinate with the ACMUI 16 

and come up with new definitions for permanent implant 17 

brachytherapy. 18 

And in following that direction in summer 19 

of 2011, the staff conducted workshops in New York City 20 

and Houston. 21 

So, along with the workshops, the staff 22 

requested the ACMUI to prepare a report on the subject. 23 

So, the ACMUI had provided some preliminary 24 

draft reports and finally gave their final report which 25 
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came in February of 2012.   1 

So, based on the ACMUI's recommendations 2 

and the knowledge that the staff gained at the 3 

workshops, a revised criteria was developed for the ME 4 

definitions for permanent implant brachytherapy.  And 5 

that we gave to the Commission through SECY-12-0053. 6 

And there were enclosures with that SECY 7 

paper which contained the new direction or the new 8 

criteria for permanent implant brachytherapy. 9 

Commission approved the new criteria and 10 

that formed the regulatory basis for the proposed rule 11 

so far as the ME definitions are concerned. 12 

So, in that SRM -- SRM is our formal paper 13 

that brings the Commission direction to the staff.  So, 14 

in that SRM for that SECY-12-0053, the Commission also 15 

directed the staff to include the ME Rulemaking into the 16 

Expanded Rulemaking. 17 

The Commission was aware of that, that the 18 

staff B there is a need to do other amendments besides 19 

the Medical Event Rulemaking. 20 

So, the Commission actually as it came as 21 

a direction not to do the ME rule first or the expanded 22 

rule first, but to make it all efficient for the NRC, 23 

for the Agreement States, because then they need to draw 24 

up their rules.  So, it was the Commission directed that 25 
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make it all into one rule so that the B it will be more 1 

efficient. 2 

And, therefore, in this rule we have B we 3 

have not only the ME rule, but we also included all those 4 

B all those issues which we call them as the expanded 5 

rule. 6 

So, in timeline-wise in December of 2012, 7 

we provided the draft rule to the ACMUI for a 90-day 8 

review. 9 

Prior to this rule, we used to give to the 10 

ACMUI only an information copy and we would not seek out 11 

their preliminary views.  But there is a new procedure 12 

in place, and that was again directed by the Commission 13 

that any of the important medical issues, statements, 14 

the B any of the important medical directions that we 15 

are issuing out that now be formally presented to the 16 

ACMUI for their review. 17 

And staff should get their review and also 18 

let the Commission know what the ACMUI's views are, how 19 

the staff has resolved their comments, et cetera. 20 

So, in December 2012, as I said, we provided 21 

the staff the B and before that, we used to provide the 22 

proposed rules and always used to be pre-decisional.  23 

And people out there in the public, they did not have 24 

an opportunity to see what was in the proposed rule. 25 
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But with this new proposal, with this new 1 

procedure we actually had to (inaudible) public for the 2 

purposes of the ACMUI to be able to review this rule in 3 

a public forum. 4 

So, as I said, it was a first for us.  And 5 

our general counsel members are here.  And we had to 6 

coordinate with them to make sure that we stay in line 7 

and we don't do anything that we are not supposed to be 8 

doing. 9 

So, in March of 2013, the ACMUI discussed 10 

the draft proposed rule at two publicly held 11 

teleconferences.  And then in April of 2013, the ACMUI 12 

provided its final report to the NRC. 13 

Then we have B I believe you all know the 14 

process that we always have, a working group working on 15 

these type of rules and guidance documents, et cetera. 16 

So, the working group then resolved the 17 

ACMUI comments and provided the ACMUI report, as well 18 

as staff resolution of the ACMUI comments to the 19 

Commission as enclosures to SECY paper.  And the SECY 20 

is 13-0084 that conveyed the proposed rule to the 21 

Commission. 22 

Next slide, please.  At the same time 23 

pretty much in parallel when we gave the rule to the 24 

ACMUI, we also gave the rule to the Agreement States for 25 
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a 30-day review. 1 

That is a normal procedure for all of the 2 

rulemaking.  We enroll the Agreement States and we 3 

provide them an early opportunity to have their comments 4 

so that when we take the paper to the Commission, 5 

Commission knows what the -- how the Agreement States 6 

feel about or what their views are. 7 

So, when we took this rule out to the 8 

Agreement States, then the Organization of the 9 

Agreement States, which is known as the OAS, that entity 10 

provided comments.  And then seven states, namely 11 

Alabama, Arkansas, Illinois, New Jersey, Virginia, 12 

Washington and Wisconsin, provided comments. 13 

We received a lot of comments from these 14 

states and those comments were very helpful in realizing 15 

what we call as the statements of consideration, because 16 

that's how we found that the way we had written perhaps 17 

some of the things were not quite as clear.  Maybe they 18 

didn't know the intent that we wanted to convey.  So, 19 

in that, the (inaudible) Agreement States and the OAS 20 

were providing their comments. 21 

And for the same token, we are just so glad 22 

that the ACMUI took so much initiative in looking at what 23 

the proposals were.  And they provided also a very 24 

(inaudible) report. 25 
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And so, therefore, the staff was able to 1 

redo or rewrite the statements of consideration.  And 2 

then at a few places we also were able to revise the rule 3 

text to make it more clear. 4 

Rule text is the actual part that becomes 5 

part of the regulation whereas the statements of 6 

consideration is a description.  That's where we 7 

describe what our intent is, what we want to achieve at 8 

the end.  And the rule text is the actual B how would 9 

you say?  The actual meat of the whole thing. 10 

So, these entities, their comments, they 11 

were extremely helpful in preparing this final package 12 

that was published in July. 13 

So, this is just, you know, giving you the 14 

very like a formal rundown of again in August 2013 15 

through the SECY-13-0084, we provided the rule to the 16 

Commission. 17 

And then the Commission direction, as I 18 

said before, it comes through a very formal paper known 19 

as the SRM, the staff-directed memorandum.  And 20 

Commission did approve the publication of the rule, but 21 

it was subject to certain comments and changes. 22 

And we did those changes and the rule went 23 

back to the Commission in May of this year and then again 24 

(inaudible) reference states.  These are references 25 
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that the Commission office picks on.  So, it was 1 

COMSECY-14-0018. 2 

The Commission took another look at it, 3 

made sure that the Commission direction was followed in 4 

their memo in January, and we were able to publish the 5 

rule, as you know, in July of 2014. 6 

So, this is just another slide to show the 7 

outreach efforts, you know, in development of this rule. 8 

We did go and had some very considerable 9 

outreach efforts.  The picture shows (inaudible) I 10 

believe one of the speakers at the -- at one of the 11 

workshops. 12 

And the picture underneath is members of 13 

the ACMUI.  Again, we are, you know, we are glad that 14 

all these folks were able to help us out. 15 

Next slide, please.  So, just reference 16 

state, rule is entitled B that's how we have named this 17 

rule.  And it was published in the Federal Register for 18 

reference states as the 79 FR 42410. 19 

And it's posted B so, these slides give you 20 

once again the references where the rule is posted, 21 

where -- the information you plug in. 22 

And if somebody is wondering what is the 23 

NRC-2008, that seems like a long time ago, that was our 24 

first thing we got when we published the B that number 25 
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we got for the Ritenour petition. 1 

And it seems like since that was in our B 2 

in our rulemaking accounting, so to speak, that was 3 

sitting as a rule that the NRC must do.  So, that's where 4 

that number stayed. 5 

And, in fact, if you do plug in on NRC B on 6 

regulations.gov under that docket, your first initial 7 

papers would be all on the petition.  And then as you 8 

scroll through, you start to see the more recent things 9 

and the rule is posted on that.  Public comments is 120 10 

day and closes on November 18th. 11 

So, I want you all to know, and you probably 12 

all know that at the same time we published the rule, 13 

we -- there has been a conforming guidance.  They are 14 

guidance documents also being developed. 15 

And when we published the rule, we also 16 

published information where these B where the guidance 17 

documents are located.  And they are also B they are 18 

again posted at regulations.gov, but under a different 19 

NRC docket.  And that document is 2014-0030. 20 

And since both got published at the same 21 

time, even the public comment period for that is 120 22 

days.  And so, the comments would close on guidance as 23 

well on November 18th. 24 

Next slide, please.  Soon after the 25 
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proposed rule was published, we were informed by our 1 

folks, they are called the OIES people, or they are the 2 

ones who coordinate all our rules through the OMB.  3 

That's the Office of Management and Budget. 4 

And all our rules must get what are known 5 

as the clearances from OMB.  And they are related to 6 

anything in the rule that has information-related 7 

requirements. 8 

And these information-related 9 

requirements could be in terms of reporting 10 

requirements, these could be in terms of record keeping 11 

requirements, because these add burden to the 12 

licensees. 13 

So, we need to B so, it turns out that when 14 

they reviewed the published B the proposed rule notice, 15 

they alerted us that inadvertently we missed out on the 16 

onetime implementation cost of the rule so far as the 17 

reporting this OMB package was concerned. 18 

So, since the numbers were substantial, so 19 

we did the correction to the rule and numbers was 20 

substantial enough that (inaudible) these small 21 

editorial type of corrections where staff can sign off 22 

at least we thought were important enough or the numbers 23 

were large and, therefore, the decision was that take 24 

it to the Commission again so that Commission was aware 25 
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of it. 1 

And so, we prepared this correction.  And 2 

then it got published in the Federal Register.  And 3 

there I have given the reference for that.  That got 4 

published on September 22nd. 5 

For the information collection, the 6 

requirement is the comment period is 30 days.  So, when 7 

we published the rule in July, the information 8 

collection part of that notice would have expired on 9 

August 18th B August 20th. 10 

So, now, because we are not done that, we 11 

had missed to include that implementation numbers.  So, 12 

therefore, now the information collection part if you 13 

have any comments, that is due by October 22nd of this 14 

year. 15 

So, that's all.  I think I have provided 16 

you a pretty detailed summary of the history.  I just 17 

want to say in case you are looking for the ML numbers, 18 

that's our document system number where you can go and 19 

search for documents. 20 

So, all those ML numbers are in the original 21 

Federal Register.  That's why I did not put it here in 22 

the slide.  But if you do need them, they are all there.  23 

We have referred B or we have placed them all in that 24 

original Federal Register. 25 
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So, I think that's all I have to talk about 1 

here. 2 

MR. RAKOVAN: Okay.  Sounds like this one is 3 

really loud, huh?  Okay.  Let's go ahead and open the 4 

floor to questions then. 5 

Laurel, if you could go ahead and see if 6 

there is anyone on the phone lines that have questions 7 

at this time? 8 

LAUREL: Certainly.  At this time if you 9 

would have a question on the phone lines, please depress 10 

*1 and record your name when prompted. *1, please. 11 

MR. RAKOVAN: And of course if there's any 12 

questions here in the room, I've got the handheld I can 13 

bring you, or you can probably just speak from there and 14 

the handheld will pick you up.  Or if there's anyone on 15 

the webinar who wants to send in a question 16 

electronically, we'll be looking to that, too. 17 

LAUREL: It will take just a few moments for 18 

the first questions to register, sir. 19 

(Pause.) 20 

LAUREL: And would you like to take a phone 21 

line question first? 22 

MR. RAKOVAN: Yes, please. 23 

LAUREL: Ralph Leto (phonetic), your line is 24 

open.  25 
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MR. LETO: Yes.  Is there a possibility of 1 

getting a comparison of the original ACMUI 2 

recommendation for the medical event that was in 2008 3 

and compare that to the 2000 B or the most recent one 4 

in the proposed rule?  Because I think the big 5 

difference is that there is now a dose-based criteria 6 

in the current recommended medical event definition. 7 

MS. BHALLA: Okay.  So, if I understand 8 

correctly, the question is B the question is that what 9 

was presented in 2008, do we have a comparison to what's 10 

presented now?  Is that the question? 11 

MR. LETO: Yes. 12 

MS. BHALLA: No, we don't have it.  And the 13 

reason is that when the Commission said not to B when 14 

the Commission disapproved the reproposed rule and said 15 

to the staff to go and do this outreach, include the 16 

ACMUI and then come up with the criteria, we just started 17 

fresh at the time.  So, we did not go back and started 18 

to do the comparisons as to what was done at that time. 19 

But if somebody does want to look at that, 20 

it's there.  It's in SECY B the paper that I deferred 21 

to.  So, it's there, but right now in this room we did 22 

not go back. 23 

We have provided references, but not the -- 24 

we did not go back and started to do criteria, a 25 
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comparison of what was done and what is now. 1 

MR. LETO: Just a follow-up question.  The 2 

SECY document you referred to, is that the one in 2013? 3 

MS. BHALLA: The B 4 

MR. LETO: You said it was in B 5 

MS. BHALLA: The SECY B the new requirements 6 

was the SECY-12-0053, which made B which provided the 7 

basis for the criteria or the B we call it the regulatory 8 

basis.  So, that's in SECY-12-0053. 9 

MR. LETO: Okay.  Thank you. 10 

MS. BHALLA: Sure. 11 

LAUREL: And I have no further questions on 12 

the phone line. 13 

MR. RAKOVAN: Okay.  Any questions from the 14 

webinar? 15 

(No response.) 16 

MR. RAKOVAN: Okay.  Questions in the room? 17 

Ms. Fairobent. 18 

MS. FAIROBENT: Thank you, Lance.  Lynne 19 

Fairobent, AAPM.  Just a slightly different twist from 20 

Ralph Leto's question. 21 

Does NRC staff have a redline/strikeout 22 

version of the Part 35 rule that could be posted for the 23 

public versus the way in which the regulation appears 24 

in the Federal Register, which is only the inserted new 25 
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sections? 1 

MS. BHALLA: Right now we did not do that.  2 

So, we don't have it.  But certainly for the final rule 3 

we plan to do it.  But if you think it's needed or it's 4 

requested, certainly we could work on that document. 5 

MR. RAKOVAN: Further questions through the 6 

webinar, through the phones or in the room here for 7 

Neelam? 8 

LAUREL: I have none on the phone lines, sir. 9 

MR. RAKOVAN: Okay.  Neelam, do you want to 10 

go ahead and move on to the next topic, or do you want 11 

to take a short break to keep with the agenda? 12 

MS. BHALLA: I think we should keep with the 13 

agenda, because there could be people just calling in 14 

for the next topic. 15 

MR. RAKOVAN: Okay. 16 

MS. BHALLA: So, we could take a B 17 

MR. RAKOVAN: So, we'll effectively take a 18 

15-minute break and come back with proposed changes for 19 

permanent brachytherapy, correct? 20 

MS. BHALLA: Right. 21 

MR. RAKOVAN: Okay.  Taking a 15-minute 22 

break. 23 

MS. BHALLA: Okay.  Thank you. 24 

(Whereupon, the proceedings went off the 25 
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record for a 15-minute recess.) 1 

MR. RAKOVAN: Okay.  Let's go ahead and get 2 

things started again.  For those of you who are 3 

participating by the webinar, we have had a few little 4 

glitches.  We keep getting kicked off.  So, we 5 

appreciate your patience with that. 6 

We're going to keep trying to reestablish.  7 

If you do get kicked off, please just try to log back 8 

on and hopefully we will be there. 9 

The phone line we should not lose, though, 10 

one way or another.  So, you can always follow along 11 

with your phone. 12 

And I believe we have the presentation 13 

posted so that you can look at that on our website if 14 

it comes to that. 15 

All right.  Let's go ahead and move onto 16 

our next topic, which is proposed changes for permanent 17 

brachytherapy.  And Sandra Gabriel will be leading this 18 

discussion. 19 

MS. GABRIEL: Thank you, Lance. 20 

As Neelam pointed out earlier, one of the 21 

three rulemaking projects in the proposed rule is 22 

medical event rulemaking for permanent brachytherapy. 23 

And I'm probably going to use some terms 24 

interchangeably.  Permanent implant brachytherapy is 25 
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the title that's listed, but I may also use the terms 1 

"permanent implants" and "permanent brachytherapy."  2 

They all mean the same thing. 3 

Neelam already provided a detailed history 4 

of the medical event rulemaking and I was asked to speak 5 

about the content of the proposed changes. 6 

Next slide, please.  The first slide 7 

summarizes the proposed changes.  The current 8 

regulation has a section called 35.400 that applies to 9 

all of what the NRC calls manual brachytherapy. 10 

Manual brachytherapy means treatments in 11 

which brachytherapy sources like seeds or ribbons are 12 

manually inserted into body cavities or body tissues or 13 

placed topically on the skin surface. 14 

Some manual brachytherapy treatments are 15 

temporary with the sources removed after a defined 16 

period of time, and some are permanent.  The current 17 

regulation does not distinguish between temporary and 18 

permanent brachytherapy in that 35.400 category of 19 

manual brachytherapy. 20 

So, the first major change is that the 21 

proposed rule provides a separate definition of medical 22 

events and separate reporting requirements for 23 

permanent brachytherapy. 24 

The second major change is that the medical 25 
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event definition for permanent brachytherapy is a 1 

hybrid one in which a medical event to the treatment site 2 

is based on the quantity of source strength implanted, 3 

and medical events to normal tissue are based on dose. 4 

The third major change is the requirement 5 

for the licensee to perform a dosimetry assessment of 6 

the delivered treatment within 60 days after the 7 

implant. 8 

It should be noted that the proposed 9 

changes apply to all types of permanent brachytherapy.  10 

Although permanent prostate implants are most commonly 11 

performed, the proposed changes apply to permanent 12 

brachytherapy implants in all anatomic sites. 13 

Next slide, please.  Three sections of the 14 

regulation are affected.  The first is 35.3045, report 15 

and notification of a medical event. 16 

This is the section of the regulation that 17 

describes the details of which patient administrations 18 

are classified as medical events and need to be reported 19 

to the NRC. 20 

In the proposed rule, this section is 21 

updated to provide separate criteria for permanent 22 

implant. 23 

The second affected section of the 24 

regulation is 35.40.  A written directive is a written 25 
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order signed by an authorized user physician describing 1 

the administration that they wish to provide to a 2 

specific patient.   3 

35.40 describes the information that needs 4 

to be included in the directive for different types of 5 

administration. 6 

The written directive is used as a basis for 7 

comparison to determine if a medical event has occurred.  8 

So, the written directive for permanent brachytherapy 9 

needs to include information that allows this 10 

comparison to be made.  And the proposed rule 35.40 is 11 

updated to provide separate criteria for permanent 12 

implant. 13 

The third affected section of the 14 

regulation is 35.41 called Procedures for 15 

Administrations Requiring a Written Directive. 16 

35.41 includes procedures to verify that 17 

each individual administration is in accordance with 18 

the written directive. 19 

On the last slide, I noted the proposed rule 20 

adds a requirement for an assessment to be performed 21 

within 60 days after each permanent implant.  The 22 

purpose of the assessment is to verify that the implant 23 

was in accordance with the written directive.  So, 24 

35.41 is the section where this requirement was added. 25 
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Next slide, please.  So, the proposed 1 

medical event criteria for permanent brachytherapy are 2 

described in 35.3045.  You'll see that the word "or" 3 

appears a lot in this section. 4 

There are a total of nine different 5 

criteria in the proposed rule.  If any of these nine 6 

situations occur, the permanent brachytherapy 7 

treatment is considered to be a medical event. 8 

I'm going to cover the nine criteria in 9 

three groupings on the next three slides.  This is the 10 

first and this slide addresses total administered 11 

source strength. 12 

There are two different comparisons for 13 

source strength.  In both cases, the implanted source 14 

strength is compared with the intended source strength. 15 

First, there's a comparison of the total 16 

source strength implanted into the patient with the 17 

intended total source strength in the written 18 

directive.  If there's a difference of 20 percent or 19 

more, this is considered to be a medical event. 20 

Next, there's a comparison of the total 21 

source strength implanted into the patient outside of 22 

the treatment site.  If more than 20 percent of the 23 

intended source strength in the written directive was 24 

implanted outside of the treatment site, this is 25 
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considered to be a medical event. 1 

We'll talk about written directive 2 

requirements in a few minutes, but the important thing 3 

to note on this slide is that the comparison is with the 4 

source strength on the post-implantation written 5 

directive.  This allows the authorized user physician 6 

to make modifications to the planned treatment if 7 

medically necessary. 8 

Next slide, please.  The second slide as 9 

proposed medical event criteria for permanent 10 

brachytherapy addresses dose to normal tissues.  These 11 

criteria involve some complicated concepts.  I'll do my 12 

best to try to explain them. 13 

Normal tissues outside the treatment site 14 

and inside the treatment site are addressed separately.  15 

There are some similarities and some differences in the 16 

criteria for dose to normal tissues outside and inside 17 

the treatment site. 18 

Let's start with the similarities.  First 19 

similarity is that in both cases a delivered dose is 20 

compared with a reference dose. 21 

Secondly, in both cases the dose comparison 22 

is with a delivered dose to a five cubic centimeter 23 

volume of tissue, a contiguous volume of normal tissue 24 

that received the highest dose. 25 
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The third similarity is that a medical 1 

event has occurred if the dose delivered to normal 2 

tissue exceeded the corresponding reference dose by 50 3 

percent or more. 4 

However, the reference dose used to make 5 

the comparison is different for normal tissue outside 6 

the treatment site and normal tissue inside the 7 

treatment site. 8 

So, let's talk first about dose to normal 9 

tissue outside the treatment site, which is the first 10 

event we bullet. 11 

The information from the written directive 12 

that is the basis for comparison is the absorbed dose 13 

to the treatment site. 14 

If you remember back to my first slide, I 15 

said that medical events are based on source strength 16 

to the treatment site, not dose to the treatment site. 17 

When we talk about the written directive 18 

requirements in a few minutes, you'll see that the 19 

authorized user must include both the intended absorbed 20 

dose to the treatment site and to the corresponding 21 

total source strength, but those are used for different 22 

purposes. 23 

The absorbed dose in the written directive 24 

is not compared with the dose delivered to the treatment 25 
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site.  It's only used for comparison with the dose 1 

delivered to normal tissue outside the treatment site. 2 

If the delivered dose to a contiguous five 3 

cubic centimeters of normal tissue outside the 4 

treatment site is at least 50 percent greater than the 5 

reference dose in the written directive, a medical event 6 

has occurred.   7 

Next, the proposed rule addresses normal 8 

tissue inside the treatment site, that second bullet.  9 

The reference dose in this case is different if the 10 

absorbed dose to that tissue is based on the approved 11 

pre-implantation dose distribution. 12 

If the delivered dose to a contiguous five 13 

cubic centimeters of normal tissue inside the treatment 14 

site is at least 50 percent greater than the reference 15 

dose, a medical event has occurred. 16 

Another "or" at the end.  Let's go to the 17 

next slide.  The third slide of proposed medical event 18 

criteria lists five other types of situations that are 19 

considered to be medical events. 20 

These include mistakes like permanent 21 

brachytherapy implants involving the wrong 22 

radionuclide or the wrong patient, sources implanted 23 

directly into the wrong treatment site, leaking sealed 24 

sources and errors in calculating the total source 25 
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strength the authorized user intends to implant. 1 

Note that only one of the five criteria on 2 

this slide has a dose threshold.  That's implantation 3 

of a leaking sealed source, which is considered to be 4 

a medical event only if it results in a dose of at least 5 

50 rem to an organ or tissue.  The other four items are 6 

considered to be a medical event regardless of the dose 7 

involved. 8 

So, that's in comparison with the current 9 

regulation which has those thresholds for all medical 10 

event criteria.  So, this is a bit of a departure. 11 

Next slide, please.  So, let's move on now 12 

to the second part of the regulation affected by the 13 

proposed changes for permanent brachytherapy.  That's 14 

35.40. 15 

And this section includes written 16 

directive requirements.  A new section is proposed to 17 

be added to address permanent brachytherapy. 18 

The current written directive requirements 19 

for manual brachytherapy include two sections.  One 20 

part before implantation, and one part after 21 

implantation, but before completion of the procedure. 22 

The requirement for two sections of the 23 

written directive is retained for permanent 24 

brachytherapy. 25 
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This slide shows the information that needs 1 

to be included in the pre-implantation written 2 

directive.  Some standard items are included that you'd 3 

expect to see like patient name, treatment site, 4 

radionuclide, the authorized user's signature and the 5 

date. 6 

Now, there are two new pieces of 7 

information that are unique to permanent brachytherapy. 8 

First new item is the third from the bottom 9 

on that list, intended absorbed dose to the treatment 10 

site and corresponding calculated total source 11 

strength. 12 

As I mentioned earlier, the intended 13 

absorbed dose to the treatment site is used as a basis 14 

for comparison for medical events to normal tissue 15 

outside the treatment site.  It is not used as the basis 16 

for comparison for a medical event within the treatment 17 

site. 18 

The intended absorbed dose is also used to 19 

determine the total source strength to be implanted.  20 

And that total source strength needs to also be included 21 

in the pre-implantation written directive. 22 

The second new item is expected absorbed 23 

doses to normal tissues located within the treatment 24 

site.  Note that this item is preceded by the words "if 25 
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appropriate" and might not always be pertinent.  That 1 

would be up to the authorized user to determine. 2 

Now, let's talk about the second 3 

post-implantation portion of the written directive.  4 

The current regulation calls for this to be completed 5 

after implantation, but before completion of the 6 

procedure. 7 

The phrase "before completion of the 8 

procedure" makes sense for temporary brachytherapy, 9 

because there's a defined time that the sources are 10 

removed, but isn't clearly defined for permanent 11 

brachytherapy. 12 

The new proposed section for permanent 13 

brachytherapy changes the wording to "after 14 

implantation, but before the patient leaves the 15 

post-treatment recovery area" to clarify the timing 16 

with which this part of the written directive must be 17 

completed. 18 

The proposed items to be included in the 19 

post-implantation portion of the written directive 20 

include the number of sources implanted and total source 21 

strength implanted. 22 

It is not necessary to include any type of 23 

absorbed dose or the exposure time since this part of 24 

the requirement applies only to permanent implants. 25 
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There is an explicit requirement now for 1 

this section of the written directive to be signed by 2 

an authorized user and dated. 3 

There is an additional change to 35.40 that 4 

applies to all other brachytherapy modalities that had 5 

no requirement for a two-part written directive with a 6 

post-implantation portion. 7 

The current regulation does not specify 8 

that the authorized user's signature and date must be 9 

included, but the requirement for those two items is 10 

added in the proposed rule for all pertinent 11 

brachytherapy modalities with parallel language to the 12 

permanent brachytherapy section. 13 

Next slide, please.  The final section of 14 

the regulation affected by the proposed changes for 15 

permanent brachytherapy is 35.41, procedures for 16 

administrations requiring a written directive. 17 

A new section is added requiring an 18 

assessment be performed within 60 calendar days after 19 

the sources are implanted. 20 

There are three required items that must be 21 

assessed, and these relate directly to the proposed 22 

medical event criteria for permanent brachytherapy. 23 

The first item that must be assessed is the 24 

total source strength administered outside the 25 
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treatment site compared to the total source strength 1 

documented in the post-administration written 2 

directive. 3 

The second and third items that must be 4 

assessed are the dose to the maximally exposed five 5 

cubic centimeters of normal tissue outside of the 6 

treatment site, and inside of the treatment site. 7 

Assessment of these three items will assist 8 

the licensee to make comparisons to determine if a 9 

medical event occurred. 10 

Next slide, please.  35.41 acknowledges 11 

the possibility that there may be a few cases in which 12 

the patient is unavailable for the required assessments 13 

to be performed within 60 days. 14 

If this is the case, the licensee may 15 

provide written justification of the patient's 16 

unavailability and hopefully continue to pursue trying 17 

to recall the patient in order to complete the 18 

assessment. 19 

I want to point out that an additional 20 

change to 35.41 will apply to all modalities.  35.41 21 

lists a series of items that must be included in 22 

licensee's procedures to verify that each 23 

administration is conducted in accordance with the 24 

written directive. 25 
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The proposed rule adds an explicit 1 

requirement to determine if a medical event has 2 

occurred.  That's not included in the current version 3 

of 35.41. 4 

So, that concludes my formal presentation.  5 

I'd be happy to try to answer any questions. 6 

LAUREL: And once again for parties on the 7 

phone line, *1 and please record your name when 8 

prompted. *1, please. 9 

MR. RAKOVAN: And of course if we have any 10 

questions here in the room, just get my attention.  And 11 

if the webinar is working, you can send in your questions 12 

through the webinar. 13 

And I apologize for those who are 14 

participating by webinar.  We keep getting kicked off 15 

of it.  So B well, we're on.  Okay. 16 

(Pause.) 17 

LAUREL: At this time, I have nothing on the 18 

phone line. 19 

MR. RAKOVAN: Okay.  It appears that we have 20 

no questions here in the room.  Questions on the 21 

webinar, by any chance? 22 

(Pause.) 23 

MR. RAKOVAN: Okay.  Sir, if you could use 24 

your microphone and introduce yourself, we'd appreciate 25 
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that. 1 

MR. BABU: John Babu from Mercy Fitzgerald 2 

Hospital, Darby, Pennsylvania.  I believe in the 3 

current regulation, we have a section that addresses the 4 

sources that are migrating from the treatment area and 5 

does the new regulation address that issue as well? 6 

MS. GABRIEL: I believe that particular 7 

phrase was removed.  And I'll ask Neelam to confirm that 8 

for me. 9 

I believe that particular phrase was 10 

removed from the proposed new language.  I believe the 11 

Statements of Consideration in the Federal Register 12 

Notice do address that. 13 

And that rather than specifically 14 

acknowledging migrated sources, that the five cubic 15 

centimeter volume dose criterion would be applied. 16 

Now, that would be applied for sources that 17 

migrate.  Any sources that were initially implanted in 18 

the wrong site, that would not apply to. 19 

MR. BABU: So, if the sources were migrated 20 

to a location and the volume of the tissue is more than 21 

five cc, that is considered a medical event? 22 

MS. GABRIEL: We could go back a few slides 23 

to the one with medical event criteria for normal 24 

tissues inside and outside the treatment site. 25 
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And I believe this is the one.  So, you 1 

would go to that first one, normal tissue outside the 2 

treatment site, if that's what's applicable here, and 3 

examine the dose to the maximally exposed five 4 

contiguous cubic centimeters. 5 

If it was a single source, you would likely 6 

have a very high (inaudible), which might not exceed 7 

that trigger when you consider the full five cc volume. 8 

MR. BABU: Okay. Thank you. 9 

MS. GABRIEL: You're welcome.  And if you 10 

have more questions or concerns about that, you can 11 

certainly put them in comments and submit your response 12 

to the Federal Register. 13 

LAUREL: You have questions on the phone 14 

lines when you're ready.   15 

MR. RAKOVAN: Okay, Laurel.  Actually, we 16 

have a follow-up comment to that and then we'll go ahead 17 

and turn it over to you. 18 

MS. BHALLA: Yes.  As you know that the new 19 

definition is B and that was the ACMUI's report that the 20 

new definition is such that the event would be such that 21 

it may do harm to the patient. 22 

So, therefore, the B about the migration of 23 

sources, we all understand there are a few sources that 24 

may migrate into the bladder.  But if you calculate that 25 
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dose, suppose it's one of the 80 seeds that have 1 

migrated, as compared B so, it's not going to give, as 2 

Sandy mentioned, it's not going to give a whole lot of 3 

dose which would meet the Bullet 1, the greater than 50 4 

percent absorbed dose definition. 5 

But now if you have out of the 80, 50 seeds 6 

have migrated into the bladder, clearly something was 7 

not done correctly.  And, therefore, it would meet that 8 

definition. 9 

So, and these are the kind of comments that 10 

we would be looking at so that when we go to the final 11 

rule, we can have B we can have the explanations on the 12 

record. 13 

MR. RAKOVAN: Okay, Laurel, if we could go 14 

ahead and go to the phone lines.  And for those on the 15 

phone lines, please go nice and loud.  The level that 16 

we have even in the room isn't loud to the point that 17 

we can hear you clearly. 18 

So, just be nice and loud, if you would, and 19 

if you can tell us who you are, please. 20 

LAUREL: Our first question comes from 21 

Zubair (phonetic).  Your line is open, sir. 22 

ZUBAIR: Thank you.  I actually have two 23 

questions for Sandy.  My first one is on slide B I 24 

believe Slide 24, which is after implantation, but 25 
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before patient leaves the post-treatment recovery area.  1 

I just want to make sure and get a clarification on that. 2 

Isn't that an opportunity for some sort of 3 

a revised written directive prior to the patient 4 

leaving? 5 

MS. GABRIEL: Thanks for your question, 6 

Zubair.  Sophie, could you please move to the slide 7 

about B 8 

ZUBAIR: 24. 9 

MS. GABRIEL: -- implantation written 10 

directives? 11 

(Pause.) 12 

MS. GABRIEL: Is this the one you're 13 

speaking about, Zubair? 14 

ZUBAIR: You know what?  I lost the Web Ex 15 

here.  So, I'm basing it just on the B 16 

MS. GABRIEL: Okay.  So, the slide that says 17 

as a header "10 CFR 35.40."  And the first line is "After 18 

implantation, but before patient B 19 

ZUBAIR: Correct. 20 

MS. GABRIEL:  -- leaves the post-treatment 21 

recovery area." 22 

ZUBAIR: Right. 23 

MS. GABRIEL: I think I mentioned somewhat 24 

earlier in the presentation that there may be 25 
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circumstances in which an authorized user finds a 1 

medical need to make some changes from the original 2 

intent for the amount of source strength to be 3 

implanted. 4 

ZUBAIR: Uh-huh. 5 

MS. GABRIEL: And if you look at the medical 6 

event definitions in 35.3045, you will see that the 7 

comparisons made to determine if a medical event has 8 

occurred to the treatment site is a comparison with the 9 

total source strength documents in the 10 

post-implantation written directive. 11 

So, there is no requirement to make a 12 

comparison between the pre-implantation written 13 

directive and the actual administered treatment just to 14 

compare the post-implantation written directive 15 

(inaudible) source strength. 16 

Does that help? 17 

ZUBAIR: Um, sort of.  I'm not a hundred B 18 

I guess, you know, you have the written directives and 19 

then all of a sudden you start the implant and you find 20 

out that really you have a pubic arch interference and 21 

you have this and you have that.  And then you decide 22 

that you really have changed your written directives, 23 

in a sense.  And prior to that patient leaving, now you 24 

have a revised written directive. 25 
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Now, would that be the reference written 1 

directives to be used? 2 

MS. GABRIEL: The source strength that is 3 

used as a reference for determining whether a medical 4 

event has occurred within the treatment site is the one 5 

in the post-implantation written directives. 6 

ZUBAIR: Okay.  Okay.  My second one is 7 

really a simple one is like on Slide 26, 10 CFR 35.41, 8 

which started saying "If the required assessment cannot 9 

be performed within 60 calendar days." 10 

MS. GABRIEL: Yes. 11 

ZUBAIR: Okay.  It says due to patient 12 

unavailability.  What about unforeseen circumstances 13 

such as, God forbid, earthquake, hurricane, you name it? 14 

MS. GABRIEL: Would those situations B 15 

ZUBAIR: You know, the data.  I mean, you 16 

basically lose B 17 

MS. GABRIEL: I'm sorry.  Zubair, do you 18 

think that circumstances such as earthquakes or 19 

hurricanes might result in the patient being 20 

unavailable? 21 

ZUBAIR: Well, not necessarily that, but 22 

also the data not available.  It's not just the patient. 23 

MS. GABRIEL: Okay. 24 

ZUBAIR: You know, I mean, we have seen it 25 
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before in other institutions where basically there was, 1 

you know, a hurricane and they lost all their data, 2 

basically, you know. 3 

MS. GABRIEL: I'm going to B 4 

ZUBAIR: I guess I'm just hoping that there 5 

might be something (inaudible) that does state that on 6 

unforeseen circumstances to be stated or to be 7 

documented or whatnot.  That's all. 8 

MS. GABRIEL: And are you speaking about the 9 

patient actually returning to have the assessment done, 10 

or the B 11 

ZUBAIR: The patient can come back, but the 12 

data, the CT data and all that stuff is B all prior 13 

information not available and whatnot, you know.  Fire, 14 

God forbid.  Whatever. 15 

MS. GABRIEL: It sounds like that may be a 16 

slightly different question than what this is 17 

addressing.  And I see someone in the audience who wants 18 

to comment. 19 

MS. TOMLINSON: This is Cindy Tomlinson from 20 

ASTRO.  I think also another question would be if your 21 

scanning equipment B if your CT is down or something like 22 

that that's not B that's out of the patient's, I mean, 23 

it's not the patient not showing up.  It's that your 24 

machine isn't working. 25 
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ZUBAIR: Correct. 1 

MS. TOMLINSON: I think that's another 2 

thing, too B 3 

ZUBAIR: Yes. 4 

MS. TOMLINSON:  -- that might need 5 

clarification.  6 

MS. GABRIEL: If the two of you would like 7 

to submit comments B 8 

MS. TOMLINSON: Oh, we will. 9 

MS. GABRIEL:  -- making this point, we 10 

would be happy to receive that comment and address it. 11 

ZUBAIR: Okay.  Great.  Thank you, Sandy. 12 

MS. GABRIEL: You're welcome, Zubair. 13 

LAUREL: Our next question comes from 14 

Leticia Hanson (phonetic).  Your line is open. 15 

MR. RAKOVAN: Hold on, Laurel.  We have 16 

another comment from the room to finish that 17 

conversation. 18 

MS. BHALLA: Yes.  This is Neelam Bhalla 19 

again and, you know, these kind of events happening I 20 

think when we go out and inspect a very unusual 21 

circumstance, for example, there was fire and you lost 22 

some of your records, that will be somewhat of a 23 

case-by-case type of a situation. 24 

But we cannot, you know, allow, for 25 



 50 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 
 1323 RHODE ISLAND AVE., N.W. 
(202) 234-4433 WASHINGTON, D.C.  20005-3701 (202) 234-4433 

 

example, every licensee out there saying, oh, we had 1 

fires and we lost all our records. 2 

So, for very special circumstances NRC does 3 

take that into account and then it comes under 4 

enforcement.  And enforcement folks are, you know, they 5 

look at things on a case-by-case basis. 6 

If it's a licensee who has a very good 7 

record, has been doing things fine according to our 8 

regulations and comes up with or has some special 9 

circumstance, we hear them. 10 

But if it's a licensee for every 11 

regulation, every requirement, everything or anything 12 

we are asking, training, there is, you know, it's a 13 

record that nothing is done according to the 14 

requirements, then there would be a problem.  So, we do 15 

take into account on a case-by-case situation. 16 

MR. RAKOVAN: Okay.  Laurel, let's go ahead 17 

and take one more caller from the phone lines and then 18 

I have a couple of comments or questions from the webinar 19 

that I want to get to, if you would.  So, please, one 20 

more from the phone lines. 21 

LAUREL: Certainly.  Leticia, your line is 22 

open. 23 

MS. HANSON: I'm sorry.  I sent a message 24 

that said "no question." 25 
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LAUREL: Okay.  We'll take a question then 1 

from Ralph Leto.  Your line is open. 2 

MR. LETO: My question is regarding the 3 

written directive for permanent implants that are 4 

brachytherapy sources which I guess is 35.40. 5 

Does this definition also apply to the y 90 6 

microspheres which are considered a sealed source 7 

implant? 8 

MS. GABRIEL: This definition does not apply 9 

to y 90 microspheres. 10 

MR. LETO: Okay.  Thank you. 11 

MR. RAKOVAN: Okay.  We have a couple of 12 

questions or comments from the webinar.  I'm going to 13 

go ahead and take those and then we'll go see if there's 14 

anyone else on the phone lines or here in the room. 15 

LAUREL: Okay.  So, the first question was 16 

from Felicity Beckfield from the University of 17 

Missouri. 18 

She is asking, are you saying that patient 19 

unavailability in 60 days requires written 20 

justification to the NRC, and is this a medical event? 21 

MS. GABRIEL: My understanding is the intent 22 

is that the licensee would maintain records in-house and 23 

continue trying to bring the patient in to perform the 24 

assessment. 25 
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And the medical event definition does not 1 

include this as a criterion.  So, this would not need 2 

to be reported as a medical event.  It would be examined 3 

upon inspection. 4 

LAUREL: Okay.  She said, thank you, that's 5 

what we thought. 6 

And the second question was from Mary Moore 7 

from Philadelphia VA Medical Center.  And she's asking, 8 

does the NRC have a definition for treatment site? 9 

MS. GABRIEL: I'm going to see if one of my 10 

colleagues has their copy of Part 35.  I don't recall 11 

that we do.  I believe that's left up to the authorized 12 

user to define B 13 

MS. HOWE: This is Dr. Donna-Beth Howe at the 14 

NRC.  We do not have a definition of the treatment site, 15 

because we leave that up to the authorized user to define 16 

in the written directive. 17 

MR. RAKOVAN: Okay.  Laurel, do we have any 18 

other questions from the phone lines at this time? 19 

LAUREL: No, sir, we do not. 20 

MR. RAKOVAN: Okay.  I'll pause briefly 21 

just to see if anything else comes through the webinar.  22 

It looks like Mr. Fuller would like to make a comment. 23 

Mike, introduce yourself, please. 24 

MR. FULLER: Good morning.  My name is Mike 25 
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Fuller and I'm with the Nuclear Regulatory Commission.  1 

Just going back to the comments that we received about 2 

the patient availability -- and of course I agree and 3 

appreciate Neelam's explanation about how we might deal 4 

with those situations on a case-by-case basis. 5 

However, I do want to encourage, and this 6 

goes to all issues and topics, I do want to encourage 7 

people to provide us with those comments during the 8 

public comment period so that we can address them as we 9 

work to make whatever improvements we can in the 10 

proposed ruling. 11 

MR. RAKOVAN: Thanks, Mike.  Any further 12 

questions or comments? 13 

MS. TOMLINSON: Hi.  Cindy Tomlinson again 14 

with ASTRO.  So, to follow up on Dr. Leto's question 15 

regarding the y 90, does any of the definition of a 16 

medical event in this for permanent implant 17 

brachytherapy apply to the y 90? 18 

I know he specifically asked about written 19 

directives, but I'm asking about the whole B 20 

MS. GABRIEL: None of this applies to y 90 21 

microspheres. 22 

MS. TOMLINSON: Okay.  Thank you. 23 

MS. BHALLA: This is Neelam again.  Yes, we 24 

left that part up to the authorized user.  In the 25 
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initial ACMUI reports, there was discussion of the 1 

treatment site, discussion of the y 90 and going three 2 

centimeters outside, include that as a treatment 3 

volume, what should be described as a treatment volume 4 

and how much of a margin should be included in that. 5 

But then as the B and as I said, this rule 6 

has a long history.  So, as the ACMUI had more 7 

discussions and we had more discussions on this very 8 

topic, the formal comments came on the ACMUI report, and 9 

then the consensus was to drop defining the treatment 10 

volume in terms of y 90 and the three cm margins around 11 

the tumor and so on. 12 

And we believe that for the authorized user 13 

to define that in their written directive, but we in the 14 

regs, have not put that in. 15 

MS. GABRIEL: This is Sandy Gabriel again.  16 

One of my colleagues have just handed me the Part 35 17 

definition of "treatment site" and it's consistent with 18 

what Donna-Beth Howe described. 19 

Treatment site means the anatomical 20 

description of the tissue intended to receive a 21 

radiation dose as described in the written directive. 22 

So, given that the authorized user prepares 23 

the written directive, that's where they describe the 24 

treatment site in whatever way they deem appropriate. 25 
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MR. RAKOVAN: Okay.  We'll see if there is 1 

any additional questions or comments here in the room, 2 

on the webinar or on the phone lines. 3 

LAUREL: There are none on the phone line. 4 

MR. RAKOVAN: Okay.  Please, if you could 5 

introduce yourself. 6 

MS. (Inaudible): My name is (inaudible) and 7 

I'm retired, but I'm very involved in standards.  You 8 

just read the current definition of treatment site, but 9 

that definition says radiation dose, but now we read the 10 

directive and see source strength.  So, do we have to 11 

be revised?  I'm confused. 12 

MS. GABRIEL: There are a series of 13 

confusing definitions in Part 35.  And in one location 14 

the, I believe, prescribed dose is defined that it can 15 

involve either source strength and total treatment 16 

time, or absorbed dose. 17 

So, the term is used differently in 18 

different locations.  That is confusing. 19 

MR. RAKOVAN: Okay.  One last check to see 20 

if we have any questions. 21 

LAUREL: None on the phone line, sir. 22 

MR. RAKOVAN: Okay.  What's our call in 23 

terms of breaking here?  Break for lunch?  I'll hand it 24 

to Neelam and she can tell us what our marching orders 25 
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are. 1 

MS. BHALLA: I need to discuss. 2 

(Pause.) 3 

(Discussion off record.) 4 

MS. BHALLA: Okay.  Since we finished a 5 

little bit ahead of time, the lunch time is scheduled 6 

for noon time and, frankly, we anticipated more 7 

questions on this medical event especially about the 8 

five cubic centimeter issue, especially about the 9 

normal tissues located both outside and inside, but I'm 10 

glad in a way that there aren't any more questions. 11 

So, what I was proposing was that towards 12 

the end of the program, and that's again to save 13 

everybody's time in that part, we have it included in 14 

the program as to how to submit comments and that 15 

process. 16 

So, I was just thinking -- it's only a few 17 

slides in there.  So, I was thinking we could do that 18 

part now to better utilize everyone's time and, 19 

therefore, we still could be breaking for lunch at 20 

12:00. 21 

So, that's -- so, I think my proposal is 22 

that we finish that so that at the end we save some time 23 

for everyone. 24 

Okay.  So, with that, for those of you on 25 
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the line, it once again B oh, on the guidance B 1 

MR. RAKOVAN: Do you want to take a question, 2 

or do you want to go ahead and finish up on what you were 3 

talking about? 4 

MS. BHALLA: If I understand, the question 5 

is on guidance.  So, we will take that when we discuss 6 

the guidance.  Okay. 7 

So, okay.  Is the question on the topic 8 

that Sandy just covered?  Oh, okay.  So, I take it back. 9 

I think the question is to do with the topic 10 

that Sandy was discussing.  Namely, the new definitions 11 

of medical event. 12 

So, why don't we take that question.  And 13 

if there's time, we can still go over that session. 14 

MR. RAKOVAN: Will you read it, please? 15 

LAUREL: So, the question is from Mary Moore 16 

again from Philadelphia VA.  And she wants to know, does 17 

the NRC provide guidance with regards to its expectation 18 

about type of assessments that have to be performed 19 

within 60 days post-implant date? 20 

MS. GABRIEL: At the present time, there is 21 

no detailed guidance on how licensees might perform 22 

those assessments. 23 

We recommend providing written public 24 

input if ACMUI believes that it would be appropriate for 25 
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the NRC to provide, perhaps, an example of how this 1 

assessment might be done. 2 

At this point in time, no details are 3 

provided in our guidance. 4 

MR. RAKOVAN: Okay.  Neelam, do you want to 5 

go ahead and take the podium, if you will, and lead us 6 

through how the public can provide comments? 7 

(Pause.) 8 

MS. BHALLA: Good morning again.  Neelam 9 

Bhalla.  This is the last session on the agenda right 10 

now, but we thought to better use our time, we will go 11 

over it now. 12 

So, just little bit of quick B okay.  So, 13 

the purpose of this part of the presentation is to 14 

describe the process for submitting comments and then 15 

also the issues that NRC specifically requesting 16 

comments on. 17 

So, the B and it's all in the Federal 18 

Register where we publish the rule.  So, you please 19 

submit your comments.  You can B there are many 20 

different mechanisms through which you can submit your 21 

comments. 22 

You can send it electronically, and that 23 

information is there, or you can simply email your 24 

comments and it's a very simple address up there.  If 25 
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you like, you can fax your comments. 1 

And then we have you can also send it by just 2 

the old B what do they call it?  The snail mail.  So, 3 

you can send the comments through that as well. 4 

So, the Commission has made it very 5 

convenient for people to be able to submit their 6 

comments.  So, that's the process. 7 

Of course we are asking for comments on all 8 

of the proposed amendments.  And, yes, there are some 9 

issues that we are specifically asking comments on. 10 

So, then when Jim Danna opened this 11 

meeting, he did talk about very quickly about the 12 

philosophy or it's called the cumulative effects of 13 

regulation, the CER process.  So, we are specifically 14 

asking comments on the CER. 15 

Now, you may say what is CER?  CER is where 16 

we are -- that a licensee may have hardship in complying 17 

with regulations or some B especially something new we 18 

are asking. 19 

So, because there could be other 20 

regulations coming up, there could be other orders 21 

coming up , although we may not have orders to all the 22 

licensees, but we could have for Agreement States, for 23 

example, they could have regulations coming up for 24 

certain other parts of their regulation. 25 



 60 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 
 1323 RHODE ISLAND AVE., N.W. 
(202) 234-4433 WASHINGTON, D.C.  20005-3701 (202) 234-4433 

 

So, they tell us, you know, if there are any 1 

hardships just from that aspect and those are our CER 2 

responsibilities or initiatives. 3 

So, in that we ask are there other 4 

regulatory actions that may influence the 5 

implementation of the proposed requirement? 6 

So, then B and Commission specifically 7 

asked are there any unintended consequences?  Then we 8 

are also asking about are the cost and benefit estimates 9 

and the regulatory analyses support the rule? 10 

You may ask what is regulatory analyses?  11 

That's part of the B and in our Federal Register Notice 12 

where we publish the rule, we have reference to these 13 

documents. 14 

We do an estimate on as to the burden what 15 

the proposed rule may have.  And so, we B it's based on 16 

the data that we have (inaudible) on how many licensees 17 

would be impacted by certain regulations we have. 18 

Not only then we make a judgment on or the 19 

calculation on how many of the Agreement State 20 

licensees.  Because as you know now, there are many, 21 

many, many more Agreement State licensees compared to 22 

the NRC licensee. 23 

So, we do B and basically we use estimates 24 

on how many hours it may take to do a certain, say, 25 
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division or to provide training or to maintain records.  1 

So, all that goes into a regulatory analyses.  2 

So, then what else we are asking 3 

specifically, so we are saying is the proposed medical 4 

event definition for normal tissue based on the absorbed 5 

dose to the maximally exposed five contiguous cubic 6 

centimeters during permanent implant brachytherapy, is 7 

it appropriate for all modalities? 8 

Then we are asking will it result in 9 

unintended consequences for tissues or organs adjacent 10 

to the treatment site? 11 

Now, remember our B the five cubic 12 

centimeters, that came from the ACMUI recommendation.  13 

Absent any other B we look for this data ourself, too, 14 

but we could not quite come up with in the literature 15 

as to what would be the optimum volume for that. 16 

Somebody thinks three centimeter is 17 

better, give us your comment on that and tell us where 18 

that number is coming from and not only because you just 19 

like it. 20 

Similarly, you know, if you think 10 cubic 21 

centimeter is more appropriate, tell us so B and, again, 22 

just don't say, oh, I think it's better or, you know, 23 

or maybe some organ size would better fit the 10 cc 24 

compared to the five cc. 25 
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If you have B and that seems what we are 1 

looking from you, the medical community, because you are 2 

dealing with this on a day-to-day basis.  And you see 3 

when you look at the patient, a treatment plan.  You 4 

have a better feel for these things than for us, the 5 

regulators. 6 

So, those are the things we are asking for 7 

your input.  Because minus any input from you, the final 8 

rule may carry the five cm, five cubic centimeter 9 

volume.  So, therefore B so, that's what we are asking 10 

you to comment. 11 

Next slide, please.  Okay.  So, then and 12 

this is their B Commission has lot of interest in this 13 

rule. 14 

And, in fact, Commission specifically 15 

directed the staff that in this ask the medical 16 

community, that 180 days sufficient for the final rule 17 

to become effective because remember from now, our next 18 

step will be pretty much issuance of the final rule.   19 

So, in the final rule we have B we publish 20 

the rule and that's the publication date.  And then we 21 

have the effective date from the rule.  And that's when 22 

we expect that licensees will be all ready to roll with 23 

the new requirements. 24 

The Commission in this case ask the 25 
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licensees is 180 days adequate to train people, to set 1 

up the new procedures in place, to have everything 2 

going? 3 

So, tell us if you think 180 days are fine.  4 

That's fine.  But if you think 180 days is not enough, 5 

maybe 360 days are needed, then we will take that to the 6 

Commission as we prepare the final rule. 7 

So, then with regard to the medical event 8 

reporting again, this is another topic and Mike Fuller 9 

is going to actually address this topic in more detail 10 

later on.  And that is what should be the compatibility 11 

category for the Agreement States so far as medical 12 

event reporting goes. 13 

And as I said that, you know, we are really 14 

looking for that and Mike is going to go into the details 15 

of it, but please provide us your comments.  This will 16 

be your opportunity. 17 

And, again, the third bullet came from the 18 

Commission.  And Commission said, ask if any of these 19 

proposed changes may discourage licensees to use 20 

certain therapy options or adversely impact clinical 21 

practice. 22 

So, this is again your opportunity and this 23 

kind of a question just don't say yes.  We would like 24 

to hear what would be the hindrance, why these 25 
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definitions or these proposals may impact the practice 1 

to a point that a physician (inaudible) this is not going 2 

to work for me.  So, those are the very important 3 

questions that we are looking for. 4 

Next one, please.  Okay.  And, also, when 5 

we were discussing about this meeting, Mike had also 6 

said that if you do think that the rule is good, you don't 7 

have any comments, we call these comments in support of 8 

the rule.  We would like to hear that, too, because 9 

that's somewhat of a positive feedback and we are 10 

looking for that as well. 11 

Remember the comments, we gave 120 days.  12 

We think that's an adequate time for you to ponder over 13 

the proposed changes and provide your comments.  And 14 

that date is November 18th of this year. 15 

So, with that, (inaudible) this session. 16 

MR. RAKOVAN: Okay.  Please, do you have a 17 

question? 18 

MS. PARTICIPANT: Yes.  In the second slide 19 

on NRC is asking, what do you mean appropriate for all 20 

modalities?  What does "modality" mean? 21 

Does it refer to the type of radionuclide, 22 

or whether it includes (inaudible) therapy in addition 23 

to brachytherapy? 24 

MS. GABRIEL: My understanding is that this 25 
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question relates specifically to permanent 1 

brachytherapy and that modalities might be interpreted 2 

to mean treatment sites. 3 

MS. BHALLA: And I'll follow up on that 4 

discussion.  If the treatment is through external beam 5 

through a -- using (inaudible), we are not B we are not 6 

regulating that.  That's the (inaudible). 7 

MS. PARTICIPANT: But the dose from the 8 

point of view of safety if the same site receives 9 

radiation from both external and internal, it will be 10 

(inaudible). 11 

So, this normal tissue based on the 12 

absorbed dose to the maximally exposed five contiguous 13 

cubic centimeters relates exclusively to the 14 

brachytherapy implant; is that right? 15 

MS. BHALLA: That would be correct. 16 

MS. PARTICIPANT: Thank you.  I still think 17 

the word "modality" is confusing. 18 

MR. RAKOVAN: Laurel, could we do a quick 19 

check to see if anyone on the phone line has any 20 

questions? 21 

LAUREL: We certainly can.  We have a 22 

question from Ralph Leto.  Your line is open, sir. 23 

MR. LETO: Thank you.  Just a comment and a 24 

question.  Regarding to follow up with Carrie's 25 
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question regarding modalities, I can tell you right now 1 

that the way this question is phrased modalities is 2 

going to be considered that the NRC is asking should it 3 

be applied to iodine-131 therapies, gamma knife, HDR, 4 

y 90 microspheres? 5 

That's what they're going to look at when 6 

this question is being posed, is all the other avenues 7 

by which you are administering radioactive materials 8 

for patient treatments.  That's my comment. 9 

My question is B has to do with, I guess, 10 

some confusion regarding providing questions during 11 

this workshop because in the purpose announcement, it 12 

specifically states that you're not going to be 13 

accepting public comments on the proposed amendments. 14 

Yet, I kind of got the impression right 15 

before this last portion was being presented, that you 16 

wanted comments and specific questions about the 17 

brachytherapy ME definition.  And in particular, the 18 

five cc contiguous requirement. 19 

So, I guess there is, I think, some 20 

confusion on the purpose of what participants are 21 

allowed B what we're intended to be allowed to do with 22 

this workshop versus what was just stated.  Thank you. 23 

MS. BHALLA: And, okay, good comment.  The 24 

reason B what we are saying here is this is an open dialog 25 
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to better understand what we are proposing, what 1 

amendments and in my discussion of what we are 2 

specifically asking. 3 

So, that wasn't in B that's in the Federal 4 

Register Notice as well, but these are the specific 5 

questions we are looking for the comments on. 6 

And again, I will repeat that today we are 7 

not taking comments as such, but it's an open dialog 8 

where you ask us questions on these different things and 9 

we provide clarifications here. 10 

But we are also requesting you to send your 11 

comments in the formal way that I just went over, the 12 

four or five mechanisms. 13 

MR. FULLER: Thanks, Neelam.  This is Mike 14 

Fuller.  And also just to address that question and 15 

comment from Ralph Leto, we very much welcome the 16 

discussion and the questions and hopefully it helps to 17 

clarify things.  But for us to actually be able to 18 

formally address comments, we need to receive them 19 

through the process that Neelam went over earlier. 20 

With regards to the term "modality," just 21 

being full disclosure here when we got that direction 22 

from the Commission in the SRM, we had the exact same 23 

reaction.  I'm saying "we," the staff.  Because we 24 

recognized that modality means one thing, and treatment 25 
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site means something entirely different. 1 

So, rather than go back to the Commission 2 

and ask them to redraft their SRM and so forth, we simply 3 

just went with it. 4 

So, recognizing that we don't always get 5 

the terms exactly right, that's just B that's on us and 6 

(inaudible). 7 

So, yes, what we're interested in is 8 

whether or not the five cc volume or any other volume 9 

that you might want to repose in a comment is appropriate 10 

for other treatment sites.  That's what we really, 11 

really want to know. 12 

And if you want to comment that the term 13 

"modality" is the inappropriate term to use, we will 14 

certainly welcome that comment as well. 15 

So, again, our apologies for that.  It is 16 

confusing.  It was confusing for us.  We are very much 17 

interested, though, to know if in fact B because we've 18 

been talking so much about prostate therapies. 19 

We also recognize that there are other 20 

anatomical areas, other treatment sites that also our 21 

practitioners and authorized users employ permanent 22 

brachytherapy. 23 

And so, if, in fact, we should be aware of 24 

unintended consequences or impacts because it's not 25 
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going to be necessarily the prostate as the treatment 1 

site, then we want to hear about that as well. 2 

LAUREL: We have one more question.  Would 3 

you like to take that? 4 

MR. RAKOVAN: Yes, please. 5 

LAUREL: Mary Moore, your line is open. 6 

MS. MOORE: Thank you.  I just want to 7 

clarify that when you all say the exposed five 8 

contiguous cubic centimeters, we're talking about it 9 

uniformly around whatever treatment volume is being 10 

selected? 11 

And the reason I'm asking that is with 12 

prostates, there is a perception that a certain area of 13 

the prostate the dose is decreased to avoid injuring the 14 

rectum.  So, that's why I'm asking. 15 

From the regulatory perspective, this 16 

addresses five contiguous cc's around the treatment 17 

volume, uniformly around the treatment volume; is that 18 

correct? 19 

MS. GABRIEL: Mary, this is Sandy Gabriel. 20 

MS. MOORE: Hi, Sandy. 21 

MS. GABRIEL: Remembering that the five 22 

contiguous cubic centimeters are outside the treatment 23 

site B 24 

MS. MOORE: Right.  We're talking five B not 25 
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five in any one direction, but in all directions 1 

outside. 2 

MS. GABRIEL: It's a contiguous five. 3 

MS. MOORE: Right. 4 

MS. GABRIEL: So, it's a mass of tissue in 5 

whatever configuration.  And five cubic centimeters 6 

probably wouldn't be a large enough amount of tissue to 7 

surround the treatment site. 8 

MS. MOORE: That's why I want clarification.  9 

Because when reading it, it's contiguous five cc's. 10 

Is it in only one area, or is it contiguous 11 

around the entire treatment volume? 12 

MS. GABRIEL: Okay.  Now, I understand your 13 

confusion.  The modifier "contiguous" refers to the 14 

cc's.  So, it's not half a cc on one side, one and a half 15 

cc's on another side.  It's whatever (inaudible) five 16 

cubic centimeters altogether achieves the highest dose. 17 

MS. MOORE: Oh, because I was just reading 18 

it as five contiguous B five cc's contiguously uniformly 19 

around the treatment site. 20 

MS. GABRIEL: Yes, and it's the cc's that are 21 

contiguous with no particular comment on what the 22 

relationship is to the treatment site. 23 

MS. MOORE: Okay.  I can see that leading to 24 

some confusion, but thank you, Sandy, for the 25 
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clarification. 1 

MS. HOWE: And this is Dr. Howe at NRC.  The 2 

intent was never to have concentric circles.  It was to 3 

be, as Sandy indicated, a tissue and not a space five 4 

centimeters around the treatment site. 5 

MS. MOORE: Donna-Beth, I'm not sure that 6 

comes out clearly in the way the verbiage is formulated 7 

right now. 8 

MS. HOWE: And that would be an excellent 9 

comment to make. 10 

MS. GABRIEL: Yes. 11 

MS. MOORE: Will do.  Thank you. 12 

MS. BHALLA: And also provide like perhaps 13 

a better way to make this clarification.  Perhaps 14 

something like not including the treatment volume or -- 15 

so, yes, please help us, you know, to better clarify 16 

this. 17 

MS. MOORE: I will do my best, Neelam. 18 

MS. BHALLA: Okay. 19 

MS. MOORE: Thank you. 20 

MR. RAKOVAN: Okay.  One last check to see 21 

if we have any questions or comments before we break for 22 

lunch. 23 

LAUREL: I have none further on the phone 24 

line, sir. 25 
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MR. RAKOVAN: Okay.  Should we go ahead and 1 

break for lunch now? 2 

MS. PARTICIPANT: Sure. 3 

MR. RAKOVAN: Okay.  We'll break for an hour 4 

and pick things up maybe a couple ticks after one o'clock 5 

then.  Okay. 6 

(Whereupon, the proceedings went off the 7 

record for a lunch recess.) 8 

A F T E R N O O N   S E S S I O N 9 

MR. RAKOVAN: All right.  Let me do a check 10 

to make sure that we still have the phone line.  Laurel, 11 

are you with us? 12 

LAUREL: Yes, sir, and you are live. 13 

MR. RAKOVAN: Excellent.  I think we're 14 

going to take our seats and get started in the next 15 

minute or two. 16 

(Pause.) 17 

(Discussion off record.) 18 

MR. RAKOVAN: Okay.  Let's go ahead and get 19 

started again.  To kick things off from lunch, we have 20 

Donna-Beth Howe going to be talking about proposed rule 21 

of Parts 30, 32 and 35. 22 

And, again, we'll be following essentially 23 

the same format in the afternoon that we did in the 24 

morning, which is presentation by NRC staff and then 25 
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opening it up for questions and discussions. 1 

So, with that, I'll go ahead and turn it 2 

over to Donna-Beth. 3 

MS. HOWE: Thank you, Lance.  You heard this 4 

morning that there were some major rulemaking elements 5 

to this particular rulemaking.  And there are going to 6 

be individual people talking about those major elements 7 

that are coming through. 8 

Sandy talked about the manual 9 

brachytherapy, medical events and those changes.  What 10 

I'm going to be doing is I'm going to be talking to you 11 

about all the other changes to the rule that are not 12 

involved with those major rulemaking efforts. 13 

So, these are the questions that came as a 14 

result of the 2002 rule where licensees and regulators 15 

were starting to implement the rule and they ran into 16 

questions and things that could have been improved. 17 

And also in the time from 2002 to about 18 

2010, these are situations that have come up that we've 19 

gotten comments on. 20 

So, I'm going to be talking about 21 

everything else.  And I'm going to go in a sequential 22 

order starting at essentially the beginning of the 23 

regulations that we're going to be changing and working 24 

my way through. 25 
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And on the first slide, you will see that 1 

I'm going to be talking about 10 CFR Part 30.34.  This 2 

is not just a medical use rulemaking.  It also involves 3 

commercial nuclear pharmacies. 4 

And 30.34 is the regulation where 5 

commercial nuclear pharmacies are required to elute 6 

generators and make certain measurements and they're 7 

required to follow the instruction on the elutions and 8 

on the reporting requirements that are in Part 35 so that 9 

we don't have a repeat of the regulations each time they 10 

come up. 11 

So, 30.34 will tell commercial nuclear 12 

pharmacies when to perform a breakthrough test at each 13 

elution, what records to keep and when to report the 14 

results. 15 

And they have to report the results to the 16 

manufacturer and to the NRC if there is a breakthrough 17 

in excess of the limits that are specified in 35. 18 

And why did we go from doing elutions once 19 

per generator to now each time the generator B the 20 

breakthrough each time the generator is eluted?  That's 21 

because in about 2006 there were changes to the 22 

generators that resulted in breakthrough at subsequent 23 

elutions, but the preceding 20 years of experience in 24 

2002 was that you only got breakthrough on the first 25 



 75 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 
 1323 RHODE ISLAND AVE., N.W. 
(202) 234-4433 WASHINGTON, D.C.  20005-3701 (202) 234-4433 

 

elution, and you never saw breakthrough if you didn't 1 

see it on the first elution.  So, that was the change.  2 

And that's why we had to make that change. 3 

On the second slide, now we're into Part 35.  4 

And in many cases, I've grouped parts in the regulation 5 

together so that I didn't have 50 billion slides. 6 

So, 35.13 is when you need an amendment.  7 

35.14 is when you need a notification to the NRC and you 8 

don't really have to amend the regulations. 9 

So, what did we B I thought I had the right 10 

one.  Oh, my pages are both sides.  Sorry about that. 11 

Okay.  32.72.  Sorry.  I got to remember I 12 

generally don't have double-sided B 32.72 is the 13 

commercial nuclear pharmacy. 14 

This is the part of the regulations that 15 

allow the commercial nuclear pharmacy to distribute to 16 

B radiopharmaceuticals to medical use licensees.  And 17 

we made a couple of changes. 18 

One, applicant has to commit B we've always 19 

had to have B we've always had labeling requirements, 20 

but we said, well, nothing makes them commit to 21 

following those labeling requirements once they submit 22 

their application.   23 

So, we put a commitment that they have to 24 

follow the labeling requirements if they submitted an 25 
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application and they have to, you know, meet them on an 1 

ongoing basis.  2 

Also, you will hear about training and 3 

experience changes with the Ritenour petition.  And you 4 

will also hear later that we've made changes to training 5 

and experience for all the authorized individuals. 6 

And one of the things we did was we removed 7 

the requirement for a board certified individual to have 8 

a preceptor attestation. 9 

So, this is a conforming change for the 10 

commercial nuclear pharmacies to the change we made in 11 

Part 35 where board certified individuals don't need to 12 

have an attestation. 13 

Okay.  Next slide.  Now, we're on to the 14 

definitions in Part 35.  And 35.12, which is new license 15 

and applications, we added a few new definitions. 16 

We defined a new person, an associate 17 

radiation safety officer.  Comments had come to us that 18 

we needed more radiation safety officers for medical use 19 

licensees. 20 

We looked at that request and we decided 21 

that, you know, there really is only one person that is 22 

responsible for the day-to-day operation of the 23 

radiation safety protection program, and that is the 24 

RSO, but we could name some other individuals and what 25 
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would we call them? 1 

There were all kinds of names batted back 2 

and forth and we picked one, associate radiation safety 3 

officer. 4 

And this is an individual who is not 5 

responsible for the radiation safety program, but can 6 

be delegated task and duties by the RSO. 7 

We also named a new individual, the 8 

ophthalmic physicist.  And why did we name this new 9 

individual? 10 

Well, we've got ophthalmologists that are 11 

using eye therapy procedures.  In many cases, they are 12 

in isolated areas and they don't have access to 13 

authorized medical physicists.  14 

Well, at about the time of the 2002 rule, 15 

we had about 500 medical events in B we recorded about 16 

500 medical events in Hawaii that were due to 17 

ophthalmologists not understanding how to (inaudible) 18 

in other parts of the procedures.  And so, in 2002, we 19 

required that they had an authorized medical physicist. 20 

And then questions came up, well, does the 21 

authorized medical physicist have to be there?  Can 22 

they just provide a piece of paper?  If they just 23 

provide a piece of paper, and that was back to where we 24 

were prior to 2002.   25 
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So, the question was, well, can there be 1 

somebody else?  And so, we identified an ophthalmic 2 

physicist who doesn't have to meet al the requirements 3 

of an authorized medical physicist, but their primary 4 

duty is to help the ophthalmologist in using 35.491 5 

medical uses.  That's a new definition. 6 

With the associate radiation safety 7 

officer, we had to amend the definition -- or preceptor 8 

definition, because this is associate radiation safety 9 

officer, to preceptor RSOs and other associate RSOs if 10 

they are going for the same authorization that the 11 

associate RSO has. 12 

We also in 35.12, we clarified the 13 

information that NRC requires when they are making an 14 

application for 35.1000 use.  This takes a little bit 15 

of the guesswork out for licensees and what they have 16 

to do when they are asking for an emerging technology. 17 

We identified additional aspects in the 18 

radiation safety program that are not in or different 19 

from the requirements in the regulations and we ask 20 

people to identify those. 21 

We also ask for a commitment to meet 22 

appropriate existing requirements.  So, we've 23 

clarified what you do for 35.1000. 24 

Okay.  On the next slide, now, this is 25 
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where I was before.  This is the notification and 1 

amendments. 2 

What's the difference between a 3 

notification and an amendment?  For an amendment, you 4 

must submit an application to the NRC and your license 5 

must be amended before you can take that action. 6 

For a notification, NRC has recognized that 7 

there are no new amendments that we would grant, because 8 

the information was sufficient for us to take the action 9 

and agree with it. 10 

So, we've decided to B we decided back in 11 

the '90s to have a notification process where if you B 12 

you can already have somebody do something if they meet 13 

the notification requirements.  And then you notify the 14 

NRC within 30 days that you've made that change.  So, 15 

it's supposed to be something that gives licensees 16 

greater flexibility. 17 

So, we added that you have to have an 18 

amendment before you can have an individual work as an 19 

associate RSO, or before the RSO can assign duties and 20 

tasks to the associate RSO that are beyond the current 21 

authorization. 22 

We are listing associate RSOs on the 23 

license.  So, we need to know when you add some person 24 

that you want to be associate RSO, we may list on the 25 
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license what they are authorized to do. 1 

So, if they're given a duty and task that 2 

appears to require additional training and experience 3 

than what they had for their current authorization, then 4 

you have to provide the additional training and 5 

experience. 6 

And that's another reason we have an 7 

amendment if you chose the duties and tasks beyond what 8 

they are already authorized for. 9 

We added a notification provision for 10 

certain manual brachytherapy sources.  In this case, 11 

you are already authorized for manual brachytherapy.  12 

You are authorized for the isotopes, you are authorized 13 

for the maximum activity, but you want to change the 14 

manufacturer and you want to change the model number. 15 

So, we said, you are already authorized for 16 

these things, but NRC requires you to do an amendment. 17 

Okay.  what if we switch to notification.  18 

(Inaudible) sources you have, because you have to tell 19 

us within 30 days.  So, we'll take care of our security 20 

issues with knowing what licensees have, and we're 21 

making it a notification process.  So, that was part of 22 

our purpose there. 23 

In the notification process if you've got 24 

a board certified individual and you want them to work, 25 
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they can work for you provided you notify the NRC within 1 

30 days and you provide certain information that shows 2 

they meet the notification criteria. 3 

And one of those things was that because 4 

board certified people needed attestations, you had to 5 

provide a copy of the certification and the attestation 6 

or taking out the attestation for the board certified 7 

individuals. 8 

To modify the notification process, you 9 

take out the requirement for the attestation.  So, 10 

basically, those are those areas. 11 

On the next slide, 35.24, is the radiation 12 

safety program.  And it tells the duties of an RSO, how 13 

a licensee gets an RSO. 14 

Well, now we've got an associate RSO.  You 15 

added provisions for appointment for an associate RSO 16 

and you clarified the requirements for the licensee, the 17 

RSO and associate RSO. 18 

RSO has to delegate duties and tasks in 19 

coordination with the licensee.  The associate RSO 20 

needs a written delegation of those duties and tasks and 21 

will need to sign it.  The RSO has to sign that he's 22 

going to be the RSO and he understands it.  So, it's kind 23 

of mimicking on what we are requiring for the RSO, for 24 

the associate RSO. 25 
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On the next slide, I'm starting to get into 1 

training and experience.  We made quite a few changes 2 

to the training and experience requirements in 35.50, 3 

which are for radiation safety officers. 4 

First of all, we added the associate 5 

radiation safety officer to this section.  We consider 6 

the training and experience criteria to be identical for 7 

an RSO and an associate RSO. 8 

The only difference is you may have an RSO 9 

that is authorized for many more modalities than the 10 

associate RSO, but they need to meet the same training 11 

and experience requirements, because they can become an 12 

RSO for the modalities if they are authorized for it on 13 

another license.  This makes the training transparent 14 

and these people can move ahead pretty easily.  15 

It also permits the associate RSO, because 16 

it has to make the same training B he or she has to make 17 

the same training and experience requirement as an RSO 18 

that if they are going B if there's someone that needs 19 

training as an RSO for the same modalities they're 20 

authorized for, the associate RSO can provide that 21 

training and can provide the preceptor attestation. 22 

We also recognized a few new categories or 23 

clarified some categories of authorized individuals 24 

that can be identified as RSOs. 25 
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We have rarely that every once in a while 1 

we'll have a case where you've got a physician that meets 2 

the criteria to be an authorized user, wants to start 3 

their own practice and wants to be the RSO also. 4 

The current regulations say you have to be 5 

an authorized user, not that you can be qualified and 6 

be named as an RSO and an AU at the same time. 7 

So, we modified the regulation so if a 8 

person is qualified to be the AU, they can also be the 9 

RSO on a new license. 10 

In the current requirement if you are an 11 

authorized individual, medical physicist, authorized 12 

user, nuclear pharmacist, you could be an RSO on that 13 

license. 14 

We're saying if you met those criteria and 15 

you are going for the same type of uses, then you can 16 

be an RSO on another license. 17 

The other thing that we did in 35.51 was it 18 

wasn't clear whether the authorized medical physicist 19 

with a board certification pathway could use the board 20 

certification pathway on 35.50, which would be a medical 21 

physicist that was a diagnostic medical physicist to be 22 

recognized as a radiation safety officer. 23 

Let me clarify that the ANP is really a 24 

therapy medical physicist, and the board certification 25 
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pathway for the therapy medical physicist has to be the 1 

certification recognized in 35.51. 2 

On the next slide, I'm going to cover a lot 3 

of territory with this slide.  There is 35.100, 190, 4 

290, 390, 392, 394, 396, 490, 590, 690.  And I'm going 5 

to cover all on this one slide. 6 

So, what did we do to change the training 7 

and experience requirements?  As I mentioned earlier, 8 

we have taken out the requirement and have a written 9 

attestation for a board certified pathway individual.  10 

And that's across the board. 11 

There is only one case where you still need 12 

an attestation, and that is in 396.  Because the 13 

attestation that you would have had, the board 14 

certification that you have in 396 is not for unsealed 15 

byproduct material.  And so, we want the attestation 16 

for that individual using unsealed material, because 17 

those are the radiation oncologists. 18 

We've also gotten many, many complaints 19 

from the medical community about our attestation.  And 20 

so, they had to be, you know, we've gone through an 21 

evolution on what the attestation is about and we 22 

finally settled on what we think is the best way to show 23 

you don't have to meet competency, because everybody was 24 

confusing the attestation with medical competency. 25 
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So, we are saying that per the attestation 1 

statement, we are now looking for a statement that the 2 

individual is able to independently fulfill the 3 

radiation safety-related duties as whatever they are 4 

applying for, an authorized user, authorized medical 5 

physicist or an authorized nuclear pharmacist. 6 

We are making it clear we are only looking 7 

at the radiation safety issues associated with that 8 

individual. 9 

We have also expanded who can provide an 10 

attestation.  And we expand it so that the residency 11 

directors can provide an attestation provided that 12 

certain conditions are met. 13 

The residency program has to have an 14 

authorized user in it.  That authorized user has to 15 

agree this person is B agree with the attestation 16 

statement. 17 

The residency program has to be approved by 18 

a specific group that would normally approve that 19 

residency whether it's the American Osteopathic 20 

Association or it's the B what does the group B the 21 

graduate B yes, CGME. 22 

So, as long as the residency is approved by 23 

the right group to approve it, the residency program 24 

director can sign the attestation as long as the AU 25 



 86 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 
 1323 RHODE ISLAND AVE., N.W. 
(202) 234-4433 WASHINGTON, D.C.  20005-3701 (202) 234-4433 

 

that's on the group that's providing their residency 1 

training agrees with the attestation statement, but 2 

there are criteria to make sure that the authorized 3 

individual agrees with the attestation. 4 

Okay.  Next slide.  35.65.  This is 5 

calibration, transmission and reference sources.  When 6 

we added transmission sources in 2002, it wasn't clear 7 

exactly what we were doing and asking for. 8 

And we looked at it and we said, well, every 9 

time there is a source or radiation from a source that 10 

is being used for a patient, on a patient, radiation is 11 

transmitted to a patient, then that's medical use.  And 12 

35.65 is not for medical use, but it could be. 13 

So, we modified it this time to say that 14 

35.65 is not for medical use, except as authorized under 15 

35.500.  35.500 is for diagnostic uses. 16 

We also have manufacturers that were 17 

aggregating and bundling.  There's a requirement for 18 

the sources to meet a maximum activity.  And they were 19 

having individual sources meeting the maximum activity, 20 

but they were aggregating and bundling them.  So, there 21 

were five, six, 10, 20 of these sources together and they 22 

were trying to put them under 35.65.  And the radiation 23 

from them is much higher than the purpose for 35.65. 24 

And we are prohibiting bundling and 25 
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aggregation of sources if the activity is greater than 1 

the maximum single source activity in 65. 2 

Does that mean you can't store your 3 

sources, these individual sources in the same place?  4 

No.  Does this mean you cannot pile sources up to use 5 

for a reference source?  No. 6 

But if they are intended only to be used, 7 

aggregated or bundled, they will -- now, we require them 8 

to be listed on the license. 9 

And we also clarified that as long as you 10 

are using these sources in accordance with all the 11 

requirements in this particular section, which also 12 

says medical uses under 35.500, you're not bundling, 13 

you're not aggregating, then you don't have to list the 14 

sources on the license and that keeps us from having to 15 

list the sources for 35.500 uses. 16 

Okay.  On the next slide, 35.204 tells the 17 

medical use licensee that's eluting the generator 18 

whether it's a technetium generator or strontium 19 

generator, how often they have to elute the generator. 20 

And if the generator doesn't meet certain 21 

breakthrough values and they exceed those values, that 22 

the licensee has to report that under the reporting 23 

requirements in 35.3204.  And they have to keep records 24 

under 35 -- I think it's 2204. 25 
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We've included technetium generators and 1 

strontium rubidium generators in Part 35.  You will see 2 

later that we don't include these generators for the 3 

commercial nuclear pharmacies.  And that's because you 4 

have to inject the (inaudible) directly from the 5 

generator into the patient. 6 

So, we do not see that as a commercial 7 

nuclear pharmacy function.  We see that as only being 8 

done at a medical use facility.  So, we are careful 9 

about putting the requirements on the commercial 10 

nuclear pharmacy for the technetium. 11 

So, the breakthrough has to be measured for 12 

each elution of the molybdenum generator.  If it's in 13 

excess, it has to be reported.  And we have a time frame 14 

in which it has to be reported. 15 

The rubidium generators are already being 16 

tested for breakthrough on each elution.  So, that's 17 

not a B they're being tested on that first elution of 18 

the day or for a (inaudible) generator. 19 

And because you elute and go directly into 20 

the patient each time, it does not make sense to have 21 

them check breakthrough every time.  You do it 22 

periodically through the day. 23 

Okay.  On the next section B wait a minute.  24 

What pages are you on?  Okay.  We made a lot of very 25 
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similar changes to 35.400, 500 and 600.  These were the 1 

parts of the B the modalities in the regulation that deal 2 

with sealed sources. 3 

Some of them deal only with sealed sources.  4 

400 is sealed sources for brachytherapy.  500 could be 5 

sealed sources or devices containing sealed sources.  6 

And 35.600 are all these devices; high-dose remote 7 

afterloader, teletherapy unit, gamma stereotactic 8 

unit. 9 

So, we clarified that the uses of a sealed 10 

source device under the appropriate medical use is not 11 

explicit B can be used for something that's not 12 

explicitly listed in the SS&D registry. 13 

What does this mean?  Well, when the 14 

manufacturer comes in for the SS&D, they will say manual 15 

brachytherapy when used for prostate. 16 

The sources may be used for some other 17 

location.  They just didn't list that location.  So, 18 

according to our current regulations, a medical use 19 

licensee could use it for anything outside of what was 20 

listed in the SS&D without coming in and having to get 21 

specific authorization. 22 

And so, we're making it clear that the 23 

actual use of where these things are, a manual 24 

brachytherapy source used in some other location than 25 
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what the manufacturer listed. 1 

The manufacturer is not going to list all 2 

the uses.  They will list the minimum they need to get 3 

approval. 4 

You have a gamma stereotactic unit that it 5 

says it's being used for a certain part of the brain.  6 

And you can actually use it to treat some of the outer 7 

edges as well. 8 

At one point, we might have thought that was 9 

35.1000 because it's beyond what's in the listing.  10 

We're trying to make it clearer. 11 

The medical use is up to the doctor as long 12 

as the (inaudible) required of the use in accordance 13 

with the regulation safety conditions (inaudible) use 14 

it outside the limits of the device, but you can use it 15 

medically.  That's the practice of medicine on a 16 

different area or a different way. 17 

We are also differentiating between the 18 

requirements for sources and for devices to ensure that 19 

those devices that are married up to specific sources 20 

are used only with those sources.  That's affected by 21 

the SS&D. 22 

And then moving on to the next slide we're 23 

getting into 35.433.  This is the use of ophthalmic 24 

sources, strontium-90 ophthalmic sources. 25 
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This is where we added the new ophthalmic 1 

physicist to the regulation.  We provided what we 2 

considered the minimum training and experience for 3 

them. 4 

We also clarified the duties that we 5 

expected this individual and the authorized medical 6 

physicist that is listed with the ophthalmic use. 7 

And how did we come up with these duties?  8 

Well, we looked at what our problem was back in the 2000 9 

time frame.  The problem was having the medical 10 

physicist assist the licensee in having a program that 11 

would provide high confidence with the administration 12 

(inaudible) in accordance with the written directive 13 

that they know how to (inaudible) the sources, they knew 14 

how to do the different things that were needed to ensure 15 

we didn't have medical events, to prevent medical 16 

events. 17 

And that's what we used as the guideline for 18 

developing the duties for the AMP and the ophthalmic 19 

physicist. 20 

We did not say the ophthalmic physicist or 21 

the AMP has to be on site or physically present, but we 22 

implied that they have to be involved in the practice.    23 

Okay.  Moving to the next slide, we talked 24 

earlier about the transmission, calibration and 25 
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reference sources back in 35.65.  And we said that if 1 

you're going to use the radiation or the sources on 2 

patients, then it's a medical use and comes under 3 

35.500. 4 

35.500 is diagnostic uses.  So, they made 5 

corresponding changes to 35.500.  Most of the 6 

transmission sources are used in imaging and 7 

(inaudible). 8 

So, we wrote into 35.500 that if you are an 9 

AU for imaging uses, then you are automatically an 10 

authorized user for 35.500 devices. 11 

In 35.610, we added a requirement for 12 

vendor training for when there are significant changes 13 

and upgrades that affect the operation or the safety of 14 

the unit. 15 

So, if you got new software, that means that 16 

you're not really turning the machine on and using 17 

exactly the same methods that you were using before, 18 

then it's time for the vendor to come in and make sure 19 

you understand how to operate the new unit.  The new 20 

parts for the unit that affect the operation, in many 21 

cases it also affects safety. 22 

The next thing we did was we said, okay, who 23 

can provide this trainer?  Well, clearly the vendor can 24 

provide it, but do we want the vendor to teach someone, 25 
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and that person to teach the next one, and that person 1 

to teach the next one?  The answer was no.  2 

So, we want the vendor or someone that the 3 

vendor believes is qualified to teach about the changes 4 

made to their device. 5 

So, we are requiring a vendor trainer by the 6 

vendor, or someone certified by the vendor to assure 7 

that we don't have the dilution factor of the training 8 

and experience. 9 

Okay.  And on the next slide, 35.655, we 10 

are clarifying that this is really a full inspection in 11 

servicing. 12 

We changed the title slightly.  We did not 13 

change the frequency, but this particular task has to 14 

be performed for the teletherapy unit because we believe 15 

five years is the right frequency. 16 

Of course we don't have a lot of teletherapy 17 

units.  But if they go beyond five years, it's possible 18 

to remove the source, do all the tests that you need to 19 

do with the sources out, and (inaudible) that process 20 

a doable process. 21 

We recognize that for the gamma knife in 22 

order to remove the sources, this is a major 23 

undertaking.  You have to turn everything off.  You've 24 

got to pull all the sources out.  You have to build 25 
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(inaudible).  You have to build the manipulators.  And 1 

that's not going to happen at a given period of time 2 

without changing the sources over.  So, we expanded the 3 

time frame to seven years. 4 

We did decide that you really do need a 5 

cutoff point at which beyond that you need to be changing 6 

the sources and you need to do this full inspection.  We 7 

set that at seven years. 8 

So, we gave the gamma knife individuals 9 

five more years before they have to B are required to 10 

do the full inspection servicing. 11 

Okay.  The next slide.  This is the record 12 

keeping requirement for the regulations.  And it 13 

clarifies the information that the licensee has to keep 14 

that is corresponding to other changes we made in the 15 

regulations as we were revising. 16 

So, if you're going to appoint an ARSO, 17 

there's a requirement to document it.  There's a 18 

requirement to also document if you then change their 19 

duties and tasks in 35.24.  So, therefore, there's a 20 

record keeping requirement in the record keeping 21 

section. 22 

The information for the operational safety 23 

instructions for 35.610, that information also has to 24 

be kept. 25 
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And the information on the full inspection 1 

servicing for the teletherapy units and the gamma 2 

stereotactic units also has to be kept. 3 

So, that's an overview of all the little 4 

changes that were made, and some are big, in Part 35 that 5 

go beyond the major change areas that you've heard about 6 

from Neelam and what you've heard from Sandy and you'll 7 

hear (inaudible).  So, thank you. 8 

MR. RAKOVAN: Okay.  Thank you, Donna-Beth.  9 

Let's go ahead and open the floor to questions.  Laurel, 10 

if you could line up a queue on the line, please. 11 

LAUREL: Yes.  Once again if you would like 12 

to ask a question, press * then one. 13 

MR. RAKOVAN Also, of course we'll take 14 

questions through the webinar and anyone here who just 15 

wants to get my attention.  And I'll bring the mic to 16 

you. 17 

MS. FAIROBENT: Lynne Fairobent with AAPM.  18 

Donna-Beth, can you clarify what is meant by two years 19 

of full-time practical training and who must supervise 20 

that training under the ophthalmic physicist 21 

requirements? 22 

MS. HOWE: Okay.  Well, the training has to 23 

be in medical physics.  We did not require a written 24 

attestation for this individual.  So, we would be 25 
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looking to make sure that that training was in medical 1 

physics and at a facility that does provide medical 2 

physics training. 3 

So, it's kind of an open type of thing 4 

that's performance-based. 5 

MS. FAIROBENT: So, there is no definition 6 

for the word "practical training" as it's written in the 7 

regulation, and there is no specificity as to who that 8 

supervising individual has to be or what their 9 

qualifications are, as I read it. 10 

MS. HOWE: The use of full-time practical 11 

training and supervision is the same wording that we use 12 

for the authorized medical physicist. 13 

So, in general terms it has the same meaning 14 

that it had for the authorized medical physicist, but 15 

in this case we have not specified where that is obtained 16 

from. 17 

So, it could be obtained more in a hospital 18 

surrounding under the supervision of a medical 19 

physicist or someone that we believe (inaudible) 20 

teaching medical physics.  We left it as 21 

performance-based. 22 

(Pause.) 23 

MR. RAKOVAN: All right.  It looks like we 24 

have a question from the webinar. 25 
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LAUREL: We have a question from Mary Moore 1 

from Philadelphia VA.  And she wants to know why was the 2 

associate RSO selected rather than assistant RSO for 3 

this new position.  4 

MS. HOWE: We had many, many names that were 5 

suggested to us.  And each name had positive points and 6 

negative points.  And so, we selected one of them. 7 

If we had selected the other, we would have 8 

been questioned about why we selected that and not this 9 

one. 10 

So, it is to some extent an arbitrary 11 

decision.  There is no (inaudible) definition of 12 

associate RSO as far as we know, or an assistant RSO.  13 

And so, we chose the one that we wanted. 14 

MR. RAKOVAN: Laurel, do we have any 15 

questions or comments from the phone lines? 16 

LAUREL: Yes.  Our first question comes 17 

from Frank Costello.  Your line is open. 18 

(Pause.) 19 

LAUREL: Please check your mute button.  we 20 

are not able to hear you. 21 

MR. COSTELLO: Hello, Dr. Howe.  My 22 

question is on the inspection and maintenance frequency 23 

for the gamma knife.  We started with seven years. 24 

Was that inspection B could that inspection 25 
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be fulfilled by periodic inspections over the seven 1 

years which looked at the machine in detail, or does it 2 

have to be a special inspection just to meet the 3 

seven-year requirement? 4 

MS. HOWE:    We are looking at a special 5 

inspection in which at one time we are looking at all 6 

the components of the gamma knife unit. 7 

And we gave that B in this inspection, there 8 

are some components that you have to look at that would 9 

be in a high radiation area if you had the sources 10 

intact.  So, this is a onetime full inspection 11 

servicing. 12 

MR. COSTELLO: Okay.  Thank you, Dr. Howe. 13 

LAUREL: We do have an additional question.  14 

Ralph Leto, your line is open. 15 

MR. LETO: Yes.  Just a clarification of 16 

35.72, which was the -- following the instructions in 17 

the labeling procedures, I believe, for kits and 18 

radiopharmacy operation. 19 

It would appear that the way the 20 

information was just presented, that a pharmacist would 21 

not be able to do anything different than what is in the 22 

labeled procedures B the procedures for labeling. 23 

Is that correct even if it was under a 24 

prescription from a physician? 25 
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MS. HOWE: If that's your interpretation, 1 

that's not what we meant.  There are certain B first of 2 

all, this is 32.72, which is the commercial nuclear 3 

pharmacy. 4 

And the commercial nuclear pharmacy has to 5 

commit to providing certain information on its labels.  6 

And there is the transport label, and then there is the 7 

label that goes with if it's a unit dose, with the unit 8 

dose or the vial. 9 

And so, what we are saying is that you have 10 

committed to providing that information on the label, 11 

whether it's transport or the vial or the syringe and 12 

B in your application. 13 

If that information changes from what's 14 

required, then you have to submit an amendment.  15 

Generally, it does not change from what was submitted, 16 

but you also have to make sure all your labels have that 17 

information so we're completing the circle. 18 

We did not address that you have to prepare 19 

radiopharmaceuticals in a specific way.  That's the 20 

practice of pharmacy. 21 

And we had a rulemaking in 1994 that said 22 

that pharmacists do not have to follow FDA-approved 23 

package instructions and that they can prepare 24 

radiopharmaceuticals as noted in the practice of 25 
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pharmacy and medicine. 1 

Does that answer your question, Ralph? 2 

MR. LETO: Yes, thank you.  So, it's the 3 

actual, what we call, stickering of the vials or labels, 4 

not how the pharmaceutical is tagged. 5 

MS. HOWE: That's correct. 6 

MR. LETO: Okay.  Thank you. 7 

LAUREL: There are no additional questions 8 

from the phone lines at this time. 9 

MR. RAKOVAN: Okay.  We do have a question 10 

from the webinar. 11 

LAUREL: Okay.  So, we have a question from 12 

Darren Perraro (phonetic) from Illinois Emergency 13 

Management Agency. 14 

And he wants to know is a licensee obliged 15 

to use only named ARSO for those duties that are 16 

currently assigned to a technician such as calibration 17 

tests of a dose calibration that is, is the 18 

identification on an ARSO on a license an option versus 19 

a necessity? 20 

MS. HOWE: Okay.  I really see multiple 21 

questions there.  I will answer the last one first.  22 

You do not have to have an associate radiation safety 23 

officer.  That is an individual licensee's decision. 24 

And if they want to have an associate RSO, 25 
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then we have indicated the training and experience for 1 

the individual that they want to be an associate RSO and 2 

that we would name on the license as an associate RSO. 3 

There is nothing that keeps the technician 4 

who is performing a given task from continuing to 5 

perform that task. 6 

The associate RSO may have oversight over 7 

that technologist, but the responsibility for the task 8 

and the responsibility for doing it right still resides 9 

with the licensee and the regulation safety officer.  10 

Who does the task, we don't designate. 11 

MR. RAKOVAN: Okay.  Let's see if we have 12 

any additional questions for Donna-Beth on these 13 

particular issue either on the webinar, the phone lines 14 

or of course in the room. 15 

LAUREL: There are no questions from the 16 

phone. 17 

MR. RAKOVAN: Okay.  Hold on a sec. 18 

(Pause.) 19 

MS. BHALLA: Yes.  This is just providing 20 

little bit of a clarification on the attestations.  I 21 

know we are saying that we are removing the requirement 22 

for providing board certified attestations, but at the 23 

same time we are providing clarification as to who can 24 

provide the attestation.  We are adding the residency 25 
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program director. 1 

So, this is just a clarification that we 2 

would still be looking for attestation for people who 3 

are not boarded.  They are coming through what we call 4 

it as the alternate pathway. 5 

Alternate pathway is the required set of 6 

training requirements in terms of math, biology, 7 

clinical experience and so on.  So, these are the people 8 

who are not boarded. 9 

So, I just wanted to make sure that we 10 

convey that message that although we are removing 11 

attestations, but that's only for the board certified 12 

individuals. 13 

And those who are coming through the 14 

alternate pathway are those that people who are not 15 

certified, they would still need to submit 16 

attestations.  And that could be either people who have 17 

supervised them, or it could also be through a residency 18 

program director. 19 

So, I just wanted to emphasize on that, that 20 

attestations are going away for the boarded people.  21 

But for the alternate pathway, they are here to stay. 22 

MS. HOWE: And to clarify on that there is 23 

one situation where if you're board certified, but your 24 

board is not recognized for 390 use or 392 use or 394 25 
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use, then you still need attestation for 396. 1 

And that would be the radiation oncologists 2 

that are seeking to use unsealed byproduct material 3 

needing a written directive for parental 4 

administration. 5 

Thank you for that clarification, Neelam. 6 

LAUREL: Okay.  We have a question from Mary 7 

Moore, Philadelphia VA.  And she wants to know is there 8 

a limit on the number of ARSOs that may be named on one 9 

license? 10 

MS. HOWE: Mary, I'll be getting into that 11 

a little more in the guidance, but there is no limit.  12 

You could have none.  You could have a lot. 13 

You have to tell us what you're doing and 14 

why you're doing it and they have adequate training and 15 

experience to be associate radiation safety officers.  16 

So, it's performance-based. 17 

MS. BHALLA: Yes.  And I'll follow up on 18 

that.  There's a clarification about the broad scope 19 

licensees for, Donna-Beth, you would like to just 20 

clarify on that what the board certified licensees can 21 

and cannot do with regard to the ARSOs. 22 

MS. HOWE: Okay.  For broad scope 23 

licensees, broad scope licensees get to name their own 24 

authorized users, which are physicians, podiatrists and 25 
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(inaudible), their own authorized medical physicist, 1 

their own authorized nuclear pharmacist, but it cannot 2 

change RSOs without coming in for an amendment. 3 

We will list -- because we list the RSO on 4 

the broad scope license and we will list the associate 5 

RSOs on the broad scope license. 6 

And because we're listing those 7 

individuals on the license, you must come into NRC for 8 

an amendment for either of those. 9 

Now, a broad scope could have a temporary 10 

RSO if they notify the NRC their RSO has left.  There 11 

is a provision under 35 B I'm going to say 24, but I may 12 

have the numbers wrong, where you can have a temporary 13 

RSO for about six months while you're getting your 14 

permanent RSO submission in. 15 

So, thank you, Neelam, for broad scopes.  16 

We are listing RSOs and ARSOs on licenses.  So, you do 17 

need amendments. 18 

MR. RAKOVAN: Okay.  Any additional 19 

questions from the room, webinar or on the phone lines? 20 

(Pause.) 21 

LAUREL: We have nothing on the phone lines 22 

at this time. 23 

MR. RAKOVAN: Okay.  Why don't we go ahead 24 

and bring Mr. Fuller up to the podium.  Mike is going 25 
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to talk about compatibility issues in terms of 1 

regulations in the Agreement States.  Mike. 2 

MR. FULLER: Thank you, Lance.  We are 3 

running about five minutes early.  I'm hoping that 4 

that's not so much that it would cause anybody any 5 

problems.  So, we'll just go ahead and keep going. 6 

I remember you had said earlier we were 7 

going to stick right to the schedule in case someone 8 

joined us at different points in time during the day, 9 

but I think five minutes is probably close enough.  We 10 

don't want to have folks hanging out longer than they 11 

really want to. 12 

Okay.  As Lance said, my name is Mike 13 

Fuller and I am the team leader for the NRC's Medical 14 

Radiation Safety Team. 15 

And I'm pleased to be here today to discuss 16 

the compatibility categories between the NRC 17 

requirements and the Agreement State requirements as 18 

they relate to the medical event reporting criteria 19 

associated with permanent brachytherapy. 20 

Next slide.  So, the purpose of my talk 21 

today is to provide an overview of the change that was 22 

made to the Agreement State compatibility category 23 

related to the criteria for reporting medical event in 24 

10 CFR Part 35 proposed rule, and to provide information 25 
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about the Agreement State compatibility category 1 

preferences from various interested or involved parties 2 

in the development of the proposed rule, and also to 3 

encourage everyone who might be interested to provide 4 

us with comments. 5 

Next slide.  So, let me take just a few 6 

minutes and provide a little bit of context and some 7 

background information about this topic. 8 

Section 274 of the Atomic Energy Act states 9 

that NRC may relinquish its authority in certain areas 10 

and allow a state government to assume that regulatory 11 

authority as long as that state's program is adequate 12 

to protect public health and safety and compatible with 13 

the Commission's program.  And it's that compatibility 14 

element that we're going to be discussing today. 15 

So, currently there are 37 states that the 16 

Commission has relinquished its authority to under the 17 

Act.  And we refer to them as Agreement States. 18 

So, the question before the Commission is 19 

should these particular requirements related to  20 

reporting of medical events involving permanent 21 

brachytherapy be categorized as Compatibility B or 22 

Compatibility C? 23 

Now, Compatibility B is defined as program 24 

elements that apply to activities that have direct and 25 
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significant transboundary implications and Agreement 1 

States should adopt program elements essentially 2 

identical to those of NRC. 3 

And for Compatibility C, program elements 4 

that do not meet the criteria of Category A or B, but 5 

the essential objectives of which an Agreement State 6 

should adopt to avoid conflict, duplication, gaps or 7 

other conditions that would jeopardize an orderly 8 

pattern in the regulation of agreement material on a 9 

nationwide basis. 10 

So, for Compatibility Category C, an 11 

Agreement State should adopt the essential objectives 12 

of the NRC program elements, but may be more 13 

restrictive. 14 

Next slide.  So, in the current Part 35, 15 

the compatibility requirements for reporting and 16 

notification of a medical event is designated as a 17 

Compatibility C. 18 

And the staff sent the Commission its 19 

recommendations containing all of the changes that 20 

you've been hearing about today.  And on this 21 

particular issue, the staff recommended that the 22 

compatibility category remains at C. 23 

Now, this recommendation was reflective of 24 

the NRC Agreement State Standing Committee on 25 
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Compatibility and their recommendation.  And this 1 

standing committee of the NRC and the Agreement States 2 

provides recommendations on all proposed rules that are 3 

subject to compatibility. 4 

Next slide.  The NRC, as many of you know, 5 

the NRC has an advisory committee.  The name of that 6 

committee is the Advisory Committee on the Medical Uses 7 

of Isotopes, or ACMUI. 8 

The ACMUI advises NRC on policy and 9 

technical issues that arise in the regulation of the 10 

medical uses of radioactive material and diagnosis and 11 

therapy. 12 

The ACMUI membership includes several 13 

physicians and other healthcare professional from 14 

various disciplines who comment on changes to NRC 15 

regulations and guidance, evaluate certain non-routine 16 

uses of radioactive material and bring key issues to the 17 

attention of the Commission and NRC staff. 18 

The ACMUI in its report to the NRC, 19 

recommended that medical event related to permanent 20 

brachytherapy be designated as a Compatibility Category 21 

B. 22 

The ACMUI was concerned with the proposed 23 

designation of Compatibility C, which would allow the 24 

Agreement States to retain the dose-based criteria for 25 
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definition of a medical event for permanent 1 

brachytherapy. 2 

The ACMUI asserted that a Compatibility C 3 

would continue to result in clinically insignificant 4 

occurrences being identified as medical events by 5 

Agreement States and thereby perpetuate the confusion 6 

associated with the current dose-based criteria. 7 

The ACMUI stated that the most important 8 

component of the rationale for conversion from a 9 

dose-based to an activity-based criteria is the failure 10 

of a dose-based criteria to only capture clinically 11 

significant medical events in permanent brachytherapy. 12 

Next slide.  The Organization of Agreement 13 

States, or OAS, has expressed a strong desire to retain 14 

a dose-based medical event reporting criterion for the 15 

treatment site if NRC regulations are revised, to 16 

include source strength-based or activity-based 17 

criteria.  18 

So, the OAS has expressed that it has no 19 

objection to the introduction of the source 20 

strength-based criteria as long as the dose-based 21 

criteria can be retained by the Agreement State. 22 

With a Compatibility Category C 23 

designation, the Agreement States would require both 24 

the dose-based criterion and source strength-based 25 
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criterion as long as the Agreement States B they could 1 

-- I'm sorry B could require both as long as the 2 

Agreement States report only to the NRC the information 3 

required by the NRC. 4 

Next slide.  We have heard from some 5 

professional medical organizations and individuals 6 

that some medical licensees have multiple locations.  7 

Some of which are NRC regulated, and some which are 8 

Agreement State regulated. 9 

These licensees would prefer a 10 

Compatibility Category B designation for uniformity of 11 

practice and procedures among their different 12 

locations.  13 

We've also heard that a lack of uniformity 14 

amongst the various regulators could impact the 15 

training that physicians receive through various 16 

residency programs. 17 

The Commission directed the staff to 18 

publish the proposed rule with a Compatibility Category 19 

B. 20 

However, because of these divergent 21 

positions, the OAS favoring Compatibility C and the 22 

medical community, licensees and the ACMUI favoring 23 

Compatibility B, the Commission directed the staff to 24 

invite comment on the appropriate compatibility 25 
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category for medical event reporting under 10 CFR Part 1 

35.  2 

So, we would very much appreciate your 3 

comments on this issue.  It would be very, very helpful 4 

if you tell us not only which category you prefer, but 5 

also your reasoning and basis for your position. 6 

We want to be able to help the Commission 7 

make a decision based upon the merits rather than the 8 

number of commenters who prefer one category or the 9 

other. 10 

That concludes my presentation on 11 

compatibility categories and I'm available to answer 12 

questions. 13 

LAUREL: And once again *1 on the phone lines 14 

if you have a question, please. 15 

MR. RAKOVAN: And of course we'll also take 16 

questions here in the room or through the webinar. 17 

(Pause.) 18 

MR. PETERS: Thanks.  Mike Peters, American 19 

College of Radiology.  Just a question for 20 

clarification. 21 

If it were Compatibility Category C, would 22 

the Agreement States be able to use the dose-based 23 

formula under the assumption that that would be more 24 

strict, or would there be an area of disagreement about 25 
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that? 1 

MR. FULLER: Well, what it would mean is if 2 

a particular Agreement State decided that B under 3 

Compatibility Category C, they could be more 4 

restricted, but they must also B the regulations must 5 

also contain the essential elements of the NRC program. 6 

MR. PETERS: Right. 7 

MR. FULLER: So, what they could do and what 8 

they have indicated B what some of the states have 9 

indicated that they would like to do is change their 10 

requirements so that they have the 11 

source-strength-based or activity-based criteria, but 12 

also retain what they may currently have as a dose-based 13 

criteria.  So, it would be both. 14 

MR. PETERS: Well, I guess so from the 15 

dose-based formula, though, if there is an argument that 16 

that wasn't more restrictive, could they be not allowed 17 

to use that even if it was Compatibility Category C 18 

because it was not in line with the essentials of the 19 

NRC regs? 20 

MR. FULLER: That's a good question.  So, I 21 

think up to this point, all the discussions that we've 22 

had on this, the assumption has been that they have to 23 

have B or they will have to have within a certain number 24 

of years after this becomes effective and assuming that 25 
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this becomes the final rule, they would have to change 1 

the rules that says that it contains 2 

source-strength-based or activity-based criteria for 3 

reporting medical events. 4 

And that if they also wanted to retain their 5 

dose-based criteria or if they wanted to implement some 6 

dose-based criteria, that that would be more 7 

restrictive than the NRC requirements.  So, that's kind 8 

of the way we've addressed this. 9 

But if someone wanted to make the argument 10 

that by having both it would somehow be less 11 

restrictive, that's something that we have not 12 

considered, have not thought about.  And that would be 13 

a very, very good comment to receive if that's something 14 

that we need to consider or analyze. 15 

MR. RAKOVAN: Okay.  We've got a question 16 

from the webinar, and then I've got one from the room.  17 

Mr. Darren Perraro has a question from Illinois 18 

Emergency Management Agency. 19 

Mike, can you comment on why the Commission 20 

shows Category B for the proposed rule? 21 

MR. FULLER: Well, I can only answer that the 22 

Commission heard arguments from all sides on this and 23 

directed us in their Staff Requirements Memorandum of 24 

their direction back to the staff to change it from C 25 
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to B based upon those arguments. 1 

And but they recognized also that it was 2 

something that was B there were strongly held views.  3 

So, they wanted B they wanted to start to make sure that 4 

in the Federal Register Notice and through the public 5 

comment period that we solicited comments on this point 6 

so to help them B better help them understand why the 7 

controversy. 8 

MS. FAIROBENT: Lynne Fairobent, AAPM.  9 

Mike, just to follow up on Mike Peters from ACR question, 10 

if the Commission changed and allowed this position to 11 

be Compatibility C and the stakes were to have both 12 

provisions in there, would that not then require the 13 

licensee to have to calculate under both systems in 14 

order to have the data provided to the state?  So, would 15 

that not be double work? 16 

MR. FULLER: Let me just answer by saying 17 

that, yes, if a particular state decided that they were 18 

going to have both criteria, then, yes, they would have 19 

to do the calculations under both of those B or they 20 

would have to B it might not be double, because there 21 

might be some things that meet both, but they would 22 

definitely have to do B the licensees would have to do 23 

whatever they needed to do to report under both systems 24 

for licensees in that state. 25 
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MR. RAKOVAN: Laurel, do we have any 1 

questions from the phone lines? 2 

LAUREL: Yes, sir, we do.  Our first 3 

question comes from Zubair.  Your line is open. 4 

ZUBAIR: Great.  Thank you.  this is Zubair 5 

O'Heap (phonetic).  I just have a question regarding 6 

the OAS recommendation. 7 

Is that a public information in basically 8 

keeping the Category C?  Are the reasons behind it 9 

available for B as a public information? 10 

MR. FULLER: Yes.  I'm trying to think, and 11 

maybe, Neelam, you could help me with this, I know they 12 

provided comments.  And we publish those comments when 13 

we B there's an attachment B I believe we B those are 14 

an attachment to the paper -- to our SECY paper that went 15 

up to the Commission.  Is that not correct? 16 

MS. BHALLA: Well, what we do is to get the 17 

preliminary state comments.  We send it through a 18 

letter which is not publicly available. 19 

And this case was very unusual, because we 20 

had already made the draft SRM publicly available for 21 

the ACMUI. 22 

So, when we send this letter which is B 23 

these are called the RCPD letters as opposed to the SSME 24 

letters, which are public.  RCPD letters are not 25 



 116 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 
 1323 RHODE ISLAND AVE., N.W. 
(202) 234-4433 WASHINGTON, D.C.  20005-3701 (202) 234-4433 

 

public. 1 

MR. FULLER: I was going to say that RCPD 2 

stands for radiation control program director. 3 

MS. BHALLA: Program director. 4 

MR. FULLER: Right. 5 

MS. BHALLA: So, since the letter is not 6 

public and, therefore, when the comments come, it's not 7 

publicly available, but I guess what I'm informed is 8 

that under FOIA it can be released. 9 

MR. FULLER: Well, and I'll say this to 10 

answer the question B Mr. O'Heap's question.  Okay.  11 

Even though those specific comments might not be 12 

available, I do know that at more than one Commission 13 

meeting, and the transcription of those Commission 14 

meetings are public, the Agreement States and the 15 

Organization of Agreement States have made these 16 

comments to the commissioners in a public meeting. 17 

So, their comments B or the transcribed 18 

comments are available.  And so, those are probably 19 

available from our website.  And if you need help 20 

navigating that, there's folks who can probably help you 21 

with that. 22 

MS. BHALLA: Yes.  And just to follow up 23 

with that, what we do provide is B and it's an attachment 24 

to the SECY paper through which we send a paper up to 25 
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the Commission. 1 

As an attachment, we do provide the summary 2 

of the comments that came from the Agreement States and 3 

how staff resolved those comments. 4 

So, that is publicly available as part of 5 

the enclosure.  I believe it's maybe six or seven, but 6 

B 7 

MR. FULLER: And that's the SECY paper 13 B 8 

MS. BHALLA: 13-00 B the paper that B 9 

MR. FULLER: 84. 10 

MS. BHALLA: 84.  So, although the comments 11 

B so, the answer is the comments you don't get to see, 12 

but you do get to see the summary.  So, you get the gist 13 

of the comments and the staff resolution on that. 14 

MR. FULLER: Mr. O'Heap, does that answer 15 

your question? 16 

ZUBAIR: Yes.  Thank you.  You know, it 17 

just helps us understand B 18 

MR. FULLER: Okay. 19 

ZUBAIR:  -- basically the disagreement 20 

perhaps and try to identify some of those items. 21 

MS. TOMLINSON: Hi.  Cindy Tomlinson from 22 

ASTRO.  One of the other comments that I've heard 23 

representatives from OAS state is that if they are 24 

required to change the definition, it would mean having 25 
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to reconcile that with their own state regulations. 1 

This might seem sort of a silly question, 2 

but wouldn't a federal rule trump a state rule?  I guess 3 

I don't B it seems sort of like a B kind of a complaining 4 

complaint.  It couldn't be too hard for us to do this. 5 

And I guess my one question is, is the NRC 6 

able to offer any help to the states in doing that, or 7 

is that B do they just have to do it and figure it out 8 

on their own? 9 

MR. FULLER: I'm not an expert, Cindy, on 10 

that, but I will give you a little bit of insight into 11 

that. 12 

Of course under the Atomic Energy Act when 13 

we have an Agreement State, and I think this is a fairly 14 

unique program in the federal government, the 15 

Commission relinquishes its authority under the Act to 16 

the governor. 17 

It's not a delegated authority.  It's a 18 

relinquishment of that authority.  So, the states are 19 

the regulator for this material in their state. 20 

Now, we have all sorts of ways that we can 21 

assist the Agreement States.  Some are very formal, 22 

some are more informal.  We have a lot of interaction 23 

on almost a daily basis, but we could certainly help if 24 

asked or B and then of course when we go through the 25 
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process of evaluating the programs like we evaluate our 1 

regional programs, it's called the input process.  2 

Those are other ways that we could sort of take a look 3 

at those sorts of things. 4 

But the Agreement States do have some 5 

challenges in this area.  And so, I guess that's about 6 

all I can say. 7 

MS. TOMLINSON: So, are there other areas of 8 

the new proposed regulation that will require the 9 

Agreement States to make changes similar to this if 10 

there are other state B I mean, you might not be able 11 

to answer the question, because you might not know, and 12 

that's perfectly fine, but if there are other areas of 13 

this rule that are going to have to make changes anyway, 14 

it would just be this one area. 15 

MR. FULLER: This is the only B this is the 16 

only change to the rule where the Commission directed 17 

the staff to change the compatibility category.  And in 18 

this particular case it was changed from C to B, but I 19 

see Neelam also has some information about that. 20 

MS. BHALLA: If I understood that question 21 

correctly, we have a whole big table under the section 22 

called Agreement State Compatibility Requirements. 23 

So, we have to analyze or actually 24 

designate section by section by each, let's say, 35.12, 25 
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35.13, 35.100, 35.200. 1 

For each one of those, it's being listed.  2 

We did the table and we have what the existing 3 

compatibility is.  And then we have what the proposed 4 

rule is going to do. 5 

And for almost all of them, we have retained 6 

the same compatibility as it is now with the exception 7 

of this one.  And it's a big one, 35.45. 8 

So, and then there are the new ones, for 9 

example, the atomic physicist was not in before.  The 10 

ARSO was not before. 11 

So, then in that table you will see the 12 

existing one for those new entities as a blank, because 13 

they don't exist.  And then we have the proposed. 14 

For example, ophthalmic physicist, the 15 

training requirement, we have kept it as B, because all 16 

of the training B all of the training and experience 17 

requirements right now is B, because we want this 18 

individual to be having the same training and experience 19 

no matter what state this individual is practicing in. 20 

So, we do have B so, it's not B so, it's not 21 

like B I think shuffling of the papers (inaudible).  I 22 

apologize for that, but I think I've pretty much 23 

answered your question. 24 

MR. PETERS: Hi.  This is Mike Peters, ACR, 25 
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again.  Sorry, just to go back to that earlier question, 1 

in a way, so just assuming a hypothetical happens and 2 

it gets knocked down to Category C from what is proposed. 3 

Is there a place in the MPRM either in the 4 

preamble or somewhere else where you define the program 5 

essentials that the states must follow, but they can get 6 

more restrictive on? 7 

Like, for example, could you say that it has 8 

to be activity-based?  It could be more restrictive, 9 

but dose-based does not align with the program 10 

essentials. 11 

MR. FULLER: No, we do not have that sort of 12 

a preamble.  Although, when we publish the final rule, 13 

we do normally take that opportunity to explain.  14 

And it's called, you know, some of it is in 15 

the Statement of Consideration.  Some of it is in the 16 

actual Federal Register Notice. 17 

And so, Neelam might have some more insight 18 

into that, but, yeah, we will try to communicate those 19 

sorts of things as much as we can, but there wouldn't 20 

necessarily be something that we would be required to 21 

specifically address. 22 

MS. BHALLA: This is Neelam again.  Just on 23 

the side, the compatibility for the Agreement States is 24 

B there is a paper being done right now. 25 
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So, I think if this whole compatibility 1 

thing is being revisited, if I remember correctly, there 2 

is a paper going up to the Commission. 3 

So, by the time final rule is done, who 4 

knows.  We may be into a different territory so far as 5 

compatibilities go.  So, we just need to keep an eye on 6 

that as well. 7 

MR. FULLER: Yeah, I'm like Neelam.  I'm not 8 

exactly sure what's the status, but I do know that there 9 

is a policy statement on compatibility that is being 10 

worked -- and I wish we had someone here from the 11 

Agreement States branch, but I don't know if that's 12 

already gone to Commission or if it is in draft B okay.  13 

I see heads shaking.  It's due in November, I hear.  14 

So, once it goes, it's not the same thing 15 

as a rule, but typically our policy statements go.  And 16 

then if the Commission agrees, then they publish for 17 

public comment.  So, yeah, keep your eyes peeled. 18 

MR. RAKOVAN: Laurel, do we have any 19 

questions from the phone lines at this point? 20 

LAUREL: Yes, we do.  Our next question 21 

comes from Frank Costello.  Your line is open, sir. 22 

MR. COSTELLO: Hi, Mike.  How are you? 23 

MR. FULLER: All right. 24 

MR. COSTELLO: Frank from Pennsylvania.  25 
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Just a couple of comments.  First of all, the idea going 1 

from a dose-based rule to an activity-based rule and 2 

making that Compatibility B, you know, it may 3 

misunderstand -- it may be giving the impression that 4 

there is a very large number of medical events being 5 

reported under the dose-based rule which were not of 6 

significance, safety significance. 7 

And really, I think those rules are in place 8 

for a decade or more the way it is as Compatibility C.    9 

And I think the only time we've had a large number of 10 

events occurred at Philadelphia VA really under 11 

(inaudible) jurisdiction under the states. 12 

Secondly, I think the OAS position is 13 

fairly reasonable, because it's consistent what the NRC 14 

staff's position was before it went to the Commission.  15 

So, it's not an unreasonable position to take.  It was 16 

aligned with the NRC staff's position. 17 

And my third point I want to make is for the 18 

state people who are on the line, I would suggest to them 19 

it might be more effective for them if they do make 20 

comments, to make comments on their own as their own 21 

state instead of just rely on OAS to make one comment 22 

for everybody.  That's all. 23 

MR. FULLER: Thank you, Frank.  And I do 24 

encourage you or whomever else from the states, the 25 
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Agreement States on the phone, too, to make those 1 

comments. 2 

As I said before, this is something that I 3 

know the Commission has wrangled with a little bit and 4 

they essentially told us they want to wrangle with it 5 

some more. 6 

So, irrespective of which side of the line 7 

you happen to be, it would be very helpful for the 8 

Commission and for the staff to receive those comments. 9 

And, again, as I said earlier, it doesn't 10 

help us a lot to tally votes especially in a case like 11 

this.  What helps us more is to receive comments and 12 

your reasons why.  So, thanks, Frank. 13 

LAUREL: We have one more question on the 14 

phone line, sir.  Ralph Leto, your line is open. 15 

MR. LETO: I think Neelam may have answered 16 

this question, but just to clarify the compatibility of 17 

the various changes that are being proposed throughout 18 

Part 35, am I right in understanding that those are 19 

identified in the documents that are out there on the 20 

website right now for the changes? 21 

MR. FULLER: Yes, that's correct. 22 

MR. LETO: Okay.  I mean, not that I mean to 23 

open up a can of worms, but there may be other rules out 24 

there that are Compatibility C that may, you know, 25 
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present some issues for medical licensees that would 1 

create some significant differences in compliance.  2 

So, thanks. 3 

MR. RAKOVAN: Okay.  Any additional 4 

questions on compatibility issues from in the room, on 5 

the phone lines or through the webinar? 6 

LAUREL: And we have none on the phone line. 7 

MR. RAKOVAN: Okay.  I think, Neelam, 8 

you're going to be stepping in to give the next 9 

presentation on the -- what's our topic?  The Ritenour 10 

Petition.  I drew a blank there for a second. 11 

(Pause.) 12 

MS. BHALLA: Okay.  Good afternoon, 13 

everyone.  This is Neelam Bhalla and I am going to be 14 

presenting on Ritenour Petition on behalf of my 15 

colleague Ed Lohr who had to be out of the office today.  16 

So, let's get started. 17 

I think this morning you have heard the name 18 

Ritenour Petition.  So, now we are going to go a little 19 

bit more into the details of as to what the Ritenour 20 

Petition is about and how it transfers or relates to our 21 

rulemaking, the proposed rule right now. 22 

So, this petition was received in September 23 

on September 13, 2006.  However, I think just as a 24 

clarification, petitions is one of the ways that members 25 
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of the public can request the Commission to change a 1 

particular rule. 2 

These petitions, anyone can file a 3 

petition.  And then once we receive a petition, it goes 4 

to our, again, our Office of General Counsel and they 5 

decide on the merit as to the petition is indeed credible 6 

enough that staff should move further on it, or 7 

sometimes these petitions are discarded outright for 8 

the reasons that general counsel decides on. 9 

So, then this is, as I said, generally we 10 

cannot make changes to the rule, but this is one way that 11 

the general public can come and request a rule change.   12 

So, anyhow, a petition was filed by Russell 13 

Ritenour.  I think he was the president of the AAPM at 14 

that time.  And so, the petition was filed on behalf of 15 

the American Association of Physicists in Medicine. 16 

And our process for the petition is that 17 

when we receive a petition, it's noticed in the Federal 18 

Register.  And so, it was noticed following a procedure 19 

in November of 2006.  And there is a reference if anyone 20 

wants to get, you know, get to it. 21 

And the reason we file a petition in the 22 

Federal Register is that that's one petitioner's 23 

viewpoint is saying that, you know, we want this rule 24 

to be changed, and then we invite public comment. 25 
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So, the public comment, it becomes more of 1 

a pre-process, so to speak, so that then we get the views 2 

of not just the petitioner's view, then we also receive 3 

views of the other people and members of the public and 4 

we B I think for the petitions we give a 30-day time 5 

around.  Maybe it's 60 days.  It's been a while I 6 

published one of the petitions out there. 7 

So, on this one we received about 165 8 

comments.  Many of these were actually B we call them 9 

the form letters, which means one person does it and then 10 

another one (inaudible) on that, and then another one 11 

(inaudible).  And, therefore, before we know it, it 12 

could be many, many comments.  And in this case, there 13 

were 165 comments. 14 

Mostly, they came from the other 15 

organizations as well.  And most of the comments did 16 

support the B what was in the petition.  17 

So, next slide, please.  So, what exactly 18 

is the petition?  The petitioner said that -- please 19 

change your regulations in 35.57.   20 

35.57 is (inaudible) regulation that 21 

recognize the -- recognizes people who are already 22 

authorized.  And, therefore, when we change this rule, 23 

the big rule change that I mentioned this morning, what 24 

we did was all those people who were already authorized, 25 
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the 35.57 allowed them to be B or continue to be 1 

authorized users on the licenses although we had changed 2 

the new B we had changed to new training and experience 3 

requirements. 4 

So, the petitioner said that also please 5 

amend your 35.57 to make sure that the medical physicist 6 

and the RSOs who were boarded at that time, that they 7 

be also recognized for this 35.57 as it was known as the 8 

B it was known B and they said that regardless if the 9 

person was listed on a license or not listed on a 10 

license, that this individual be recognized for the uses 11 

that this person was authorized for. 12 

And just to go a little bit pre-2005 time 13 

frame, we were not, especially the Agreement States, 14 

were not naming their physicists on all their licenses. 15 

They were not B so, therefore, what 16 

happened was with this change, somehow these people got 17 

left behind and they had to then meet the training and 18 

experience requirements which were now in the new or the 19 

revised Part 35.  So, in a way, put these people at a 20 

disadvantage. 21 

So, next, please.  Next.  Okay.  So, this 22 

is the continuation of what I just said.  So, next 23 

slide, please. 24 

So, going back to our petition process, 25 
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what we do is we look at the merits of the petition.  1 

Again, a working group was formed and the working group 2 

makes a recommendation to the Commission as to do we deny 3 

a petition and these are the reasons that we should deny 4 

the petition, or it could be we sometimes partly deny, 5 

partly accept it. 6 

And then in this very case we said, yeah, 7 

we grant this petition.  And so, it means that we agreed 8 

with the petitioner that when we did the rule revision 9 

in 2005, that these are the people that have been 10 

inadvertently affected by this particular group of 11 

certified professionals. 12 

So, and then second thing when we did this 13 

petition resolution is that the issues raised in the 14 

petition would be considered in the rulemaking process 15 

providing a regulatory basis could be developed to 16 

support a rulemaking. 17 

Again, this is a nexus between a petition 18 

and then the actual rulemaking.  So, although sometimes 19 

we agree, we grant the petition, but we may not have a 20 

very solid basis of actually doing a rulemaking. 21 

So, in this particular case, we needed some 22 

good data then to go ahead to actually do the rulemaking.  23 

And because when the petitioner came up in the petition, 24 

there were no numbers.  There was no data on how many 25 
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physicists, how many RSOs might have been impacted. 1 

So, next slide, please.  So, if we go into 2 

the B and I didn't put it here, but if you go into the 3 

resolution of this petition and then after that we did 4 

some B we, NRC, actually did the data for this and we 5 

send questionnaires to the different boards and ask them 6 

as to survey their constituents or their board certified 7 

people and ask them as to how many people may have been 8 

impacted by this rule at the time. 9 

And there was a very substantial number and 10 

-- because the question was, have they been impacted or 11 

potentially impacted. 12 

So, the numbers were pretty large to the 13 

point that when they did include it in this proposal and, 14 

therefore, in response to this petition we are amending 15 

35.57 to recognize -- and not only just the RSOs and the 16 

physicists that the original petitioner ask for, but we 17 

are also included this for the teletherapy physicists, 18 

AMPs, AUs, nuclear pharmacists, AMPs for the modalities 19 

and that's the important thing.  It's for the 20 

modalities that they practiced as of October 24, 2005. 21 

So, it's a pretty broad authorization now.  22 

And I think we are (inaudible) recognize that there 23 

could be more people than just the RSOs and the 24 

physicists.  And, therefore, this expansion. 25 
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Next slide, please.  So, this is as we have 1 

said, the whole purpose of this to have this meeting is 2 

to provide certain clarifications perhaps which when we 3 

wrote, maybe we were not so clear, maybe we are clear, 4 

but we just want to make these B we want to emphasize 5 

some of the things. 6 

And one of the things is that all the 7 

individuals would be grandfathered.  But if they want 8 

to do anything new that they didn't do before 2005, then 9 

they must have the requirements which are spelled out 10 

in 35.50(d) and 35.51(c). 11 

And I think one is for the physicist, and 12 

one is for the RSOs.  So, this is a very important 13 

clarification that we wanted to display here as we go 14 

over. 15 

Then we are saying B and again we are 16 

emphasizing that these individuals would be 17 

grandfathered who are on or before 2005. 18 

And so, what we did was B so, we literally 19 

brought back in this proposed rule all of the boards that 20 

were there before 2005.  And that includes a whole list 21 

of the boards, Canadian board, the osteopathic board and 22 

of course the ACR, the ANP, the B for these nuclear 23 

pharmacists. 24 

So, we were not really missing any of the 25 
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boards as such.  And this was B it makes the new Part 1 

35.57 very B a very long part.  And but we just didn't 2 

want to pick certain boards and be just missing out on 3 

some of the other boards. 4 

So, the new board B I won't say the new 5 

board, but in the new proposal, the proposed rule, you 6 

would see all of the boards. 7 

Literally, we went back to the pre-October 8 

2005 and just brought them all and put them in here so 9 

that as a licensed reviewer, as an applicant you would 10 

see the board, you would see the board certification and 11 

you would be able to place these people on a license. 12 

Next slide, please.  Okay.  It's starting 13 

here, but there was in the original petition, there was 14 

B petitioner said that we would provide attestations for 15 

these people.  Attestations are provided. 16 

And this brought a dilemma for us, because 17 

on one hand in this proposed rule we are taking away 18 

preceptor attestation for boarded people, whereas going 19 

back to this Ritenour petition it says we would have 20 

boarded people B boarded people would bring their 21 

attestations. 22 

So, looking at that dilemma then we have B 23 

what we did is we have not included that board B the 24 

attestations for these individuals, because we think 25 
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that 35.59 which is the recentness of training, because 1 

that will kick in because most of these people B so, the 2 

recentness of training is within the last seven years, 3 

but we are placing somebody who boarded who was B who 4 

meets this going back to 2005.  So, it's way beyond the 5 

seven-year time period. 6 

So, therefore, by default, they have to 7 

provide continuing education.  So, therefore, that -- 8 

the attestation thing is although it was in the original 9 

petition, but we took that away.  Makes it, I think, 10 

simpler. 11 

However, since these people would all fall 12 

into the 35.59 requirements, 35.59 is for the recentness 13 

of training is the title of that section. 14 

So, under the recentness of training you 15 

would need B you provide your continuing education, you 16 

know, and that's pretty open.  Whatever is the B 17 

whatever you provide now for your recentness of 18 

training, that would continue on. 19 

And I think that simplifies a whole lot for 20 

the applicant, as well as for the license reviewers. 21 

And on that, I'll ask if any of my other 22 

colleagues have to add anything or to clarify. 23 

MS. HOWE: This is Dr. Howe.  Neelam, you 24 

covered the petition really well.  One thing we didn't 25 
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go into (inaudible) is that we also in the 1 

grandfathering for everybody, not just those that are 2 

board certified, if they're going for additional uses 3 

for an RSO or a medical physicist from what they were 4 

authorized for before, they now have to meet the 35.53 5 

and the 35.51 requirements.  It's just a slight twist. 6 

And the other thing we did was to make it 7 

clear which group you fell into, we put the 8 

grandfathered boards in the regulation, because the 9 

current training and experience criteria says you are 10 

recognized by a board that NRC B you are board certified 11 

by a board NRC recognizes.  And we put the list of those 12 

boards on our website just to distinguish. 13 

MS. BHALLA: Yes.  Thank you.  I think with 14 

that, I conclude my presentation and of course plan for 15 

lots of questions. 16 

MR. RAKOVAN: Let's check to see if we have 17 

any questions from the phone lines, on the webinar, and 18 

I already have one here in the audience. 19 

MS. PARTICIPANT: I just would like to ask 20 

for a clarification regarding (inaudible) that you have 21 

grandfathered (inaudible) and especially something 22 

that you said. 23 

You said "before."  And the second slide of 24 

your grandfathering, it says "before."  But in the 25 
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first slide of the grandfathering it says "for the 1 

modalities that they practice as of October 24, 2005." 2 

Do you really mean as of, or before?  What 3 

do you mean?  Because to me, you could be working as of 4 

October 2005 in something which is not related, but then 5 

-- you know what I'm saying B two months before you 6 

could. 7 

So, do you really mean as of that particular 8 

date? 9 

MS. HOWE: This is Dr. Howe.  I think we 10 

tried to write it so that it was inclusive of that date.  11 

So, it is not only before, but up to that date. 12 

MS. PARTICIPANT: Okay. 13 

MS. BHALLA: Yes, because subpart J expired 14 

on that date, October 24, 2005.  And our general counsel 15 

would have us straight on that to be honest that anything 16 

that happens, I believe, would be midnight of October 17 

24, 2005, would be okay.  But then the very next day, 18 

the new requirements kick in. 19 

Once those provisions expire, they expire.  20 

That's it.  So, therefore, that date has a bearing on 21 

the whole thing. 22 

MR. RAKOVAN: Laurel, can you check to see 23 

if we have anyone on the phone lines that has questions?   24 

LAUREL: We do have a question from Frank 25 
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Costello.  Your line is open. 1 

MR. COSTELLO: Good afternoon, Neelam.  On 2 

the NRC's website 35.50 training for RSOs, it says 3 

(inaudible) by the American Board of Health Physics from 4 

January 1st, 2005, to present. 5 

I haven't heard you mention ABHP 6 

certification when you're talking about the ones that 7 

would be grandfathered. 8 

MS. BHALLA: Frank, could you please state 9 

your question again?  I think we see quizzical traces 10 

here. 11 

MR. COSTELLO: Okay. They may be quizzical 12 

even though they may hear me.  On the NRC's website 13 

that's listing all the specialty boards that are 14 

recognized by the NRC B 15 

MS. BHALLA: Okay. 16 

MR. COSTELLO:  -- one of them under 17 

training for radiation safety officer is listed as the 18 

American Board of Health Physics.  And it says for that 19 

certification, it's from January 1st, 2005, to the 20 

present. 21 

Our people who are certified prior to that 22 

are going to be grandfathered.  And this (inaudible). 23 

MS. BHALLA: So, then that B you mean to say 24 

there is a gap between October 24, 2005, and B 25 
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MR. COSTELLO: I'm just reading the thing 1 

and it says from January 1st, 2005, to the present.  2 

What about all the many health physicists who were 3 

certified prior to January 1st, 2005, which I think 4 

would probably make up the majority of them. 5 

MS. HOWE: This is Dr. Howe.  I'll answer 6 

for Neelam.  In the grandfathering position as Neelam 7 

indicated, we have gone each authorized individual by 8 

authorized individual and modality by modality for the 9 

authorized users.  And we have listed the specific 10 

boards that are listed in subpart J as being recognized 11 

under the grandfathering provisions provided they were 12 

board certified and practiced in what they are trying 13 

to get authorization for as of October 24th, 2005. 14 

So, we're grandfathering them in the 15 

regulations.  They will not show up in the website.  16 

The website is the current requirements. 17 

The grandfathering clause in 57 will be 18 

those that are the boards who will be specifically 19 

listed there that were grandfathered. 20 

MR. COSTELLO: Maybe I'm still not saying it 21 

correctly.  The American Board of Health Physics, 22 

(inaudible) on that? 23 

MS. HOWE: Yes. 24 

MR. COSTELLO: Okay.  You're trained for a 25 



 138 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 
 1323 RHODE ISLAND AVE., N.W. 
(202) 234-4433 WASHINGTON, D.C.  20005-3701 (202) 234-4433 

 

regulation safety officer if you were certified for that 1 

after January 1st, 2005, but what if you were certified 2 

before then? 3 

If you're recognizing all these other 4 

boards as grandfathering, then why not recognize this 5 

one? 6 

MS. HOWE: Frank, I think if you look in the 7 

proposed rule, you will see that we have B 8 

MR. COSTELLO: Have you?  Okay. 9 

MS. HOWE:  -- the American Board of Health 10 

Physics listed under 35.57 of the proposed rule. 11 

MR. COSTELLO: So, you are recognizing.  I 12 

just didn't hear it mentioned in the slides or the 13 

discussion.  That's all. 14 

MS. HOWE: Well, we didn't list each 15 

individual board.  We said those boards that were 16 

listed in subpart J were brought forward.  And that was 17 

a board that was in subpart J, and it was brought 18 

forward, and it was put into 57. 19 

MR. COSTELLO: Donna-Beth, you've answered 20 

my question.  Thank you. 21 

MS. HOWE: Thank you. 22 

LAUREL: I have nothing further on the phone 23 

line. 24 

MR. RAKOVAN: Okay.  Let me check in the 25 
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room here.  Do we have any additional questions or 1 

anything from the webinar? 2 

(Pause.) 3 

MR. RAKOVAN: Okay.  I think we're 4 

scheduled to take a break.  Neelam, how long of a break 5 

would you like to take? 6 

MS. BHALLA: Okay.  So, Donna-Beth had 7 

expressed we would start next topic is on guidance and 8 

we should be starting at the time that we have on our 9 

schedule, which is 3:15. 10 

MR. RAKOVAN: Okay.  So, let's be back and 11 

be ready to start promptly at 3:15 then. 12 

MS. BHALLA: Thank you. 13 

(Whereupon, the proceedings went off the 14 

record for a brief recess.) 15 

MR. RAKOVAN: If people can start finding 16 

their seats, please, we want to get things started again 17 

if people can please start finding your seats. 18 

(Pause.) 19 

MR. RAKOVAN: Okay.  We're going to move on 20 

to our session on the draft guidance documents.  I think 21 

Donna-Beth Howe is going to get us started.  22 

Donna-Beth. 23 

MS. HOWE: Thank you, Lance.  NRC also 24 

published on July 21st a notice of the Draft Guidance 25 
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Request for Comment. 1 

We did not include the draft guidance in the 2 

Federal Register.  We just told people where the draft 3 

guidance was available to find and how to comment on the 4 

draft guidance. 5 

The draft guidance was developed 6 

specifically to match up one for one with the proposed 7 

rule. 8 

The method of commenting for the draft 9 

guidance is slightly different than that on the proposed 10 

rule. 11 

And so, I would recommend that you go to the 12 

Federal Register.  It's going to be 79 FR 42 22 5.  And 13 

that will tell you how you can B or 24, and that will 14 

tell you how to provide comments on the guidance. 15 

Critical element is the guidance is only 16 

for the proposed rule.  So, if you were thinking that 17 

we were revising general medical use guidance for all 18 

kinds of reasons, that's not happening.  It's very 19 

specific for this particular rule. 20 

On my first slide, I have a slight typo.  21 

And that is that we are not revising the two volumes of 22 

NUREG-1556, Volume 9 and Volume 13. 23 

We are adding a supplement that is specific 24 

to this proposed rule.  We're going to look for 25 
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comments.  The comments we get on the proposed rule, it 1 

may change the rule text, will change the guidance that 2 

we have in these documents. 3 

And there will be a revision to Volume 9 and 4 

there will be a revision to Volume 13 that will include 5 

this guidance, but it will also include other things.  6 

And that's being worked on by two different groups at 7 

the NRC.  So, I just wanted to make that very clear. 8 

And we consider our guidance to be one 9 

document with three parts.  And the three parts are the 10 

supplement for 1556 Volume 9, medical use.  And the 11 

supplement B Part 2 is the supplement for Volume 13 for 12 

commercial nuclear pharmacies. 13 

And the third part will be the question and 14 

answers, because most people think that when we develop 15 

guidance for a proposed medical use rule, that you're 16 

talking about 1556. 17 

The 1556 volumes were developed to help 18 

people apply for medical use licenses, or for Volume 13, 19 

a commercial pharmacy license. 20 

There are a number of things in the rule 21 

text changes that have nothing to do with applying to 22 

get a license.  They have to do with how you implement 23 

your program once you have a license. 24 

So, those parts that have to do with how you 25 
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implement your program once you have a license may not 1 

be appropriate to go in the 1556 filings. 2 

And that's one reason we have developed a 3 

third part of our guidance, which is the questions and 4 

answers.  And Sandy will cover those for us later. 5 

Now, what you heard this morning was that 6 

we have made a lot of changes to Part 35.  We've made 7 

some changes to Part 30 and 32.  And Neelam told you we 8 

went in and made changes in 30 different places. 9 

Well, yes, we made changes in 30 different 10 

paragraphs, but we made somewhere between 80 and a 11 

hundred individual changes within those paragraphs.  12 

So, that's a lot of little things that need to be checked 13 

to make sure the guidance is going to match them. 14 

So, on the next slide, this kind of tells 15 

you how we went about changing the guidance.  We didn't 16 

revise the NUREG.  So, you are not going to see a NUREG 17 

with redline/strikeouts for every single page there.   18 

What you're going to see is those pages that 19 

we did affect if it's in the 1556, we have brought that 20 

section out, we've done the redline/strikeout, we've 21 

explained at the beginning of that section the types of 22 

changes we made and why we made them.  Changes were made 23 

to the regulation and that's what you should see in that 24 

section. 25 
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And we tried to keep an entire section 1 

intact for content.  And I'll be showing you an example 2 

in a few minutes and I'll explain that in more detail.  3 

So, we do have redline/strikeout. 4 

The NRC forms 313A that we've presented 5 

with the draft guidance are NRC forms and they're done 6 

in a special type of format program. 7 

So, we cannot do redline/strikeout for 8 

them.  So, what you will see is the clean copy of what 9 

a form would look like once the rule text was changed 10 

to the proposed language. 11 

Okay.  Now, for the first example, next 12 

slide.  This is kind of a complicated issue.  The first 13 

section we are using for an example is we had changes 14 

to the radiation safety officer. 15 

At the beginning before you hit the Section 16 

8.11, you'll see a paragraph that says what the 17 

redline/strikeout revisions we're referring to. 18 

So, we had changes in grandfathering, who 19 

is board certified before a time.  We have changes to 20 

25, which is the radiation safety program permitting 21 

licensees to name one or more associate radiation safety 22 

officers. 23 

We have changes to 35.50, which are the 24 

training and experience to not only add an associate 25 
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radiation safety officer, but also to revise the 1 

attestation statement, to revise the board 2 

certification pathway so that it did not need an 3 

attestation statement, and also to add clarification 4 

for a number of other people that could be recognized 5 

as AUs. 6 

So, if you look at the changes we made, 7 

originally it was just radiation safety officers.  We 8 

now added the associate radiation safety officers, the 9 

regulations.  All of the regulations that you see are 10 

the regulations that we had listed earlier before we 11 

changed the proposed rule. 12 

And we made changes in 35.2, the 13 

definition.  We added an associate RSO.  14, we added 14 

that you must get an amendment if you're going to change 15 

your B or get a new ARSO. 16 

24, we explained what you have to do for an 17 

associate RSO, that they can only have duties and tasks, 18 

they can't have responsibility. 19 

35.50, training and experience.  35.57, 20 

grandfathering does not apply to associate RSOs, 21 

because there were no associate RSOs before this rule.  22 

But the grandfathering does apply to the radiation 23 

safety officers and the board certification pathway 24 

that you could use to become an associate RSO. 25 
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35.59 is recentness of training.  That 1 

applies at all times.  There is no changes to that one.  2 

And then 2024 we had changes to the record keeping that 3 

you have to keep for an associate RSO.  4 

So, we had changes in almost every one of 5 

those regulations.  And we didn't add anything new.  6 

So, you don't see a new citation. 7 

Some of our changes are really simple.  If 8 

we said RSO and it also pertains to an associate RSO, 9 

we just added the words, "associate RSO." 10 

And you'll see at the bottom of our example 11 

there we scratched out "plus a written attestation 12 

signed by a preceptor RSO as provided in 35.50(d)," 13 

because we took out the preceptor attestation for the 14 

board certification pathway.  It's still there for the 15 

alternate pathway. 16 

And then some other changes as we changed 17 

the text within the rule, we may have to renumber a 18 

paragraph. 19 

So, the one below that you see it used to 20 

be Paragraph E.  Now, it's Paragraph D.  So, those are 21 

the kinds of changes that we made. 22 

And there are like as I said earlier, there 23 

is somewhere between 80 and a hundred tiny, little 24 

changes in this rule that affected how we look at 25 
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guidance. 1 

Now, on the next slide I had a question this 2 

morning that was, well, this associate RSO, how many can 3 

I have?  What's an associate RSO look like? 4 

Well, in the draft guidance, we provide B 5 

it's pretty tough to describe what an associate RSO is 6 

and what they would do. 7 

So, we thought instead of spending 8 

thousands of words trying to explain this, we'd do it 9 

with a graphic.  So, we've given three different 10 

examples.  One of which has been put on the slide. 11 

In this particular case, the message that 12 

we're getting across is the RSO is in the center of the 13 

diagram.  He has responsibilities for the uses of 14 

licensed material.  And he is responsible for all the 15 

uses on the license. 16 

You cannot be an RSO unless you have 17 

training and experience to cover all the modalities that 18 

your license is authorized for. 19 

So, in this particular case, the license is 20 

authorized for uses 100, 200, 300, 500, 400, 600.  So, 21 

he is responsible for all those uses. 22 

Now, you'll see two other B and you'll see 23 

the orange arrow goes into the RSO.  That's his 24 

responsibility.  You see two other parts of the pie 25 
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where there are no B 100, 200, 300, no modalities. 1 

And then outside the sphere you will see 2 

there is an associate RSO.  So, the associate RSO has 3 

B not responsibilities, but associate RSO has the duties 4 

and task for 100 and 200 and 500 uses. 5 

In this particular case, the licensee has 6 

got three sites.  They've got the (inaudible) site, 7 

they have a Campus 1 and they have a Campus 2. 8 

And there are two different associate RSOs.  9 

One for each one of these campus sites.  And his duties 10 

and tasks are listed there as the 100, 200 and 500.  He 11 

has the duties and tasks. 12 

The RSO has the responsibilities for that 13 

Campus 1, Campus 2.  And that's what that diagram is 14 

meant to show. 15 

It took me a long time to describe that to 16 

you, but that's what we've done to help people 17 

understand what an associate RSO is, how they fit into 18 

the scheme of the license and how the RSO and the RSO 19 

fit into the licensing scheme. 20 

So, in this example you see where the 21 

section in 1556 was for the radiation safety officer.  22 

We've added additional information to clarify.  We have 23 

changed training and experience.  We have explained 24 

what an associate RSO is. 25 
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There are other sections in the guidance 1 

that also refer to this.  And two of them B if I can have 2 

the next slide, we have an Appendix C.  And the appendix 3 

is the checkoff list that a licensee uses to make sure 4 

that when they are B not a licensee, but an applicant 5 

uses to make sure when they're submitting an application 6 

to get an NRC license, they have submitted as complete 7 

a license as they can.  So, this is a reminder of 8 

information they need to provide. 9 

And you will see that in Item 7, which talks 10 

about authorized individuals, we have the radiation 11 

safety officer and we've now got an associate radiation 12 

safety officer. 13 

So, it can be B you can be applying to have 14 

a radiation safety officer.  You can also add B use this 15 

part of the form and duplicate it and use it to add an 16 

associate radiation safety officer. 17 

The question this morning is, how many can 18 

you have?  You can have as many as you want.  The 19 

responsibility is still the responsibility of the 20 

radiation safety officer. 21 

You could have none.  If you don't want to 22 

have someone designated as an associate radiation 23 

safety officer, you don't have to. 24 

And then you'll see that it's a checkoff 25 
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list.  So, it doesn't necessarily give specific 1 

information.  It just says, you know, if this person was 2 

listed on the license previously, then you're going to 3 

need that information.  And after a certain date, you 4 

can document the training and experience in C.  And 5 

that's one of the things we were talking about in 6 

grandfathering. 7 

The way the regulations are currently 8 

written, if you're grandfathered for 35.50 or 35.51, 9 

then it doesn't say for the uses that you were 10 

authorized. 11 

So, it appears you're also grandfathered 12 

for 50(c) -- or 50(d) and 51(c), but now we're making 13 

it clear if you're trying to get an authorization for 14 

something you weren't authorized before, you're going 15 

to have to provide additional training and experience. 16 

Okay.  And then we've got B Appendix C is 17 

a very long appendix.  And what happens in this very 18 

long appendix is if we can make changes to every section 19 

of it, we would just cut and paste those sections that 20 

we have changed and we included the same type of 21 

information we had before. 22 

At the beginning of Table C, we say Items 23 

7 through 11.  We try to tell you why we're changing them 24 

and the purpose.  And that shows up maybe not as well 25 
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in this example, but in other examples we do have it 1 

clearly stated. 2 

So, as you look through the 3 

redline/strikeout, you know why you are seeing changes 4 

in that particular section. 5 

And on the next slide because we're talking 6 

about the radiation safety officer and the associate, 7 

we've got an appendix that dealt with typical duties and 8 

responsibilities of the radiation safety officer. 9 

So, we said, okay, we need to make some 10 

changes here because there has to be a proper 11 

notification.  The RSO needs to make a proper 12 

notification for different things.  One of them would 13 

be the molybdenum-99 technetium breakthrough B ah, I've 14 

shifted volumes.  Let me go back. 15 

I now moved into the commercial nuclear 16 

pharmacy.  And because I'm in the commercial nuclear 17 

pharmacy, I have different issues to deal with. 18 

I'm no longer dealing with associate RSOs, 19 

because that's specifically Part 35.  But I am dealing 20 

with changes that we made to training and experience to 21 

the authorized nuclear pharmacist.  If they're board 22 

certified, they don't need an attestation anymore. 23 

We're dealing with the breakthrough 24 

measurements for technetium.  We're not dealing with 25 
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breakthrough measurements for rubidium because of the 1 

half-life.  Rubidium is too short for a pharmacy to 2 

really dispense.  It has to go directly from the 3 

generator into the patient. 4 

So, you'll see in this case we have taken 5 

the duties and responsibilities of the radiation safety 6 

officer.  He's supposed to report things to the NRC. 7 

So, we've included those things that he's 8 

supposed to be reporting.  And one of them is the 9 

technetium breakthrough has to be reported to NRC in the 10 

right time frame. 11 

I will say that the time frame is now you 12 

have to do a telephone report to the NRC within 30 days 13 

of the breakthrough exceeding the limits.  And you also 14 

have to do a telephone report to the manufacturer within 15 

that time frame.  And then we tell you what information 16 

you have to provide to the NRC.  17 

Part of it is identifying the generator, 18 

the model, the make, its production lot, whether you B 19 

any of the drug that came through after the breakthrough 20 

was administered to any people. 21 

So, (inaudible) the radiopharmacy issue 22 

and it still (inaudible) yeah, this is still that they 23 

have to have procedures to make sure that they are going 24 

to make their reports in accordance with the 25 
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requirements.  And that could be leak testing.  That 1 

could be technetium generators. 2 

So, I've just tried to give you an example 3 

of the kinds of changes that you're going to see in our 4 

guidance documents that are based on the 1556 volume. 5 

If we've got a really complex appendix that 6 

goes on for 18 pages and we only changed a word on Page 7 

3 and a word on Page 13, we're going to cut those sections 8 

out, tell you where they're located in the existing 9 

document, tell you what changes we made and use 10 

redline/strikeout so that you don't have to wade 11 

through, you know, 20 pages and see one strikeout and 12 

one redline. 13 

So, we're trying to make it as easy on 14 

medical use and commercial nuclear pharmacies as 15 

possible to identify the changes we made because of the 16 

rule in those two guidance documents. 17 

And I think I tried to also demonstrate that 18 

there's not a one-to-one change.  In one section, we may 19 

be incorporating changes from four or five different 20 

pieces of the regulation in that one guidance document. 21 

And at this point, I'll turn it over to 22 

Sandy Gabriel to talk to you about the third part of our 23 

guidance, which is the questions and answers. 24 

(Pause.) 25 
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MS. GABRIEL: So, as Donna-Beth mentioned, 1 

the third part of the draft guidance consists of a series 2 

of questions and answers to assist licensees in 3 

understanding and implementing the proposed regulatory 4 

changes. 5 

After the rule is finalized and the 6 

questions and answers are finalized, they will be added 7 

to the NRC Medical Uses Licensee Toolkit website. 8 

If you look at the toolkit website right 9 

now, you'll see a long list of questions and answers from 10 

previous rule changes.  I think there's still dozens 11 

and dozens from the 2002 major revision of Part 35, and 12 

we will just add more. 13 

So, this third section of the guidance 14 

consists of 63 questions and answers.  And they are 15 

divided into 13 topics. 16 

All of the topics have been discussed 17 

earlier today and correspond to the different kinds of 18 

changes addressed in the proposed rule.  And we have 19 

actually reviewed some of the content of the questions 20 

and answers today. 21 

And you can read for yourself what the 22 

different topics are.  Some of the ones we talked about 23 

today are things like board certification changes, 24 

preceptor attestations, generator breakthrough. 25 
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Let's go to the next slide.  We talked a lot 1 

about permanent implant brachytherapy, written 2 

directives, medical event reporting, those kinds of 3 

things.  So, those are the topics that are included. 4 

Now, Donna-Beth just covered 200 and some 5 

pages of updated guidance in her 20 minutes or so, and 6 

I only have 15 pages.  So, this is probably going to be 7 

really quick. 8 

And what I've done similar to what 9 

Donna-Beth did is to provide some examples to give you 10 

a flavor of the questions and answers that are included. 11 

So, here's an example of a few questions and 12 

answers related to preceptor attestations.  One of them 13 

is really pertinent to a topic that Donna-Beth has 14 

discussed. 15 

Item 15, if a licensee is authorized for 16 

specific medical uses, wants to expand those uses, and 17 

the RSO receives additional training specified for the 18 

new uses, does the RSO need a new attestation statement 19 

for this training? 20 

This is a question that you might not easily 21 

be able to find the answer to in the proposed rule 22 

itself.  So, we're offering additional explanations. 23 

And the answer is that if the RSO was 24 

originally authorized under the board certification 25 



 155 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 
 1323 RHODE ISLAND AVE., N.W. 
(202) 234-4433 WASHINGTON, D.C.  20005-3701 (202) 234-4433 

 

pathway, another attestation is not needed.  But if the 1 

RSO came in through a different pathway, such as the 2 

training and experience pathway, then a new attestation 3 

would be needed related to the new uses. 4 

Okay.  So, 16.  Why is NRC amending the 5 

wording of attestation statements?  I believe that was 6 

discussed earlier this morning -- or perhaps it was 7 

after lunch.       8 

Earlier today we also discussed 17, may a 9 

non-authorized user residency program director sign an 10 

attestation form?  And the answer is usually, but there 11 

could be a few cases in which they cannot. 12 

The criteria are spelled out in the 13 

regulation section by section.  So, 35.190, 290, 390, 14 

394, all those different sections specify whether or not 15 

a program director may sign an attestation form and what 16 

the criteria are that would allow B that they must need 17 

in order to be allowed to do that. 18 

Let's move to the next slide.  Here are 19 

some questions on calibration, transmission and 20 

reference sources. 21 

And as it happens, I believe Dr. Howe has 22 

offered exactly this information in her presentation 23 

that we had, I think, just after lunchtime today.  So, 24 

I don't think we need to go through those in detail. 25 
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But for somebody who didn't have the 1 

benefit of listening to this presentation today, the 2 

questions and answers will explain to them the 3 

information you already had explained to you, you know, 4 

this idea that there can be some 35.65 sources used for 5 

medical use, but they need to be used by an authorized 6 

user.  And if the criteria are met, it may not be 7 

necessary to list the sources individually on the 8 

license. 9 

Move to the next slide.  Okay.  So, this 10 

goes back to my presentation from this morning, written 11 

procedures in 10 CFR 35.41.  So, these are the 12 

procedures to ensure that the administration is in 13 

accordance with the written directive. 14 

Now, we talked earlier today about the new 15 

proposed requirement for an assessment, a dosimetric 16 

assessment on the actual delivered treatment for 17 

permanent brachytherapy within 60 days.  And this 18 

question asks about what is the basis for the 60-day 19 

limit. 20 

And the response talks about 21 

recommendation from NRC's Medical Advisory Committee 22 

and cites an AAPM report that is pertinent to this topic. 23 

Another example up there, Number 53.  24 

We've already discussed what if the patient is not 25 
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available within the 60-day limit.  And this repeats 1 

some of the information we discussed earlier. 2 

The licensee must provide a written 3 

justification based on the patient's unavailability, 4 

put that on file so it's available to be examined during 5 

inspection, and ideally efforts to have the patient come 6 

in to be imaged so the dosimetric assessment can be done 7 

are encouraged. 8 

Next slide, please.  Okay.  This is an 9 

example under the medical event reporting section of the 10 

questions and answers. 11 

And I'm not sure we directly discussed B we 12 

may have peripherally addressed this earlier today.  13 

So, here's an example that says, assume that during a 14 

permanent implant one or more sources are directly 15 

deposited into tissue other than the intended treatment 16 

site as described in the written directive. 17 

The question says to also assume that the 18 

absorbed dose to that specified volume of tissue, five 19 

contiguous cubic centimeters, does not exceed the 20 

prescribed dose to the treatment site by more than 50 21 

percent.  Has a reportable medical event occurred? 22 

So, if you go back to those nine different 23 

criteria for medical events that I presented this 24 

morning, there are two that might have pertinence to 25 
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this one. 1 

I would imagine that a licensee would try 2 

to argue that they could use the five contiguous B the 3 

dose to the five contiguous cubic centimeters to 4 

evaluate this.  But because the question very 5 

specifically says sources are directly deposited into 6 

tissue in a distinctly different location from the 7 

treatment site, it will not be possible to apply that 8 

criterion.  It will shift through that criterion that 9 

we saw earlier today, which is if any sources are 10 

directly deposited into locations distinctly different 11 

from the treatment site, that will be considered a 12 

medical event.  That would be the appropriate answer 13 

here. 14 

So, again, I wanted to give you a flavor of 15 

some of the types of questions and answers.  This is 16 

just a sampling. 17 

And as Neelam mentioned this morning, the 18 

NRC is seeking comments on the draft guidance, as well  19 

as on the proposed rule.  And we invite you to submit 20 

those comments under the docket ID that Neelam provided 21 

earlier, NRC-2014-0030. 22 

The deadline for comments is November 18th, 23 

which is the same deadline as comments for the proposed 24 

rule. 25 
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So, this is the conclusion of our 1 

presentation on the draft guidance documents.  And Dr. 2 

Howe and I will be happy to address any questions that 3 

you may have. 4 

MR. RAKOVAN: Okay.  Let's go ahead and open 5 

it up to questions here in the room, on the phone lines 6 

and of course through the webinar as well. 7 

Okay.  Here.  Let me give you the mic. 8 

MR. PARTICIPANT:  This question is for 9 

Donna-Beth from (inaudible).  She says, Volume 1 B this 10 

is a clarification question. 11 

Says (inaudible) example that refers to 12 

rubidium breakthrough also (inaudible) Donna-Beth just 13 

said this will not apply to pharmacy licensees due to 14 

the extremely short half-life. 15 

MS. HOWE: Do we have the slide up?  Okay. 16 

(Pause.) 17 

MS. HOWE: I can see your point.  We 18 

mentioned the rubidium generators up at the top of the 19 

B why we had changes made, but we really don't expect 20 

rubidium generation to be at the pharmacy. 21 

So, we'll be modifying that because you 22 

have to B as you elute the generator because of the 23 

half-life of rubidium, it goes (inaudible) directly 24 

into the patient.  So, that's not going to be a 25 
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commercial nuclear pharmacy issue.  So, I'll modify 1 

that.  Thank you for your question. 2 

MR. RAKOVAN: Laurel, can you go ahead and 3 

see if we have any questions from the phone lines? 4 

LAUREL: Certainly.  Please depress *1 if 5 

you have a question, please. *1. 6 

(Pause.) 7 

MR. RAKOVAN: Okay.  We have a question here 8 

in the room while we're waiting. 9 

MS. ROMANELLI: Gloria Romanelli with ACR.  10 

I've got a question about the questions and answers.  11 

I'm wondering if you're actively soliciting new 12 

questions to include.  Because my sense is a lot of 13 

times it's not until the people who are actually going 14 

to implement it discover that there's an issue or that 15 

they have a question that they need an answer. 16 

It's hard to envision what issues are going 17 

to come up during the implementation. 18 

MS. GABRIEL: I think the kinds of questions 19 

and comments that we receive in response to proposed 20 

rules and proposed guidance may be good sources of 21 

additional questions to be added. 22 

MS. HOWE: And the thing I wanted to focus 23 

on is that in the public comment period if the public 24 

thinks that we haven't asked the right questions, we 25 
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haven't asked questions that we haven't even thought of, 1 

then we're looking to find new questions to answer.  Or 2 

if they think our answers (inaudible) they can provide 3 

comments on that.   4 

So, we're not just looking for comments on 5 

these questions and answers, but we're also looking for 6 

their thoughts of whether there are additional 7 

questions that we should address because there are 8 

obvious things to other people that weren't obvious to 9 

us and we need to address (inaudible). 10 

But we're always open to looking at 11 

questions and answers that we develop during inspection 12 

and licensing and adding them to our website. 13 

MR. RAKOVAN: Laurel, how are the phone 14 

lines looking? 15 

LAUREL: We do have a question from Ralph 16 

Leto.  Your line is open, sir. 17 

MR. LETO: Thank you.  The last slide on 18 

medical event reporting, that's a really B it seems like 19 

there's some wording here that's not very good. 20 

And I know what B I think the intent here 21 

is that let's say you're doing it in the, you know, 22 

you're doing a prostate seed implant and you put 23 

something, you know, in the subcutaneous tissue or 24 

something like that, you know, something that, quote, 25 
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you know, that I think you're saying is quite different 1 

from the intended treatment site, but, I mean, someone 2 

could definitely interpret the bladder wall as being 3 

distinctly different from the prostate. 4 

So, are you saying that if there's that type 5 

of situation that the five contiguous cubic centimeters 6 

does not apply because it's in a different tissue than 7 

what was the treatment site even though they're 8 

adjoining tissues? 9 

MS. GABRIEL: I think you make a good point 10 

that sometimes there are tissues that directly adjoin 11 

the treatment site that may be unavoidable for an 12 

occasional source to be implanted, or even intentional 13 

for B 14 

MR. LETO: I just think that you need to go 15 

back and look at this wording differently.  I think I 16 

understand what your intent is, but I can just see a lot 17 

of urology or radiation oncology medical physicist 18 

types just saying, so, who defines the distinctly 19 

different? 20 

MS. GABRIEL: Now, at one point back a number 21 

of years ago the Rulemaking Working Group had actually 22 

considered distinct criterion and that was not pursued, 23 

but we would appreciate any suggestions that you may 24 

like to submit as a public comment. 25 
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MR. LETO:  I mean, is this B I guess maybe 1 

I should have asked this to begin with.  This Question 2 

60 on medical event, now, is this a proposed question 3 

and answer, or is this something that's definitely going 4 

into the website listing on FAQs? 5 

MS. GABRIEL: Presuming no changes in the 6 

language or details of the proposed rule, I believe 7 

right now it's intended that this would be published as 8 

written. 9 

MR. LETO: Okay.  So, right now at this time 10 

it's a proposed Q&A. 11 

MS. GABRIEL: Correct. 12 

MR. LETO: Okay.  Thank you. 13 

LAUREL: I have no further questions on the 14 

phone line. 15 

MR. RAKOVAN: Okay.  Any further questions 16 

here in the room or on the webinar? 17 

MR. FULLER: Just a point of clarification.  18 

This is Mike Fuller.  These are draft Qs and As and draft 19 

markups to Volume 9 and so forth.  And we definitely 20 

would appreciate any comments on how we might make 21 

things more clear during the public comment period.   22 

Now, whether or not they directly go to our 23 

website as Qs and As, there are a couple of other 24 

processes and steps, for one thing.  Before they go to 25 
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the website, they would of course have to be reviewed 1 

by our legal counsel. 2 

So, that might be a detail that folks aren't 3 

necessarily interested in, but, yes, it's not a direct 4 

thing. 5 

And if B but the key message for today is 6 

that if, in fact, these Qs and As need to be improved 7 

to more clearly articulate and clearly explain what the 8 

rule says, we would very, very much appreciate those 9 

comments. 10 

MS. GABRIEL: To add to what Mike just said, 11 

the list that you will see of 63, I believe it is, 12 

questions and answers have been reviewed by legal 13 

counsel as appropriately corresponding with the current 14 

proposed rule.  You've seen them, Susan.  It was quite 15 

some time ago. 16 

But I think Ralph may be peripherally 17 

raising a really good point, which is review of the 18 

proposed questions and answers may raise some possible 19 

comments on the proposed rule. 20 

The two docket numbers are different.  The 21 

mechanism for submitting comments is, you know, you 22 

can't submit in one letter comments on both the proposed 23 

rule and on the direct guidance. 24 

However, your review of the direct guidance 25 
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may give you some ideas for comments you'd like to make 1 

about the proposed rule. 2 

MS. HOWE:  And we always welcome new 3 

questions if you think we haven't addressed all the 4 

questions that you might have. 5 

MS. BHALLA: Yes.  And just to follow up on 6 

that, it's not just the questions, maybe the scenarios 7 

right?  Like a practicing physician scenario.  I 8 

implanted the seeds or sources, this is what happened, 9 

will this be an ME?  So, that kind of scenario would be 10 

included, I guess. 11 

MS. GABRIEL: It could possibly be included.  12 

But often when we receive those kinds of questions, all 13 

of the pertinent details are not included. 14 

So, it's very difficult, you know, without 15 

doing a full inspection to know exactly what the correct 16 

answer would be under all circumstances. 17 

MS. BHALLA: Okay.  So, the message to take 18 

home is that if you are sending some scenario, just make 19 

sure that it's complete in every form. 20 

And, again, this is the Qs and As would be 21 

B would be going through, as Mike said, processes 22 

including the ACMUI for the final B for the final 23 

posting. 24 

MR. RAKOVAN: Okay.  Let's look again to see 25 
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if there are any questions here in the room, on the phone 1 

lines or through the webinar. 2 

And I think at this point as we're winding 3 

down the meeting, we can take them on any other topics 4 

that we've discussed today. 5 

LAUREL: Press *1 to ask questions on the 6 

phone line, please. 7 

(Pause.) 8 

MR. RAKOVAN: Any takers, Laurel? 9 

LAUREL: No, sir.  Not at this time. 10 

MR. RAKOVAN: Okay.  Seeing no action on the 11 

webinar and no hands in the room, I think we'll go ahead 12 

to close. 13 

I hope that the meeting was productive for 14 

those of you who participated and that you will be making 15 

some good comments on the material that we discussed 16 

today. 17 

Please take a moment to fill out your public 18 

meeting feedback forms, either the hard copy or 19 

electronically, to give us suggestions as to how we can 20 

improve these types of meetings and as well as what we 21 

did well today. 22 

And with that, I will go ahead and close.  23 

Thank you for your participation today. 24 

(Applause.) 25 
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LAUREL: That does conclude today's 1 

conference.  Thank you all for joining.  You may now 2 

disconnect.  3 

(Whereupon, at this time the meeting was 4 

adjourned.) 5 
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