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

 8:31 a.m. 2 

  FACILITATOR SALTER:  Good morning, once 3 

again, for those of you who were here yesterday.  As 4 

we start to get started with today's program, I'd like 5 

to ask the individuals who are on our panel 6 

presentation this morning to come on up and take a 7 

seat at the table.  If you have your tent card, your 8 

name card, you can bring that with you as well. 9 

  Welcome back to those of you who were here 10 

yesterday and welcome for the first time.  I think we 11 

have some new faces in the audience. 12 

  My name is Susan Salter and I'm the 13 

facilitator for the workshop to discuss topics related 14 

to the NRC's medical regulations.  And we had a really 15 

good meeting yesterday.  And we're going to get a 16 

brief overview of what the NRC staff heard in a 17 

moment. 18 

  Before we get started, I just want to 19 

remind everyone to put your electronic devices on 20 

silent mode.  You probably noticed, but if not, 21 

restrooms are right out these doors to the right, 22 

right by the refreshments.  And if you have any issues 23 

with the room or logistics, the women out at the front 24 

table can help you with that or you can come up to me 25 
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and I can try to help as well. 1 

  So to get us started this morning, I am 2 

going to ask Michael Fuller to come up and kind of 3 

give an overview of what the NRC staff heard yesterday 4 

and go over the agenda for today.  Mike is the lead 5 

for the NRC's Medical Radiation Safety Team at the NRC 6 

-- I'm going to get the name right this time because I 7 

think I messed it up yesterday, Federal and State 8 

Materials and Environmental Management Programs. 9 

  MR. FULLER:  Thank you, Susan.  I'm going 10 

to move up to this other mic.  Hang on.  This way I 11 

have a place to set my stuff. 12 

  Okay, first of all, can everybody hear me? 13 

 Okay.   14 

  We asked our key stakeholders, all of you 15 

who have gathered with us today and others who are on 16 

the webinar, and certainly the panelists that were 17 

with us yesterday, to tell us what we should consider 18 

as we embark on this effort to change and improve the 19 

rules in 10 CFR Part 35 for the definition of a 20 

medical event as it relates to permanent implant 21 

brachytheraby. 22 

  Let me just say that we were not 23 

disappointed yesterday.  I echo Susan's sentiments 24 

that we had a very good, fruitful discussion yesterday 25 
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and the staff is very appreciative. 1 

  We heard several key messages that I would 2 

like to take a few minutes and sort of report back or 3 

share with you what we heard.   4 

  Number one, we heard that amongst the 5 

states, there are fairly consistent regulations, but 6 

the interpretation of those regulations seem to vary. 7 

 And based upon this, there is a need for training and 8 

guidance both for inspectors in the states and also 9 

for licensees. 10 

  We also heard pretty consistently that we 11 

need new rules for the medical event definition as it 12 

relates to permanent implant brachytherapy.  And they 13 

need to be based upon total source strength delivered 14 

to the intended treatment volume. 15 

  We heard that the criteria of plus or 16 

minus 20 percent as the basis for defining a medical 17 

event is reasonable, keeping in mind that this only 18 

works with an activity-based rule or source-strength 19 

based rule.  We also heard that this plus or minus 20 20 

percent value is somewhat arbitrary, but based upon 21 

recommendations from the ACMUI and fairly widely 22 

accepted as a reasonable value. 23 

  We heard that the term medical event 24 

should be reserved for mistakes that have the 25 
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potential to cause harm to the patient, in other 1 

words, those events that are clinically significant.  2 

We also heard a number of people suggest that we 3 

should have more than one category of medical event so 4 

that we can distinguish between more egregious 5 

mistakes and so-called near misses. 6 

  And while we're on the subject, I believe 7 

we saw some consensus built around the idea that 8 

terminology is not the important thing for us to think 9 

about.  We heard that it's not what you call it, but 10 

what you do with it that matters. 11 

  We heard that any new rules in this area 12 

should be flexible enough to allow physicians to do 13 

what they feel they need to do to care for their 14 

patients, both now, using the technology that's 15 

available today, and in the future as the technology 16 

continues to progress and advance. 17 

  We heard general consensus that authorized 18 

users and authorized medical physicists should be 19 

trained in their policies and procedures on how to 20 

identify medical events.  What we heard less support 21 

for and less consensus, however, is whether or not it 22 

should be a regulatory requirement. 23 

  We heard that with regard to ASTRO's 24 

position on the definition for medical events for 25 
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permanent implant brachytherapy that authorized users 1 

should attest and sign a statement that the 2 

distribution of the seeds implanted in the target are 3 

in accordance with their intent.  We heard some 4 

discussion around the idea that this aspect be peer 5 

reviewed in some manner. 6 

  The NRC staff would like to hear more 7 

about this idea when we get to Houston in August.  8 

Just how would something like this be implemented?  I 9 

think that it is fairly safe to say that something a 10 

little more objective might be needed other than an 11 

authorized user simply signing a statement that the 12 

distribution of the seeds is acceptable.  We would 13 

like to hear more about -- we'd like to get more 14 

information about a more objective way to determine if 15 

the distribution of the seeds is in accordance with 16 

that which was intended. 17 

  We heard that the post-implant imaging 18 

should be required.  We heard a pretty strong 19 

consensus on this point.  We heard less consensus on 20 

the issue of when this imaging should be done.  And we 21 

heard a number of different ideas about when the 22 

imaging should be required, the post-implant imaging. 23 

  We heard a lot of discussion about, but 24 

very little consensus about when a permanent implant 25 
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brachytherapy procedure should be considered complete 1 

or concluded.  And we would appreciate, the staff 2 

would appreciate if we could see some progress towards 3 

some more agreement in this area. 4 

  We heard that an absorbed dose criteria 5 

can be used when we're talking about dose to 6 

unintended organs or tissues, as long as the dose is 7 

associated with a specific volume of tissue or a 8 

specific volume associated with an organ or some 9 

specific area of the skin that is part of that 10 

unintended  area. 11 

  And finally, from the perspective of the 12 

patient rights advocate that we had with us yesterday, 13 

we heard that the focus, our focus, should remain on 14 

transparency of the process and also the need for 15 

informed consent.  And when we do finally arrive at 16 

new definitions for medical events in this area, that 17 

disclosure of that should continue to be required as a 18 

medical event is identified. 19 

  Now I think I've described most of the key 20 

messages that we heard yesterday.  And of course, I'll 21 

have the benefit of a transcription after the meeting 22 

to make sure that I got it just right, but we'll be 23 

here all day, so if there's something that you feel 24 

strongly that I didn't get it just right or if I 25 
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missed something, please let me know as you see me on 1 

breaks and other opportunities that we have today. 2 

  I also want to mention, follow up a little 3 

bit with something that Ron Zelac touched on yesterday 4 

and again, the focus of this meeting is looking 5 

forward and what we need in the future as far as new 6 

rules and changes and improvements to the current 7 

rule, but we do have a rule that's currently on the 8 

books for dealing with medical events as they apply to 9 

permanent implant brachytherapy.  And we, along with 10 

our agreement state partners, have developed a team, 11 

put together a working group to address the need for 12 

guidance for our inspectors both in the regions and in 13 

the agreement states.  And Ron is the co-chair, along 14 

with an agreement state co-chair.  We have other 15 

agreement state representation on that working group, 16 

as well as all of our regions represented and other 17 

specialists.  And we have a fairly short time frame.  18 

We have a goal of getting inspection guidance drafted 19 

by the end of this year.   20 

  So we are working diligently and working 21 

very hard to develop guidance that can be consistently 22 

used across the country to help with this particular 23 

issue as we -- at the same time that we are developing 24 

new rules to try to improve the rules.  So more to 25 
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come on that. 1 

  Now, moving along to today's agenda, 2 

again, we had a wonderful discussion yesterday.  The 3 

entire day was devoted to this issue of the medical 4 

event definition and the need for some rules in that 5 

arena. 6 

  Today, we're going to shift gears a little 7 

bit and cover a number of things.  The first thing 8 

we're going to do and I appreciate the panelists that 9 

we have assembled here.  We're going to talk about the 10 

relaxation of preceptor attestation requirements and 11 

extending grandfathering to certain certified 12 

individuals.  That second piece is commonly referred 13 

to as the Ritenour Petition.  There will be a number 14 

of panel presentations from the panelists that you see 15 

before you and then a panel discussion.  And then we 16 

will open that up for comments from the public. 17 

  And then after that we will have a break 18 

and then come back.  The rest of the day we won't have 19 

panel discussions so much.  We'll have presentations 20 

from NRC staff, primarily Neelam here will sort of 21 

provide you with the status and the background of 22 

certain things that we're working on as part of the 23 

expanded Part 35 rulemaking effort that's currently 24 

ongoing, so she'll provide some status and background 25 
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and then be prepared to receive your comments and 1 

suggestions and so forth. 2 

  And then at the end of the day we will 3 

have a number of rulemaking -- a number of issues 4 

available to discuss that are currently part of this 5 

expanded Part 35 rulemaking effort that's going on.  6 

Some of these things late today are things that the 7 

staff has already developed some preliminary rule 8 

language for, preliminary rule text I think it's 9 

referred to.  So we'll be sort of providing you with 10 

the status of that and an introduction about that and 11 

then we'll be available to get comments.  These are 12 

some of the things that are not controversial in any 13 

way by any means.  They are things that are fairly 14 

easy to fix, things that everyone agrees have needed 15 

to be done for quite some time.  And staff has already 16 

started developing some of the draft work on that. 17 

  So that's sort of what we have in store 18 

for today and I guess with that, I'll turn it back 19 

over to Susan.  Thank you very much. 20 

  FACILITATOR SALTER:  Okay, thanks, Mike.  21 

All right, so for those of you who were here 22 

yesterday, the first part of our program is going to 23 

be very similar.  We're going to have some panel 24 

presentations, as Mike said.  Then the panel will have 25 
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dialogue and then we'll go to the audience to be able 1 

to come up and pose -- make a comment or ask for 2 

clarification from one of the panel members.  If you 3 

want to make a comment, we have these blue cards and  4 

you'll see them on the tables.  I would ask that you 5 

fill out the blue card and in the upper right-hand 6 

corner, if you could just indicate the topic that you 7 

want to make a comment on.  If you want to do all the 8 

topics, just write all the topic numbers on there, but 9 

then that will help me to know who to call up.   10 

  So when we get to the public comment 11 

portion I will invite people to come up to the 12 

microphone and make their comment at that time.  So 13 

fill out the blue card.  You can hand them to me.  You 14 

can hand them to Mike or you can take them to the lady 15 

sitting at the front desk out front. 16 

  There's also an opportunity on the card to 17 

ask to be included on the NRC's mailing list related 18 

to medical regulations.  And then there are yellow 19 

cards and the yellow cards are for people who do not 20 

want to make a comment, but still want to sign up for 21 

the mailing list.  So you can do both on the blue 22 

card, but if you don't want to comment, then you can 23 

fill out the yellow card and again, drop those off at 24 

the front desk. 25 
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  I would like to introduce Gretchen Rivera-1 

Capella over at our webinar table.  She is manning our 2 

webinar and we will during the public comment period 3 

go to the webinar and I'll check with Gretchen to see 4 

if anybody has submitted a question through the 5 

webinar.  The way that the webinar is working is that 6 

individuals can hear us, but we cannot hear them.  So 7 

they're unable to ask their question themselves, but 8 

they can submit it in writing through the webinar and 9 

Gretchen will read those comments at different times 10 

during the day. 11 

  I would -- I know yesterday we had some 12 

folks on the webinar who were texting people that they 13 

knew were here and saying we can't hear.  If you're 14 

having trouble hearing or you're having other 15 

technical problems, please send in a note through the 16 

webinar to Gretchen and then she can let me know.   17 

  I would ask the panel members to make sure 18 

you pull those microphones as close to you as possible 19 

and speak into them.  During the discussion, we have 20 

people looking at different panelist members and as 21 

you move away from the microphone it gets hard for 22 

some of the folks on the webinar to hear. 23 

  There's also a couple of other things we 24 

can all do to help the meeting run smoothly.  We are 25 
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transcribing the meeting, so I would ask that we keep 1 

sidebar conversations down.  If you need to take a 2 

phone call, we ask that you leave the room to do that. 3 

It will help us to make sure we get an accurate 4 

transcription of the meeting.  5 

  I would ask that you don't call out from 6 

the audience because again, it makes it difficult to 7 

get that comment.  We want all of your comments and we 8 

welcome and encourage everyone to make comments, but 9 

fill out a blue card, come up to the microphone when 10 

you're called and do it that way so that we make sure 11 

we capture that comment. 12 

  So with that I think I covered everything. 13 

 We are going to get started with our panelists.  And 14 

in your packets are extensive bios of our panelists.  15 

I think we have a breadth of knowledge up here on 16 

these topics and what I'm going to do is just briefly 17 

introduce them as they make their way up to the podium 18 

and get their presentation set up and if they need 19 

help, I can help them with that, too.  But again,  you 20 

have some more details on their background and 21 

experience in your packet. 22 

  So we're going to start with Neelam 23 

Bhalla.  And Neelam is currently a senior project 24 

manager in the Division of Intergovernmental Liaison 25 
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and Rulemaking in the NRC's Office of Federal and 1 

State Materials and Environmental Programs.  Ms. 2 

Bhalla has been with the NRC for over 18 years and 3 

prior to that she worked as a medical physicist and 4 

Radiation Safety Officer for a number of medical 5 

institutions.  She received her Master of Science 6 

degree in Physics from the University of Illinois, 7 

Chicago Circle, and is certified by the American Board 8 

of Radiology and Therapeutical Radiological Physics. 9 

  MS. BHALLA:  Yes, thank you, Susan, and 10 

good morning, everybody here, and good morning to 11 

those of you who are on the webinar.  12 

  I'm Neelam Bhalla as Susan introduced me. 13 

 So I'm going to give basically the background on 14 

Topic 2 which is the relaxation of preceptor 15 

attestation requirements and extending grandfathering 16 

to certain certified individuals, also known as the 17 

Ritenour Petition. 18 

  Here in my presentation I will be using 19 

these acronyms.  I think you are all quite familiar 20 

with that, but they are here for your review. 21 

  So as you all know, Part 35 was revised in 22 

its entirety in 2002.  However, training and 23 

experience regulations were finalized in 2005.  And 24 

attestations are required for all applicants as it 25 
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stands. 1 

  Currently, attestation is required under 2 

both certification pathway as well as the alternate 3 

pathway.  And I hope you all know the differences in 4 

certification pathways.  Clearly, through the pathway 5 

where they both have been recognized by the NRC.  An 6 

alternate pathway is where we have prescriptive 7 

requirements in terms of certain courses that you must 8 

take in order to qualify. 9 

  Prior to 2005, attestations -- at the time 10 

they were called certifications.  They were not 11 

required for certification pathway.  Soon after 2005, 12 

the rule was finalized.  ACMUI proposed -- actually, 13 

ACMUI came to the Commission and proposed -- the main 14 

points of their proposal was to eliminate for all 15 

board-certified individuals.  We are talking about the 16 

preceptor attestations.  They also said to revise the 17 

wording of the attestations and they also recommended 18 

to allow residency program directors to provide these 19 

attestations. 20 

  In SECY-08-179, based on ACMUI 21 

recommendations, the staff proposed revisions to these 22 

requirements and in SRM, that's usually how the 23 

Commission asks us, the staff, to do what they want us 24 

to do.  So in that SRM SECY-08-179, the Commission 25 
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approved the staff recommendations. 1 

  Now I'm just giving a little bit of the 2 

background on Ritenour Petition.  In our system, it's 3 

being logged off as PRM 3520.  There are three 4 

pathways to become an authorized individual.  It could 5 

be the RSO or the AU or it could be the AMP.  And 6 

these three pathways are the certification pathway, 7 

the alternate pathway, and then if you are identified 8 

on an NRC or an agreement state license, so if you are 9 

already named, then you are good to go.  And the 10 

petitioner referred to this pathway as the 11 

grandfathered pathway.   12 

  So petitioner's concerns were that in the 13 

2005 T&E regulations have inadvertently affected a 14 

group of board-certified professionals.  These 15 

individuals must now apply through the alternate 16 

pathway and alternate pathway for these board-17 

certified persons places an undue burden and could 18 

result in a shortage of AMPs and RSOs.   19 

  So petitioner requested amendment of T&E 20 

requirements for experienced AMPs and RSOs.  NRC 21 

resolved the petition in 2008 and concluded that the 22 

2005 revision may have adversely affected some board-23 

certified professionals. 24 

  So we have the panel here and the 25 
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discussion point is that the basis for resolving the 1 

Ritenour Petition was that an attestation would be 2 

provided for grandfathered individuals.  However, 3 

removal of the attestation requirements for all 4 

certified individuals is under consideration.  And 5 

that's what we will be discussing here today. 6 

  FACILITATOR SALTER:  Thank you, Neelam.  7 

Our next speaker is Robert Dansereau and Robert was 8 

with us yesterday.  He's actually kind of a late fill 9 

in for Cheryl Rogers who was supposed to be here.  So 10 

we really appreciate him helping us out at the last 11 

minute.   12 

  Mr. Dansereau is currently the assistant 13 

director of the Bureau of Environmental Radiation 14 

Protection at the New York State Department of Health. 15 

 He has 18 years of experience in the regulation of 16 

radioactive material and x-ray equipment and 15 years 17 

of experience in nuclear chemistry and handling 18 

radioactive material under a broad scope research and 19 

development radioactive materials license. 20 

  MR. DANSEREAU:  Thank you.  As far as the 21 

attestation requirement for the board certification 22 

pathway, I support removal of the attestation 23 

requirement.  One point I considered was with the 24 

board was do we periodically review the board and how 25 
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they do their business, the training, examinations and 1 

so forth?  I'll use the example for New York State as 2 

we review radiologic technology schools.  We'll go and 3 

review the program, look at things like examinations 4 

and so forth, just to make sure things are current and 5 

meet the standards we would expect.  I do support 6 

removal of the attestation for the board certification 7 

pathway. 8 

  For the alternate path, it seems 9 

reasonable to retain the attestation requirement.  As 10 

I look in Part 35, I see under the certification 11 

pathway there's a requirement for examination by the 12 

board and so forth.  I don't see that in the alternate 13 

pathway.  So I think it's reasonable to retain that. 14 

  As far as allowing residency program 15 

directors to provide attestation, I think that makes 16 

sense, but we need to know, have some assurance that 17 

they have indeed arrived at a consensus with all those 18 

preceptors involved in the training.  And how they go 19 

about doing that is not clear to me.  So I think 20 

that's something to consider. 21 

  As far as grandfathering, I say here 22 

remove the attestation requirement.  I think I'm open 23 

to that.  I should have said open to that suggestion. 24 

 I would really like to hear some more discussion from 25 
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folks here today. 1 

  We do support, in general, the idea of an 2 

extension for all board-certified individuals.  I 3 

think we really need to accommodate those who had been 4 

inadvertently affected by the current rule.  One 5 

benefit of that would be, as I see in New York State, 6 

to reduce the shortage of authorized medical 7 

physicists able to practice in the State.  And that's 8 

short and sweet.  That's all  I have.  Thanks. 9 

  FACILITATOR SALTER:  Thank you.  Our next 10 

speaker is Dr. Pat Zanzonico.  And he is currently a 11 

member and attending physicist at Memorial Sloan-12 

Kettering Cancer Center and serves as co-head of the 13 

Center's Nuclear Medicine Research and Small Animal 14 

Imaging Laboratories and the chairman of the Committee 15 

on Radiation.  Dr. Zanzonico also serves on the 16 

special contributing faculty of the Sloan-Kettering 17 

graduate school.  He received his Ph.D. in Biophysics 18 

from Cornell University and currently serves as a 19 

member of the NRC's Advisory Committee on Medical Uses 20 

of Isotopes and as a consultant to the International 21 

Atomic Energy Agency. 22 

  DR. ZANZONICO:  Good morning, everyone.  23 

In case you're wondering what country this accent 24 

comes from it's from Brooklyn, New York.  So I think 25 
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part of the reason I'm on the program is to provide 1 

some local flavor. 2 

  This slide just reiterates what was just 3 

said and my presentation is quite short and hopefully 4 

to the point.  And of course, it deals with the 5 

questions that are on the table at the moment, the 6 

first of which is should the NRC eliminate the 7 

attestation requirement for individuals seeking 8 

authorized status via the board certification pathway? 9 

 And there are a number of ancillary questions related 10 

to this for recognized boards, currently recognized 11 

boards, regardless of the date of NRC recognition of 12 

the board and those dates of recognition are available 13 

on the NRC website, and for otherwise grandfathered 14 

individuals.   15 

  My opinion, and although I'm not speaking 16 

officially for the ACMUI, I think the consensus 17 

opinion of the ACMUI is that the answer to all of 18 

these is yes, that the appropriate adjudicator of 19 

one's professional competency in a particular field is 20 

one's peers in that field as embodied by the specialty 21 

boards, the certification boards.  And that's really 22 

regardless of the date of board recognition.  That's 23 

really kind of an arbitrary marker in time in our 24 

opinion.  And the date of that recognition therefore 25 
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should not qualify or disqualify authorized status for 1 

diplomats of those respective boards. 2 

  And importantly, both the certification or 3 

if one was already listed on an NRC or agreement state 4 

license, those two points really affirm that one, an 5 

AU, an ANP, an AMP, really have already met all of the 6 

requirements for achieving the authorized status so it 7 

seems at the very least redundant to require an 8 

additional attestation once either an individual is 9 

already board certified, or they've already appeared 10 

on an NRC or agreement state license. 11 

  For the alternate pathway, should the 12 

attestation requirement be retained?  And who can 13 

provide that attestation?  And what are some of the 14 

relevant language of the attestation?  Well, I think 15 

the answer to the first question, again, is yes.  If 16 

one's credentials have not already been reviewed to 17 

the satisfaction of a regulator in a particular 18 

jurisdiction, whether it's the NRC or an agreement 19 

state regulator, then their credentials have not been 20 

approved.  So it makes sense that among the review of 21 

those relevant credentials for such an individual is 22 

attestation of their training and experience. 23 

  And we certainly agree that a residency 24 

program director or an authorized user, if that is an 25 
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individual other than the residency program director 1 

could provide such an attestation.  I think there's 2 

some unease with the possibility of an administrator, 3 

a non-clinical or non-technical individual providing 4 

such attestation as they're really not in a position 5 

to be familiar with an individual's technical or 6 

clinical training and experience.   7 

  But I think in terms of the language, it's 8 

important that whoever provides such attestation that 9 

they're really attesting to one's training, 10 

experience, residency in a particular department, in a 11 

particular institution, but they're not being asked to 12 

testify, so to speak, to one's competency.  I think 13 

that's a relevant point because individuals who may 14 

have been in charge, so to speak, at the time a 15 

particular individual was in training, may no longer 16 

be present at that individual -- and now you're 17 

putting their successes in a difficult position to 18 

testify or attest to one's competency of an individual 19 

with whom they have no direct interaction.  So I think 20 

the regulation should be worded such that the attester 21 

is being asked to attest not to competency, but as I 22 

say, to training, experience, time in residence in a 23 

particular program, at a particular institution. 24 

  Very short and sweet, and that is what I 25 
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have to offer at the moment and the subsequent 1 

discussion I'd be happy to entertain any questions.  2 

So thank you. 3 

  FACILITATOR SALTER:  Thank you, Dr. 4 

Zanzonico. 5 

  Our next speaker is Ralph Lieto and Ralph 6 

is currently a medical physicist and Radiation Safety 7 

Officer for the St. Joseph Mercy Health System in Ann 8 

Arbor, Michigan.  He received his bachelor and master 9 

of science in nuclear engineering from the University 10 

of Michigan.  And then completed a radiological 11 

physics residency at Henry Ford Hospital in Detroit, 12 

Michigan.  He has over 30 years of nuclear medical 13 

physics experience and radiation safety experience as 14 

a Radiation Safety Officer for a larger community 15 

hospital, medical center, and  broad scope medical 16 

programs. 17 

  DR. LIETO:  Thank you.  First of all, I'd 18 

like to thank the NRC on behalf of the American 19 

Association of Physicists in Medicine for having these 20 

workshops and especially allowing me to be up on the 21 

panel.  Hopefully, I'll provide some information that 22 

will allow us to discuss this subject a little bit 23 

farther. 24 

  The format of my presentation is going to 25 
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follow the questions that actually were presented in 1 

the Federal Register announcement of this workshop.  2 

So some of these may be a little bit redundant, but we 3 

felt on behalf of the AAPM that we wanted to address 4 

all the questions that the NRC was hoping to entertain 5 

during the workshop. 6 

  The first question is should the NRC 7 

eliminate attestation requirement for individuals 8 

seeking the authorized status via the board 9 

certification pathways?  The AAPM response is yes, 10 

that the AAPM has always been a strong proponent of 11 

eliminating the preceptor attestation ever since it 12 

was originally mandated by the Commission starting in 13 

2003.  It went into effect in the regulations over the 14 

strong objection of the various medical communities. 15 

  Should the NRC eliminate the attestation 16 

requirement for boards whose processes have been 17 

recognized by the NRC or an agreement state?  The AAPM 18 

response is yes, that the requirement of an 19 

attestation for board-certified individuals is 20 

redundant.  It creates an unnecessary paperwork burden 21 

and has yet to date demonstrated no added benefit from 22 

a health and safety standpoint. 23 

  Should the NRC eliminate attestation 24 

requirement for individuals grandfathered under 10 CFR 25 
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35.57?  The AAPM responds again yes, the requirement 1 

of attestation is redundant and an unnecessary 2 

paperwork burden and has demonstrated no added health 3 

or safety measures. 4 

  Should it eliminate the attestation 5 

requirement for all boards?  Again, the requirement 6 

for board-certified individuals is redundant and an 7 

unnecessary paperwork burden and again has 8 

demonstrated no added health or safety measures since 9 

its implementation. 10 

  For the alternate pathway, should the NRC 11 

amend the language of attestation requirements from 12 

the current text that states the individual "has 13 

received a level of competency to function 14 

independently" with some alternative text?  In the 15 

workshop language, there were two alternatives that 16 

were presented for consideration and the AAPM 17 

response, the phraseology quote level of competency 18 

needs to be removed. It's quite objectional.  It 19 

supports the alternative language of "has received the 20 

requisite training and experience in order to fulfill 21 

the radiation safety duties required by the licensee." 22 

  The next question was should it be the 23 

residency program directors representing a consensus 24 

of the program faculties and/or medical institution 25 
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administrators familiar with the applicant as being 1 

acceptable for providing a preceptor attestation?  The 2 

AAPM response is yes, if the attestation must be 3 

maintained for certain reasons.  It should recognize 4 

residency program directors as well as the authorized 5 

individuals for the same uses.  So in other words, an 6 

AU could attest for another AU, an AMP attest for an 7 

AMP, an Authorized Nuclear Pharmacist for a Nuclear 8 

Pharmacist and so forth. 9 

  Regarding the administrator, they may be 10 

quote familiar with an applicant, but it's unlikely 11 

that they're going to have the skill set needed to 12 

assess the individual's requisite skills to function 13 

independently.  So we would attest to the program 14 

directors, but not support the so-called institutional 15 

administrators. 16 

  We did have an added comment regarding the 17 

preceptor attestation.  We support allowing program 18 

directors attesting for applicants, but we wish that 19 

the NRC -- it's important for them to recognize that, 20 

the NRC that is, that the applicant may not only be an 21 

authorized user, but also an Authorized Medical 22 

Physicist coming out of a residency program or an RSO 23 

applicant coming out of a residency program.  And also 24 

that the directors of those respective programs, 25 
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regardless of the applicant type, may not be the 1 

authorized user for the same uses.  An example would 2 

be that you may have in the case of a medical 3 

physicist, you may have the situation where the 4 

program director is certified in  diagnostic 5 

applications, may not have been listed as an AMP, but 6 

he oversees the program residency for that -- or the 7 

AMP applicant and has the requisite knowledge to 8 

demonstrate that that individual has received the 9 

appropriate training and experience. 10 

  I'd like to address the Ritenour Petition 11 

next.  It's also called the AAPM Petition.  Ms. Bhalla 12 

has addressed some of the background already on this, 13 

but when this was noticed in the NRC and completed its 14 

60-day comment period, it received over 166 comments 15 

that were overwhelmingly in favor of granting the 16 

petition.  When the NRC issued its resolution on this 17 

in 2008 in the Federal Register, it recognized the 18 

validity of petition, but said it "will attempt to 19 

develop a technical basis to support rulemaking."  And 20 

we think that is really important that this goes 21 

forward at this point. 22 

  Ms. Bhalla, I think, has already pointed 23 

out that the AAPM petition has two components, that it 24 

be amended to recognize -- or Part 35.57 be amended to 25 
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recognize physicists certified either by the American 1 

Board of Radiology or the American Board of Medical 2 

Physics before the T&E implementation date of October 3 

of 2005 as being grandfathered to practice.  This 4 

change would be independent of whether or not the 5 

person was named on a license on or before that 6 

implementation date.   7 

  The second component of this was to 8 

recognize all diplomates that were certified in the 9 

boards that were listed in Subpart J before October of 10 

2005 and that whether they were listed on a license or 11 

not.  Now a couple of the reasons for issuing this or 12 

the petition going forward was that the NRC created a 13 

problem with the effective dates of board recognition. 14 

 And as a result of this, anybody who was not 15 

certified prior or excuse me, anyone certified prior 16 

to that date had to go through the alternate pathway 17 

if they were not already listed on a license.  And 18 

that's why I think there's that grandfathering 19 

reference that Ms. Bhalla referred to earlier.  It 20 

impacts all medical physicists for both applying as an 21 

RSO and an AMP.  And the problems that were created 22 

with the implementation date is that a new terminology 23 

was implemented.  AMPs did not exist before that 24 

implementation date.  I think the term was teletherapy 25 
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physicists, was the term that was used on the license. 1 

 So there was not this one exact correlation that 2 

existed. 3 

  And also, on NRC licenses and many 4 

agreement state licenses only one RSO is listed.  So 5 

even though you've had someone that was doing all the 6 

functions, had all the qualifications, if they were 7 

not listed on the license, they were not recognized 8 

and had to submit the alternate pathway. 9 

  The questions relating to the Ritenour 10 

Petition on grandfathering, should only AMPs and RSOs 11 

be grandfathered per the petition request?  The AAPM 12 

response is that no, while the AAPM cannot speak for 13 

the other professional organizations, it would 14 

strongly support grandfathering of authorized users 15 

and authorized nuclear pharmacists in addition to the 16 

AMPs and RSOs. 17 

  Should the NRC recognize all individuals 18 

certified by the boards that had been listed in the 19 

NRC regulations and had not been named on an NRC or 20 

agreement state license prior to the October 2005 21 

implementation date?  Yes, we would support this being 22 

done.  The NRC has forced individuals to seek approval 23 

via the time consuming and paperwork burden of the 24 

alternate pathway simply because they were not named 25 
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on a license at the time of their board certification, 1 

neither of which has been shown to be any health or 2 

safety issue. 3 

  If the NRC adopts the ACMUI petition 4 

recommendation to remove attestation requirements for 5 

all board-certified individuals, how should it proceed 6 

with the Ritenour Petition?  These are two separate 7 

issues.  There's a misconception that if the petition 8 

is granted, that the -- excuse me, that the 9 

attestation requirement goes away, that the Ritenour 10 

Petition is addressed and resolved and that is a total 11 

falsehood. 12 

  They are two separate issues.  The 13 

petition is recognizing boards that were -- excuse me, 14 

individuals that were board certified prior to a 15 

certain date which is October of 2005, regardless of 16 

whether an attestation is required or not.  Okay?  So 17 

the misconception is that removal of the attestation 18 

means that everybody is grandfathered doesn't go 19 

forth.  Okay? 20 

  Should the NRC require preceptor 21 

attestations for grandfathering of all individuals or 22 

no individuals under 10 CFR 35.57 or for only RSOs per 23 

the request?  No preceptor attestation should be 24 

required for any grandfathering of board-certified 25 
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individuals.  It's critical for the NRC to remedy the 1 

situation for qualified individuals.  Either AMPs, 2 

RSOs, AUs, ANPs have not been recognized because of 3 

the year of their certification.   4 

  And should the NRC require some other 5 

means other than attestation to be established as an 6 

acceptable record of performance?  Our response is 7 

that we're opposed to any added methods of 8 

documentation.  There's really been no other less 9 

burdensome means that has been suggested since the 10 

preceptor attestation requirement was vetted in the 11 

original rulemaking almost a decade ago.  So we don't 12 

think that there's really been anything that's been 13 

suggested that is better than, shall we say, what 14 

exists already. 15 

  Finally, the last comment that we have, 16 

added comment regarding the Ritenour Petition is again 17 

we encourage that all board-certified individuals be 18 

recognized regardless of their year of certification. 19 

 The NRC is the only agency that we know that 20 

evaluates "board processes of any medical board 21 

certification."  And we're very concerned what are the 22 

qualifications of NRC to "approve board processes"?  23 

Thank you. 24 

  FACILITATOR SALTER:  Thank you, Mr. Lieto. 25 
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 So now is the time when we ask the panelists to 1 

engage in an open dialogue.  This is really an 2 

opportunity for you to make comments, additional 3 

comments to the NRC, elaborate on anything in your 4 

presentations, ask your fellow panelists any questions 5 

that you think need further discussion to clarify.  6 

  And so I want to just throw it out to you 7 

all and you're welcome to bring up any particular 8 

issue, but just to get you started, referring to the 9 

Ritenour Petition, if attestation goes away, how would 10 

the NRC ascertain what an individual had practiced? 11 

  So I'll start with Mr. Lieto? 12 

  DR. LIETO:  I'm not quite sure if I'm 13 

understanding the point that you're trying to get at. 14 

 If an individual, say for example, is board certified 15 

by the American Board of Radiology and Therapeutic 16 

Radiation Medical Physics, then they should be 17 

qualified as an AMP to be listed on the license as an 18 

AMP. 19 

  If an individual is board certified and 20 

demonstrates appropriate training and experience to be 21 

an RSO on a license, that should be -- I want to say 22 

like a large medical program.  Probably maybe some 23 

people from the audience that are certified health 24 

physicists might want to respond to this, but I think 25 
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someone who has board certification in health physics 1 

and has medical training and experience, probably has 2 

the qualifications to be listed an RSO on a medical 3 

license. 4 

  I think the NRC has already established 5 

that AUs are appropriate for the 100, 200-type 6 

licenses for board certified in diagnostic 7 

applications, you know, either by the American Board 8 

of Nuclear Medicine or American College of Cardiology 9 

or Nuclear Cardiology for diagnostic uses and those 10 

applications.  So I think if they have the board 11 

certification, they've already demonstrated that they 12 

have the requisite training and experience from a 13 

health and safety standpoint. 14 

  FACILITATOR SALTER:  Dr. Zanzonico? 15 

  DR. ZANZONICO:  Yes.  I think no one is 16 

suggesting that attestation is not important and 17 

should not be a requirement for authorized status.  18 

The question is is there a need once an individual is 19 

board certified or has already been authorized on an 20 

NRC agreement state license, is there a need for 21 

additional documentation or attestation of the 22 

training and experience.  And I think that's where the 23 

collective objection lies. 24 

  I think everyone agrees there should be 25 
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peer attestation of an individual's training, 1 

experience and implicitly, if not explicitly, in their 2 

competency in a particular field and that's documented 3 

in spades by board certification and grandfathering.  4 

I think our point is there should not be the redundant 5 

need for attestation once those have been established. 6 

  FACILITATOR SALTER:  Mr. Dansereau, did 7 

you want to make a comment on that? 8 

  MR. DANSEREAU:  Well, with respect to the 9 

boards for the authorized users, I see in the 10 

regulation that there's a requirement for an 11 

examination.  I'm looking at 35.190, .290, .390, which 12 

is pass, this is .190, "pass an examination 13 

administered by the diplomates of the specialty board 14 

that assesses knowledge and competence and radiation 15 

safety, radionuclide handling and quality control." 16 

  So I think that really passing that 17 

examination, assuming that it's a fair examination, 18 

somewhat challenging, at least a fair examination is 19 

all that's needed to fulfill requirements.  I don't 20 

think we need the attestation. 21 

  FACILITATOR SALTER:  Neelam, I'm just 22 

going to give you an opportunity to address that or 23 

ask a clarifying question? 24 

  MS. BHALLA:  Going back to the AMP issue, 25 



 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 

 1323 RHODE ISLAND AVE., N.W. 

(202) 234-4433 WASHINGTON, D.C.  20005-3701 www.nealrgross.com 

 36

it's back before 2005.  AMP was not in our regulation 1 

and when an individual needed to be listed on a 2 

license, there was a process.  NRC would review that 3 

individual's credentials and then that's how that 4 

person was named on the license.  Now if somebody was 5 

boarded say many, many years ago, then the regs say 6 

that this individual should be -- where it is not well 7 

versed, but be familiar what the -- suppose somebody 8 

wants to be an HDR physicist and the RSO -- and the 9 

person had been an RSO way back when.  There is no way 10 

need to know how this individual or how are we going 11 

to ascertain this individual that was certified way 12 

back when because right now the requirement says that 13 

the person should be familiar with or actually be well 14 

versed in what the modality that they are going to be 15 

using.   16 

  So with the attestation, we have somebody 17 

who's vouching for this individual and that's the 18 

reason AAPM had put forward in the petition request 19 

that they would provide attestations for the RSOs.  So 20 

if that goes away, we are actually looking for what 21 

else, what can we use to make sure that this person is 22 

current in his knowledge and is able to fulfill these 23 

requirements. 24 

  FACILITATOR SALTER:  Dr. Zanzonico? 25 
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  DR. ZANZONICO:  I think one issue is that 1 

-- I can't speak for all the boards, but I believe 2 

there's an increasing trend among the boards to 3 

satisfy continuing education requirement to maintain 4 

board certification.  So the point of that is to 5 

address the issue you're raising, not just for 6 

regulatory purposes, but more importantly for sound 7 

practice purposes that individuals, board certified in 8 

a particular field, maintain currency, maintain 9 

competency in current and new procedures, so forth and 10 

so on. 11 

  So I think that issue as well is addressed 12 

by board certification because there are objective 13 

metrics of continuing education that if they're not 14 

addressed, individuals are at risk of losing their 15 

board certification.  So I think that issue is 16 

addressed by that, plus the fact that if an individual 17 

is hired to perform a certain job, the entity at 18 

greatest risk is the hospital or clinic hiring that 19 

individual, more so than a regulatory agency.   20 

  But I think more to the point, I think the 21 

increasing requirement for documenting continuing 22 

education by the boards addresses a currency of one's 23 

training and competence in a particular field. 24 

  FACILITATOR SALTER:  Well, we have a 25 
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question from the audience and I'm going to go ahead 1 

and allow it just because we seem to have a lot of 2 

time for the panel discussion and this may spur that. 3 

  MR. LICKERMAN:  My name is Tobias 4 

Lickerman.  I work for the New York City Office of 5 

Radiological Health in the Radioactive Materials 6 

Section and we recently amended our health code, 7 

Article 175, radiation control, to incorporate Part 8 

35.  It was a pretty good job.  And training and 9 

experience, in particular, is called compatibility.  10 

It has to be essentially incorporated as is from the 11 

Nuclear Regulatory Commission.  And they do have one 12 

comment on the medical physicist qualification.  I 13 

don't think that section was particularly well 14 

written.   15 

  The medical physicist qualification 16 

section I felt was, as I said, not well written, and I 17 

felt overly specified, particularly as it concerns the 18 

board qualified medical physicist.  It's overly 19 

specified.  To be board certified, the physicist has 20 

to be -- must hold a degree and then to establish his 21 

qualifications, he must present his evidence of boards 22 

and separately show that he has a degree.  And then 23 

his preceptor must attest to the fact, I believe, that 24 

he has a board, but certainly show that he has a 25 
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degree.  So three times he must show that he has a 1 

degree implicitly through his boards, explicitly 2 

through showing the degree separately, and in his 3 

attestation requirement, the attestor has to state 4 

that he has a degree.  5 

  Maybe the attestor also has to state that 6 

he has boards.  I'd have to go back and check that.  7 

And I think that section really needs to be cleaned 8 

up. 9 

  The medical physicist forms, 301.  One can 10 

very clearly check that and download it.  It's clearer 11 

than the section in Part 35, but anyone can look it up 12 

and verify everything I'm saying.  And if and when the 13 

board certification requirement is to be relaxed and I 14 

think it really does need to be, that section really 15 

should be cleaned up.  So that's my limited statement 16 

about -- for starters. 17 

  That section is not well written and very, 18 

very, very over specified, certainly in that manner 19 

and possibly in others. 20 

  FACILITATOR SALTER:  Thank you.  Do you 21 

want to give me your card or are you going to come 22 

back later?  Is that for now?  Your blue card.  23 

Thanks. 24 

  All right, so Mr. Lieto, I'm going to ask 25 
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you to kind of get in on this discussion. 1 

  DR. LIETO:  I would agree that I think 2 

that the attestation is redundant for someone who is 3 

board certified.  Providing the credentials of their 4 

board certification has demonstrated that they have 5 

the requisite knowledge as it relates to radiation 6 

safety and patient safety in the performance of their 7 

duties.  That's part of the training and experience to 8 

become board certified. 9 

  I think that the attestation requirement, 10 

I guess I would like to ask NRC staff that might have 11 

experience with this, what added benefit has delaying 12 

anything to get attestation demonstration that if the 13 

attestation requirement was not there?  Would it have 14 

changed anything in terms of other than simply having 15 

another thing that had to be completed in order to put 16 

the authorized individual on the license that was not 17 

already in that information of the board certification 18 

or in the application for the training and experience 19 

form that has to be completed for the various aspects. 20 

  FACILITATOR SALTER:  I don't know, Neelam, 21 

if you wanted to respond to that or if that's a follow 22 

 up or later? 23 

  MS. BHALLA:  I just want to get a 24 

clarification on that.  Is that your question, in 25 
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general, why we brought attestations into the 2005 1 

rule? 2 

  DR. LIETO:  I know quite well why it was 3 

brought in.  Okay, the reason was was that the 4 

Commissioners wanted it in there and it was objected 5 

to along the line completely by the ACMUI and also by 6 

the various medical radiological communities, 7 

organizations.  And the reason it's there is because 8 

"the Commissioners wanted it there."  So I know why 9 

it's there. 10 

  MS. BHALLA:  Okay, so what's the question 11 

now?  I'm not too sure I understood now the question. 12 

  DR. LIETO:  I guess I didn't have a 13 

question.  Well, my question was to just NRC staff in 14 

general, since this rule or requirement has been in 15 

place, has it shown any added benefit in shall we say 16 

catching unqualified individuals, raising questions 17 

about the qualifications of individuals or do they 18 

really think that this improves the process of 19 

demonstrating that an individual is qualified for what 20 

they're applying on a license, whether it's an 21 

authorized user, an authorized nuclear pharmacist or 22 

an AMP, whatever. 23 

  FACILITATOR SALTER:  I don't want to put 24 

you on the spot, if that's not something you have the 25 
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information to respond to or it could just be a 1 

statement about something to consider in the future is 2 

what has the impact been of this, but I'll let you 3 

just -- 4 

  MS. BHALLA:  Yes, for the board-certified 5 

individuals, the fact that we did do the paper to the 6 

Commission and Commission did agree on in the SRM that 7 

I had mentioned, so clearly now the direction of the 8 

Commission is to go ahead and relax the attestation 9 

requirements for the boarded individuals and so 10 

clearly the staff is moving forward in that direction. 11 

  In the meantime, from 2005 to now, if this 12 

has added anything, any benefit as such, I could defer 13 

that to our staff that implements the Part 35 14 

regulations, but other than that, we have -- the 15 

Commission has agreed on, so we are going to take care 16 

of this relaxation.  But the question does still go 17 

back to if we take away the attestations for all 18 

boarded people regardless of when they were boarded, 19 

do we -- how do we ascertain that those individuals 20 

are still -- they have their know-how and so on.  21 

  I could give one of the proposals myself 22 

which we believe that if we do the recentness of 23 

training, and that says that if your training was 24 

obtained before more than seven years ago, then you do 25 



 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 

 1323 RHODE ISLAND AVE., N.W. 

(202) 234-4433 WASHINGTON, D.C.  20005-3701 www.nealrgross.com 

 43

have to provide documentation on continuing education. 1 

 So that's one of the avenues that we as the 2 

regulators we would have and by the time this rule is 3 

done, I think it will be seven years for most of the 4 

applicants.   5 

  But for the audience, the question and for 6 

the panel is is there something else, licensure, would 7 

that be a good perhaps a proposal?  And that's for the 8 

panel. 9 

  FACILITATOR SALTER:  Mr. Dansereau, did 10 

you want to comment on recency of training as one way? 11 

  MR. DANSEREAU:  I just wanted to comment 12 

on licensure.  In New York State there is licensure 13 

requirement for medical physicists and I don't think 14 

there are many states that have that requirement.  15 

There may be one or two others.   16 

  The recentness of training, yes, that's 17 

going to become an issue as we're almost six years 18 

into the current rule.  I was going to bring that up 19 

as a question, how will we deal with that?  I don't 20 

have answers.  I have the question. 21 

  FACILITATOR SALTER:  Dr. Zanzonico, do you 22 

want to comment? 23 

  DR. ZANZONICO:  I think one issue to bear 24 

in mind is a regulation or law, enforceable or not. 25 
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And I think one issue that comes up is that hopefully 1 

medicine and technology will continue to progress and 2 

new technologies, new methods, new techniques will be 3 

introduced in radiology and radiation oncology, 4 

etcetera, etcetera. 5 

  So requiring attestation at what amounts 6 

to an arbitrary point in time assuming that affirms 7 

one's competency in a particular set of techniques, 8 

etcetera, etcetera, it doesn't go forward.  What 9 

happens 10 years from now, 20 years from now, 30 years 10 

from now as technology continues to progress, is this 11 

sort of attestation going to be needed to be updated 12 

periodically and it strikes me that it becomes, it 13 

just becomes logistically intractable that what the 14 

board certification affirms in addition to the 15 

continuing education issue or I think it probably lies 16 

not in regulatory review is a basic skill set and a 17 

basic knowledge that allows board-certified 18 

individuals to maintain current competency, but not 19 

technique by technique competency.  And I think that's 20 

appropriate.   21 

  And really, the only practical way of 22 

approaching this, otherwise, it just becomes an open-23 

ended situation where in principle almost year by 24 

year, etcetera, one could be seeking some sort of 25 
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attestation or affirmation of new technologies as 1 

they're introduced and it just seems impractical. 2 

  FACILITATOR SALTER:  Mr. Lieto? 3 

  DR. LIETO:  Well, to answer Ms. Bhalla's 4 

question about licensure, and as Mr. Dansereau pointed 5 

out, it's an individual state responsibility, so 6 

requiring a licensure, although probably most medical 7 

physicists would support that.  It's a state-by-state 8 

action implementation. 9 

  Recentness of training, I think, probably 10 

is going to be an appropriate thing to ask for.  As 11 

she pointed out that by the time this rule gets 12 

becomes effective, it's probably going to be a couple 13 

years off even from here, so you're going to be going 14 

past the seven year time period anyhow as far as 15 

recentness of training. 16 

  But I think it would be nice if that's the 17 

area that needs to be going in that we come up with 18 

some way that is not going to be an undo paperwork 19 

burden where if this t isn't crossed or if this i 20 

isn't dotted, that it's going to delay people getting 21 

named on the licenses and so forth.  So I would think 22 

that would probably be a reasonable thing to expect of 23 

individuals that want to be approved on to a license, 24 

other board certification route. 25 
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  FACILITATOR SALTER:  Neelam?  You look 1 

like you're -- 2 

  (Laughter.) 3 

  MS. BHALLA:  So that's one of the ways and 4 

basically we were -- we are here to actually hear if 5 

there are any other ideas from the members of the 6 

public and that's -- and earlier you all said or some 7 

of you said it's great to have these workshops and 8 

it's great for us, too, for the staff to hear from the 9 

panelists as well as from members of the public. 10 

  FACILITATOR SALTER:  All right, so when we 11 

get to the public comment period, if anybody has 12 

alternative ways or wants to comment on this 13 

particular idea or offer other ideas, we'll be looking 14 

for that. 15 

  Mr. Lieto? 16 

  DR. LIETO:  I'd like to just add an 17 

addendum to my earlier statement about recentness of 18 

training.  I think the proviso is that as long as the 19 

documentation is not essentially documenting the 20 

alternate pathway, I think that would be the 21 

acceptable way to go. 22 

  FACILITATOR SALTER:  Dr. Zanzonico? 23 

  DR. ZANZONICO:  Just to reiterate, I have 24 

no objections and I think it's perfectly appropriate 25 
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to document recentness of training, but I think just 1 

as in the case of initial board certification where 2 

one's professional peers are the appropriate 3 

adjudicator of competency, I think they remain so in 4 

terms of recentness of training.  So I would think 5 

that the continuing education requirements for board 6 

certification addresses that and certainly if an 7 

individual's board certification lapses because of not 8 

satisfying a continuing education requirement, then 9 

their eligibility for authorized status lapses as 10 

well.  But I think, you know, for purposes of internal 11 

consistency and others, that the recentness of 12 

training stipulation which is very reasonable like 13 

original training lies with the boards or should lie 14 

with the boards. 15 

  FACILITATOR SALTER:  I'm going to go to 16 

Mr. Dansereau because I think during your presentation 17 

you had a couple of areas where you said you'd like to 18 

hear some more dialogue.  I had made a note on your 19 

slide where you talked about the residency directors 20 

describing the process used to arrive at consensus of 21 

the involved preceptors.  I'm not sure if that was the 22 

particular area, but if there's something you'd like 23 

to open a discussion on, I'd like to welcome you to do 24 

that. 25 
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  MR. DANSEREAU:  This is one area I'm not 1 

familiar with is how would the residents see program 2 

directors come about arriving at a consensus?  And I 3 

just again without being familiar with how they 4 

operate the program, how would they do that?  Should 5 

there be a mechanism -- if we go ahead with the rule 6 

that says the program director can essentially provide 7 

the attestation, what -- how do we put that in the 8 

rule that they have to demonstrate how they're going 9 

to do that?  I just don't -- again, I just don't know 10 

how it works. 11 

  FACILITATOR SALTER:  Mr. Lieto? 12 

  DR. LIETO:  Well, I've never been a 13 

program director, but generally my understanding is I 14 

know there's several in the audience that probably can 15 

answer this question much, much better than I and 16 

probably would need their input.  But basically these 17 

are, shall we say, sort of principles that direct the 18 

individual's training.  I mean their rotations and 19 

where they rotate, where they trained, all these 20 

records are kept.  They get each of their rotations 21 

are reviewed and goes into their student file, if you 22 

will; their performance on the various subject matters 23 

and so forth. 24 

  And I think an attestation, at least as 25 
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far as the subject matter we're talking about, on 1 

issues of radiation safety and protection, I think an 2 

attestation that they've been trained in subject 3 

matter X, Y, and Z and performed satisfactorily and 4 

would be basically what you would want.  But I 5 

wouldn't want to put that in regulatory space into the 6 

specifics, but basically I would think that if you had 7 

an appropriate forum and that they do it right now 8 

with the alternate pathway, where you attest that this 9 

individual has demonstrated satisfactory performance 10 

and has the requisite knowledge in this subject matter 11 

that was addressed in their training. 12 

  FACILITATOR SALTER:  Dr. Zanzonico? 13 

  DR. ZANZONICO:  I think the details may 14 

differ from institution to institution, but for 15 

example, for an authorized user, there are in-service 16 

exams given at predetermined points during one's 17 

training, residency or fellowship.  There was 18 

certainly evaluation forms provided by the chief of 19 

each service that a user rotates through during their 20 

residency or fellowship.  So there is documentation.  21 

  And I think qualitatively they're similar 22 

among different training institutions.  Again, they 23 

may differ in detail, but I think it would -- that 24 

would be the basis for a program director or whomever 25 
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for documenting that an individual has had the 1 

appropriate training and experience. 2 

  I mean, for example, in terms of the 3 

physics training for nuclear medicine residents, I 4 

sign off that they have 200 hours of the required 5 

training in physics and radioisotope handling and 6 

mathematics and that goes into the file, etcetera, 7 

etcetera.  There's similar letters or documents, as I 8 

said, for each service chief in terms of a program.  9 

There's an in-service exam as well.  So I think 10 

there's more than adequate objective metrics of 11 

satisfactory training that a program director could 12 

consult in credibly signing off on a prospective 13 

authorized user. 14 

  FACILITATOR SALTER:  Mr. Dansereau? 15 

  MR. DANSEREAU:  I think you're talking 16 

about training experience.  I think the Commission is 17 

looking for -- that question of a competency 18 

statement.  That's the piece.  I was wondering how 19 

that would work because the residency programs are 20 

already laid out, what the training components are, 21 

but it's that statement. 22 

  DR. ZANZONICO:  Yes, I don't -- that's 23 

problematic because I mean one of the problems, of 24 

course, is that an individual may be seeking an 25 
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attestation from an institution they trained at years 1 

ago where the individuals who were personally involved 2 

in their training are no longer there.  And there has 3 

to be a reasonable mechanism to address that 4 

likelihood.   5 

  That's why I say I think the language for 6 

the attestation should be that one is attesting to 7 

one's training, experience, time in residence at a 8 

particular institution and not specifically for 9 

competency.  I think that becomes an intractable issue 10 

if that language is required and I'm not sure it's 11 

entirely appropriate because again, they're going to 12 

take a board certification exam which will have 13 

multiple oral parts -- I'm sorry, multiple written 14 

parts as well as an oral part and that really, I 15 

think, is the most reliable metric of competency.  And 16 

that the institution, the program director, whoever, 17 

is attesting to the nature and the duration, etcetera 18 

of training and experience, but not specifically 19 

competency. 20 

  FACILITATOR SALTER:  Mr. Lieto? 21 

  DR. LIETO:  I was going to echo Dr. 22 

Zanzonico's comments about competency.  What we want, 23 

and I think it was also presented in the slide, is 24 

what we want to do is attest that the person has 25 
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obtained the requisite training, experience about 1 

radiation safety and radiation safety requirements to 2 

function independently.  That's the only thing that 3 

the individual can attest to.  Competency, as Dr. 4 

Zanzonico pointed out, is a very difficult thing to 5 

attest to by someone's training because I mean they 6 

could be quote competent at Time A and then the next 7 

day things happen and they're no longer competent.  8 

But their training and experience that can be very 9 

well documented, very well attested to, and also I 10 

wanted to point out that very often or I should say 11 

very often, but in many circumstances, the training is 12 

not obtained at just one site.   13 

  This training could be obtained under 14 

individuals that are geographically quite separate 15 

from where the program director is physically located. 16 

 So it's not like these people are under the same 17 

building and so forth.  But they can through the 18 

methods that Dr. Zanzonico referred to, document that 19 

that person has received that training and experience 20 

under that individual. 21 

  FACILITATOR SALTER:  I think we're getting 22 

some comments from the webinar.  I thought Gretchen 23 

was going to read them, but I don't know.  Maybe she's 24 

giving them to Ms.  Bhalla.  They're clarifications on 25 
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something? 1 

  MS. BHALLA:  One of the questions that I 2 

saw is basically again one is from NRC staff again 3 

that the basis of granting Ritenour Petition was that 4 

attestations would be provided for the individuals who 5 

were not named on the license because -- so that came 6 

from NRC staff.  I said that's what we are discussing. 7 

 So I don't know if there are any more questions 8 

besides this one, if there are other questions. 9 

  FACILITATOR SALTER:  So it's the question 10 

of competency, the statement attesting to an 11 

individual's competency.  I'm hearing that the board 12 

certification should be sufficient to do that.  I 13 

think there was a lot of consensus, it seemed, around 14 

that language.  I know that was one of the questions 15 

in the Federal Register.  So I'm just going to go back 16 

to Ms. Bhalla and ask if there are any other questions 17 

you wanted to pose either on that or something else 18 

before we wrap up the panel discussion. 19 

  MS. BHALLA:  Well, this discussion on the 20 

actual wording of the attestor, basically, NRC has 21 

taken that also under consideration and when that 22 

paper was submitted to the Commission with relaxation 23 

of attestations, so the paper does discuss about the 24 

concern that ACMUI presented to the Commission about 25 
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the wording of the competency as such so the paper 1 

does talk about it.   2 

  And in our rulemaking efforts we would be 3 

looking into that since competency, that word ACMUI 4 

requested that we remove and Commission has said -- 5 

has gone along with that.  Then what would be the more 6 

appropriate wording which would still satisfy NRC's 7 

needs in the sense that we would still like somebody 8 

who is well versed in radiation safety aspects and 9 

therefore we would be, of course, training, their time 10 

and experience would be coming in there from the 11 

alternate pathway.  And what exactly the wording would 12 

be we would be providing that in our proposed rule 13 

stage and that would be another opportunity for 14 

everyone to make comments on if it meets NRC's needs 15 

and also it's not onerous on the applicants. 16 

  FACILITATOR SALTER:  Mr. Dansereau. 17 

  MR. DANSEREAU:  Just going back to the 18 

attestation for the present program directors, you 19 

know, if an individual completes the residency 20 

program, then what added value would you have for an 21 

attestation that just says they received all the 22 

training and experience?  I mean the attestation -- my 23 

understanding was to mean that some level of 24 

competency is there.  So would you be suggesting 25 
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perhaps that if someone completed a residency program, 1 

evidence of that alone is sufficient? 2 

  Again, I don't see the confirmation of the 3 

training experience as being an attestation.  It's 4 

just a confirmation of completion of the program. 5 

  FACILITATOR SALTER:  Dr. Zanzonico? 6 

  DR. ZANZONICO:  I guess the point is 7 

that's all you can ask for.  I mean it almost strikes 8 

me, I'm not a lawyer, thankfully, but it seems that if 9 

you're asking an individual, a named individual, to 10 

sign off on competency, it almost implies some legal 11 

exposure should the individual they're attesting to 12 

subsequently be involved in some medical/legal 13 

litigation because you said this person was competent, 14 

clearly, they made such and such an error which harmed 15 

the patient, so you're as culpable as the individual 16 

performing the procedure. 17 

  I just think it's an excessive burden on 18 

an attestor to attest to competency.  All one can do 19 

is attest to, as I said, training, experience, time in 20 

residency, and competency is demonstrated by the 21 

board.  I mean an individual can have completed 22 

residency requirements and be quote unquote board 23 

eligible and not pass the boards.  And that means that 24 

they're not competent.  So as I said, I think asking 25 
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for attestation of an individual's competency is an 1 

undue and really unreasonable burden on an 2 

institutional official. 3 

  FACILITATOR SALTER:  I am going to move us 4 

into the public comment period because it's that time 5 

and I do have a number of audience members who want to 6 

comment.  And again, this will continue to be a 7 

dialogue with the panel as the audience either asks 8 

for clarification or post additional comments or 9 

questions to the panel. 10 

  So I'm going to get started with right 11 

here to my left and I'll just give you the microphone 12 

so you don't have to walk across the room.  And I'm 13 

going to let you introduce yourself because I'm not 14 

sure how to pronounce your last name. 15 

  DR. ARRIGHI:  Thank you.  I'm Dr. Jim 16 

Arrighi.  I'm both a program director in cardiology 17 

and here also as a representative from the 18 

Certification Board for Nuclear Cardiology.  But let 19 

me just start with a couple quick comments about as a 20 

program director since that was the most recent thing, 21 

but I'm just speaking as an individual program 22 

director on behalf of myself in that regard. 23 

  I agree with, I think, with the gist of 24 

the comments being made.  As a program director, we're 25 
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used to basically be vouching for individuals who have 1 

come through our program.  We're supposed to be 2 

monitoring the totality of the experience of training. 3 

   As an individual, I may have expertise in 4 

one particular area of cardiology, but I'm signing off 5 

on experiences in cardiac catheterization, nuclear 6 

cardiology, echocardiography.  That's my job is to 7 

make sure I monitor the totality of the experience 8 

based on the training guidelines that are put forth by 9 

the various professional societies. 10 

  And I think that the language that we 11 

usually sign off at the end is something to the effect 12 

the person at that time when they're graduating the 13 

program is able to function independently.  That 14 

language, I think, is used also within the ACGME 15 

language.  And the other function is that we usually 16 

are the ones that sign off on the individual so that 17 

they qualify for the boards, whatever board exams, 18 

board certification exams for the individual. 19 

  Years later, of course, we may sign off 20 

that the person was in our program, but we don't have 21 

-- we can't have any other way of assessing how their 22 

professional career has gone over the time since they 23 

left the training program.  And in that sense, I think 24 

certification then becomes important.  25 
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  So I could just then briefly switch gears 1 

to my role as a representative of the Certification 2 

Board for Nuclear Cardiology.  I basically agree 3 

fully.  It doesn't seem to be like there's that much 4 

difference of opinion among the panel.  I agree 5 

completely with the comments of Dr. Zanzonico, Mr. 6 

Lieto regarding their presentations and the slides.  I 7 

think the process of certification in nuclear 8 

cardiology and in other fields, as I know it, has been 9 

rigorous.  It has been grounded in NRC policies and at 10 

the same time evolves dynamically with the field of 11 

practice in medicine. 12 

  Currently, all new candidates who are -- 13 

all new candidates who are qualified to sit for the 14 

boards have to be trained in accredited training 15 

programs which adds another layer of oversight.  The 16 

recentness of training issue is a bit difficult 17 

because in some ways I think recentness of training 18 

could be important.  On the other hand, the 19 

certification process, when the individual sits for 20 

the board at that time, they either pass or fail the 21 

exam with all the relevant information that is 22 

current, encompassed in that exam.  So I think 23 

generally in the board certification arena, recentness 24 

of training is reasonable, but with a fairly liberal 25 
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window. 1 

  And finally, just a comment on maintenance 2 

of certification which now the days of just speaking 3 

about certification are over.  Now maintenance of 4 

certification is an essential part of the field in all 5 

of the practice of medicine.  The process for the CBNC 6 

is similar to that of other areas, but basically 7 

involves licensure, documentation of licensure, 8 

continuing medical education, and documentation of a 9 

certain level of practice within the field.  So it's a 10 

pretty, it's a pretty rigorous process so that if 11 

maintenance of certification is maintained, the public 12 

could be assured that that person is functioning at 13 

the level that we would all want them to go. 14 

  FACILITATOR SALTER:  Thank you.  I'm going 15 

to now go to Dr. Herbert Mower who had a couple of 16 

comments he wanted to make. 17 

  DR. MOWER:  Card one, card two or both? 18 

  FACILITATOR SALTER:  Both. 19 

  DR. MOWER:  It was raised the question of 20 

licensure for medical physicists.  There are currently 21 

four states which do have licensure, Texas, some way 22 

out state called New York, Florida, Hawaii.  There are 23 

bills before the state legislatures and things are 24 

looking very positive that we will soon be adding 25 
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Pennsylvania and Massachusetts to that. 1 

  Relative to training and experience and 2 

continuing education, something which has been around 3 

for a while and hasn't quite made it through yet has 4 

been reintroduced just recently about a week ago on 5 

the floor of the United States House of 6 

Representatives is the CARE bill.  And this does 7 

require if and when, and hopefully it's when and not 8 

if, the Secretary of Health and Human Services will 9 

require all states to establish some kind of a program 10 

which will require that those who are involved with 11 

radiation and people must demonstrate training and 12 

experience.  And there's also a continuing education 13 

thing in there so that's a way of knowing the people 14 

are keeping up with their training and experience. 15 

  Relative to residency programs and 16 

consistency between programs, one of the questions 17 

which was raised by one of the panel members, at least 18 

in medical physics all such programs, both residency 19 

and the graduate training programs receive CAMPEP  20 

accreditation and they have certain guidelines which 21 

must be followed for this.  And this accreditation is 22 

renewed every so many years so that programs are kept 23 

up to date to make sure that they are keeping up with 24 

what's currently going on.  So there is consistency 25 
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amongst the programs. 1 

  And also in medical physics, we have a 2 

professional society of program directors for such 3 

programs who meet on a regular basis to evaluate each 4 

other's programs, see who is doing what and continue 5 

to go forward.  So that's how we keep up in medical 6 

physics with what's going on and that should be more 7 

than enough to alleviate any questions which any 8 

regulatory organization might have relative to 9 

competency, quality, uniformity of programs. 10 

  FACILITATOR SALTER:  Is that both cards? 11 

  DR. MOWER:  Both. 12 

  FACILITATOR SALTER:  I'm just going to go 13 

back to the panel briefly and if there's any comments 14 

on anything you heard from our first audience members. 15 

  Dr. Zanzonico? 16 

  DR. ZANZONICO:  I think it just echoes 17 

certainly what Ralph and I have been saying, namely 18 

that where responsibility, so to speak, does and 19 

should lie in any professional field, especially a 20 

medically-related field is with the practitioners in 21 

that field, namely the certification boards.  And I 22 

think it's been amply demonstrated that they have and 23 

continue to do a more than adequate job, really a very 24 

good job in documenting not only initial competency, 25 
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but continuing education and so forth.  As I said, I 1 

think those comments just reflect that reality. 2 

  FACILITATOR SALTER:  I'm going to ask Dr. 3 

Malmud to come up to the microphone to make his 4 

comment.  And after that, we'll go to Robert Stanton 5 

and Gary Williams and then Frederic Fahey.  6 

  Again, if you would like to comment and 7 

you have a card, just raise your hand, I'll come by 8 

and collect it. 9 

  DR. MALMUD:  Thank you.  Leon Malmud, 10 

Temple University, and I currently chair the ACMUI. 11 

  I believe that there are two issues that 12 

we're discussing.  One is training and the other is 13 

documentation of the training, so that the NRC can be 14 

satisfied that the public good is being cared for. 15 

  I don't know how we can do a better job 16 

than the American boards do of training. Therefore, 17 

what we're hearing almost with clear unanimity is that 18 

if the board says a person is trained, the person is 19 

trained.  And the NRC should be willing to accept 20 

that. 21 

  It becomes the responsibility of the 22 

training program director to make certain that the 23 

curriculum within the training program satisfies the 24 

needs for competent patient care.  And that is the 25 
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case in radiology, in cardiology, in nuclear medicine 1 

and in radiation oncology.  I'm certain it's also true 2 

for the boards in physics. 3 

  So I think if we can agree that board 4 

certification is adequate, that should reassure the 5 

NRC and should reassure the public.   6 

  There is another issue though and that is 7 

between the time a trainee completes his or her 8 

training, and is eligible for board certification, 9 

there may be a two-year gap.  And at that time that 10 

trainee who wanted to assume RSO status, for example, 11 

would need an attestation statement from the 12 

individual who is responsible for his or her training 13 

to fill in in the absence of the board certification. 14 

So that should be something that's easy to obtain 15 

because it's simply a statement on the part of the 16 

training program director or the RSO under the 17 

training program director that the person has received 18 

the adequate fund of knowledge and has shown the 19 

ability to function independently. 20 

  The other issue is a matter of the AMP 21 

status and that seems to be the one that's a little 22 

fuzzy.  Before we get to that, the issue of when a 23 

person received training has been an issue which has 24 

been discussed frequently at the ACMUI.  And what I'm 25 
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hearing is that it should be irrelevant, that if the 1 

person received training even a long time ago and is 2 

maintaining CME or MOC status that that's sufficient. 3 

 We accept that in the medical world.  The NRC should 4 

accept it as well. 5 

  To ask more is to ask for a bureaucracy 6 

which will produce no net gain, but that's up to the 7 

Commissioners.  But I'm not hearing a single 8 

expression of any opposition to that approach.  The 9 

area that remains cloudy for me is the AMP status.  10 

I'm not sure we've really gotten to the bottom of that 11 

discussion and I would hope that in the course of the 12 

rest of the session that we hear more clarification 13 

about the AMP status.  I think we understand the AU, 14 

Authorized User status, the RSO status.  Those are 15 

traditional discussions and we pretty much clarified 16 

those.   17 

  AMP seems to be a different animal for 18 

some reason because it's recent, I suspect.  So there, 19 

perhaps we need some firm guidelines that we can 20 

present as members of the public to the ACMUI and to 21 

the NRC Commissioners that would clarify the status of 22 

the AMP. 23 

  With regard to the word competency, it has 24 

been rejected by the boards.  We cannot attest to 25 
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competency.  We can attest to the trainee having 1 

received the requisite fund of knowledge.  I may be 2 

competent today and by some medical happenstance be 3 

totally incompetent tomorrow and my training director 4 

cannot attest to my competency when he or she can't 5 

see me.  So I think the word competency should be 6 

struck.  We've heard it -- I've been hearing it for 7 

about six years now.  Everyone opposes the word 8 

competency and the NRC should hear that clearly, 9 

loudly, and with unanimity, unless there is dissension 10 

within this group from either a member of the public 11 

or someone else.  But competency is a word that we 12 

find difficulty with as program directors, as 13 

residency training programs, or as chairs of 14 

departments.  Those are my comments. 15 

  FACILITATOR SALTER:  Thank you.  Our next 16 

speaker is Dr. Stanton, and I would remind you to 17 

introduce yourself with your full name and any 18 

affiliation. 19 

  DR. STANTON:  I'm Robert Stanton.  I'm a 20 

consultant physicist in South Jersey Hospital.  It's 21 

one of my places.  And I want to just give an example 22 

of a recent experience we had in initiating a high 23 

dose rate program at that institution where we had two 24 

board-certified physicians, one of whom was very 25 
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experienced in low-dose rate brachytherapy and the 1 

other had experience in a very limited area of high-2 

dose rate brachytherapy.  And one physicist who had 3 

extensive experience in many areas of low-dose rate 4 

brachytherapy, was certified by the American Board of 5 

Radiology before the 2005 cutoff and was an RSO and 6 

was better at doing her job than most physicists that 7 

I know. 8 

  And the hoops that she had to jump through 9 

to get, finally get from her agreement state, the 10 

permission to be an AMP, through the alternate pathway 11 

because of the time limitation on certification which 12 

is why I'm speaking in favor of amending.  One of the 13 

things that she was initially supposed to supply was 14 

her college transcript from her master's program and I 15 

said that they couldn't get the concrete tablets 16 

through the mail probably.  Stone tablets document it. 17 

 But anyway, what she ended up submitting was 18 

continuing education credits through the AAPM online 19 

education which I know are very useful, but also very 20 

limited in accuracy of attesting to one's competency. 21 

And I agree that competency may not be what we want to 22 

do.  She was eventually approved for this.   23 

  Other hoops we had to jump through was 24 

getting at attestation for these well-trained 25 
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individuals from local institutions where they could 1 

actually get some practice in this new technique they 2 

wanted.  Two institutions refused to sign an 3 

attestation although they were perfectly willing to 4 

have the individuals work with them to learn the 5 

techniques, because they felt that there would be a 6 

legal liability if they signed a letter that could get 7 

them in trouble down the road.  I had no such 8 

limitation because I can't be sued as much as a 9 

hospital so I did sign for the AMP that recently was 10 

approved. 11 

  On a separate issue though, once I am an 12 

AMP for HDR, I have zero competence and zero knowledge 13 

on gamma knife.  But if I apply for that, if I somehow 14 

went to an institution that had a gamma knife, I think 15 

I should have an attestation of my training in that 16 

field.  But there are two different areas for training 17 

on the application for an AMP:  one is your alternate 18 

pathway general understanding, that is, the substitute 19 

for a current board certification; and the other is in 20 

the section on training actually applied to the 21 

technique that you're going to have.  Where an 22 

attestation of competency is not required, but just a 23 

listing of training, that is critical and that should 24 

not be lost. 25 
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  Those are my comments. 1 

  FACILITATOR SALTER:  Thank you, Dr. 2 

Stanton. 3 

  Any comments?  Dr. Zanzonico. 4 

  DR. ZANZONICO:  Can I clarify?  So you're 5 

endorsing a requirement for attestation for new 6 

technique that an individual might want to perform or 7 

be involved in? 8 

  DR. STANTON:  It depends what attestation 9 

says.  I'm for someone saying yes,  you actually did 10 

learn this stuff.  The use of the word competency I 11 

hear from the discussion is one that I don't 12 

necessarily want to endorse. 13 

  DR. ZANZONICO:  So let's for argument's 14 

sake say it's an individual who already has authorized 15 

status and is board certified, for example.  So if 16 

they were going to be involved in a new procedure, 17 

like the example you gave, then you would endorse the 18 

need for formal attestation of that new technique? 19 

  DR. STANTON:  That's the way I started 20 

before the last discussion.  And I hadn't really 21 

changed my mind, but I'm open to thinking about it. 22 

  FACILITATOR SALTER:  Thank you.  We are 23 

now going to go to Gary Williams, then Frederic Fahey 24 

and then James Pierno.  And I can bring the microphone 25 
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over.  And then after that we have some comments from 1 

the webinar and that will probably be all the comments 2 

we can accommodate for this session. 3 

  MR. WILLIAMS:  Thank you.  I'm Gary 4 

Williams with the Veterans Health Administration.  5 

We're a master materials licensee who does permitting 6 

actions to approve RSOs and authorized users and other 7 

persons on permits that we issue to our VHA 8 

facilities. 9 

  I would be opposed to the current 10 

attestation requirements in the hundreds of permitting 11 

actions that we've done.  We've seen no value in going 12 

through that cumbersome effort in order to get someone 13 

to give us a piece of paper which perhaps has not the 14 

value that you would expect it to have.   15 

  For perspective, I am a AAPM member and I 16 

have a graduate degree in medical physics, so just 17 

because someone said a therapy physicist was trained 18 

and could be an RSO really wouldn't mean a lot to me. 19 

 I think that the more important effort in order to 20 

approve an RSO especially a therapy physicist to be a 21 

general RSO for an entire facility really should be 22 

placed on the burden of the NRC license reviewer and 23 

for my case the permit reviewer, the agreement state 24 

reviewer, to look at it on a case-by-case basis and 25 
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make an informed judgment.   1 

  An arbitrary requirement that someone 2 

signed something and then you say they're approved, I 3 

think begs the question of the responsibility of the 4 

licensing or permitting agency in doing a good-faith 5 

attempt to make sure that person really is competent 6 

not only technically, but also to establish and run a 7 

management oversight program such as a radiation 8 

safety program. 9 

  So again, my summary comment is I'm 10 

against the attestations and all those statements 11 

because we have not seen any value to those for the 12 

hundreds that we've done. 13 

  FACILITATOR SALTER:  Thank you.  Frederic 14 

Fahey.  I just remind you to introduce yourself and 15 

your organization if there is one. 16 

  DR. FAHEY:  I'm Fred Fahey.  I'm a nuclear 17 

medicine physicist from Children's Hospital Boston, 18 

but I'm also the president-elect, the Society of 19 

Nuclear Medicine. 20 

  And with respect to the Society of Nuclear 21 

Medicine, I'm aware and in favor and support the 22 

elimination of attestation for both the certified and 23 

grandfathered pathways as discussed this morning by 24 

Mr. Lieto and Dr. Zanzonico. 25 
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  I also support retaining attestation for 1 

those using alternate pathway with attestation by 2 

either the residency directors or in other cases by 3 

authorized users or AMPs or ANPs or RSOs when they can 4 

attest to the appropriate training of those 5 

individuals and the experience of those individuals. 6 

  On a personal note, I have a gray, white-7 

enough beard that I'm not sure recentness of training 8 

certification is the only criteria that should be 9 

used.  Someone who has been recently certified as 10 

opposed to me who was certified 20 years ago and have 11 

20 years' experience, I think I still would bring 12 

something to the job.  And no matter when you decided 13 

that someone was an appropriate AMP or authorized user 14 

or RSO, that would still be one point in time.  If a 15 

new technology was introduced a year from now, I don't 16 

think that the NRC would not be in the place to say 17 

well now we have to attest again.  It would still be 18 

only one point in time as you move forward from there. 19 

So whether it's one point now or when you were 20 

certified 20 years ago, it's still a point in time. 21 

  FACILITATOR SALTER:  Thank you.  Next we 22 

have James Pierno. 23 

  MR. PIERNO:  My name is James Pierno.  I'm 24 

the Chief Medical Physicist at St. Joseph's Regional 25 
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Medical Center and RSO there as well.  I've been a 1 

medical physicist for almost 20 years, an RSO for 15. 2 

 And I'd like to start my comments by saying that I 3 

really want to echo what Dr. Stanton is saying about 4 

currentness of training, about experience in a 5 

procedure.  And I'll give you a very simple example. 6 

  In my facility, there are three physicians 7 

throughout the whole system that are willing to 8 

administer Iodine-131.  It may be a little off topic, 9 

but -- two of them refuse to do it, even though 10 

they're on the license and we have one physician that 11 

is going to be retiring soon.  And we're having a 12 

tremendous problem getting other physicians (a) 13 

interested in doing it because they don't want to go 14 

through the preceptor statement.  They don't want to 15 

go through the attestation.  So that's a big problem 16 

on one side. 17 

  The other problem is let's say we try to 18 

get them approved.  Their training may not be current 19 

to what we have.  So if we go to a different pathway, 20 

let's say we just say you're board certified, so 21 

therefore you're qualified to do this procedure.  I 22 

and my assistant here can tell you that just in that 23 

one procedure, we know they're not qualified because 24 

they haven't had the recentness of training.  They're 25 
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not current on the new rules.   1 

  Some of the people when they were in 2 

training think that everybody still has to be 3 

hospitalized.  They don't know that you can release 4 

them.  They don't know the criteria for the release.  5 

They're not familiar with the new regulations as far 6 

as even telling people that if you go into Manhattan, 7 

you could be checked.  Give them a card that says 8 

they've been administered radioactive material.  So 9 

that's one thing. 10 

  I'd also like to echo on the point where 11 

you talked about having a medical physicist or a 12 

physician added to do an HDR.  Granted, most of them 13 

probably are doing that now, but the point to the 14 

gamma knife is really well served.  Just because 15 

you're an expert or a perceived expert or qualified to 16 

do an HDR doesn't mean that you have expertise to do 17 

gamma knife. 18 

  So I'm not proposing that we review 19 

everyone with a fine-tooth comb.  I don't say that I 20 

have the answers.  What I will say is in the real -- 21 

out in the clinic when you try to implement this and 22 

you try to enforce the rules, the requirements and add 23 

people, it's very, very difficult to determine -- I 24 

don't want to use the word competency, because I know 25 
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that's been a big word, but I know everyone up here 1 

has had this same dilemma.  Just because someone has 2 

the certification or can get you the paperwork, does 3 

that mean that they're qualified if they haven't done 4 

this?  And I'll give you a further example. 5 

  I leave my hospital tomorrow.  I get a 6 

great job.  I leave for Hawaii.  The administrator in 7 

my hospital knows a retired physicist who's been on a 8 

license, been qualified.  And in the '70s, he's got 9 

the omnibus ABR certification, all areas because in 10 

the '70s they were doing that.  It was easier to get. 11 

 It was a time when essentially you could get 12 

grandfathered for that as well before they were given 13 

the test.  So he's got all that stuff.  So they call 14 

him up and they say hey, we're in a bind.  We need an 15 

RSO.  He submits his paperwork.  Guess what happens?  16 

It's accepted.  State of New Jersey now takes it, 17 

doesn't give it a second look.  Is he qualified?  18 

Well, if he's been retired for ten years does anybody 19 

say here that he has the modern knowledge to be an RSO 20 

or an AMP?  These are the things that we're facing. 21 

  Another point.  My colleague here is going 22 

to be board certified next year.  He could stand up 23 

and tell you that when he's board certified, if you 24 

change the rules, he's not going to be qualified to 25 
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step into my shoes and be the RSO.  He knows it.  He 1 

could be an assistant RSO.  He could be an RSO with 2 

some type of outside help, but as a stand-alone, just 3 

based on ABR and three years' experience in the field, 4 

that doesn't seem to make sense. 5 

  Again, I'm not proposing that we make the 6 

rules more stringent because I've also been in the 7 

same case where you have qualified individuals and 8 

they need to jump through hoop after hoop after hoop, 9 

provide transcripts, provide training and that doesn't 10 

seem to be appropriate, but a lot of times that seems 11 

to me to be the person who is reviewing what you've 12 

submitted, they don't have a clear indication of the 13 

person's credentials, so I almost think we need to 14 

become Solomon-like here and how we're going to do it. 15 

 Because there really are two sides to this story.  I 16 

know the AAPM's position is that we just get rid of it 17 

and meaning that if you have board certification, you 18 

should be able to do this.  And I agree to an extent 19 

with that. 20 

  Someone like myself or to a lesser degree 21 

him, let's say for it to be an authorized medical 22 

physicist, yes, you're right.  If you've had recent 23 

training and you've worked with competent people -- I 24 

won't use the word competent -- experienced people, 25 
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and you've received all the training you need, 1 

certainly.  But Radiation Safety Officer or even 2 

adding certain authorized users, or the example that I 3 

gave about somebody that's retired, these are kind of 4 

loopholes that they do happen every day.  I see them. 5 

 Sometimes I'm called to help these people.  I'm 6 

speaking of this retired person who is called to a 7 

place.  It's a real situation and then he reaches out 8 

frantically to people like myself and says oh my God, 9 

they do HDR here.  What do I do?  Or they have an I-10 

131 program.  I don't know, should we hospitalize 11 

these people?  Where do they go?  These are things 12 

that happen and there's no way of knowing because 13 

there's no requirement for again, attestation, or 14 

current experience of their knowledge of what the 15 

responsibilities they're echoing.  16 

  So I'll close with again saying I don't 17 

think that we should have onerous requirements, but at 18 

the same time we've got to thoroughly review the 19 

people that we're putting forward to make sure that 20 

they really are able to do the tasks that we're 21 

licensing for.  Thank you. 22 

  FACILITATOR SALTER:  Thank you.  I see Dr. 23 

Malmud wants to make a comment so we'll do that and 24 

then I'll give the panelists a chance and then we'll 25 
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go to the webinar and close out. 1 

  DR. MALMUD:  Leon Malmud again.  I believe 2 

that the last speaker's comments are extraordinarily 3 

relevant because you point out two things.  And the 4 

most important element is that the decisions with 5 

regard to patient safety and treatment are made 6 

locally.  They're made in the institution.  They may 7 

be made by mechanisms which are not common to all of 8 

us because each of our institutions differ somewhat in 9 

its staffing and services rendered. 10 

  So what we have is a problem in that the 11 

NRC is extraordinarily concerned about the public 12 

safety.  We as clinicians are concerned about both 13 

safety and the provision of the service.  The NRC is 14 

also concerned about the provision of the service.  15 

What they're looking for is some documentation that's 16 

a guideline for us, some minimum requirements to 17 

assure the public safety.  18 

  What we are looking toward as clinicians, 19 

the other hat, is to provide the service without 20 

unnecessary documentation.  But I think we all agree 21 

that for those who are board certified that certainly 22 

is an indication of a level of competence -- excuse me 23 

-- 24 

  (Laughter.) 25 
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  -- a level of sufficiency and training, 1 

sufficiency and training to be able to provide the 2 

service.   3 

  It doesn't relieve us, as individuals, as 4 

you point out, from providing that service in a safe 5 

manner with people that we individually assume the 6 

responsibility for in allowing them to treat our 7 

patients.  That doesn't disappear.  And one of the 8 

risks we have mentally, but not actually, is that if 9 

too much authority is taken centrally by the NRC, then 10 

we wipe our hands, we wash our hands of any 11 

responsibility.  That's not the case.  We still have 12 

the responsibility.  It's always the patient, the 13 

patient, the patient.  That's what drives us, whether 14 

we're physicists, pharmacists, or physicians or other 15 

professionals.  That responsibility is ours. 16 

  What the NRC would like to know, and now 17 

I'm wearing my other hat, is can we establish some 18 

baseline to assure the public that errors will not 19 

occur that are preventable.  And I think that what 20 

we're hearing, if I hear you all correctly, is that 21 

board certification is certainly a beginning and it 22 

should be accepted by the NRC.   23 

  The responsibility for what happens in our 24 

own departments is still local.  Judgments are still 25 



 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 

 1323 RHODE ISLAND AVE., N.W. 

(202) 234-4433 WASHINGTON, D.C.  20005-3701 www.nealrgross.com 

 79

local.  You may find that you have a person who is 1 

qualified to be the AU by documentation, but you know 2 

is not qualified to provide that service and you may 3 

have someone who is not qualified on paper, but is a 4 

qualified individual.  If you're there, you have to 5 

supervise the two, make sure the services provided by 6 

the competent individual under the direction of the 7 

person who is actually certified to provide, but can't 8 

provide himself or herself.  That responsibility is 9 

still ours as the clinicians.  So that's where logic 10 

comes in and concern for the patient. 11 

  So I think what we're struggling with is 12 

the need to assure the public that if safety is being 13 

cared for and at the same time to remind ourselves 14 

individually, it's still our responsibility and we 15 

know what is best in terms of what's safe to provide 16 

the patient the service the patient needs.  So we're 17 

not relieved of that.  As you point out very 18 

eloquently, it's still local and I think we can 19 

achieve that.  I'm wondering about this gap.  You 20 

know, I think the American Board of Radiology will not 21 

allow for certification until two years after 22 

completion of residency under the new program.  Am I 23 

correct? 24 

  Is someone here from the ABR?  I think 25 
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that's the case.  So we're going to have a large 1 

number of trainees who are competent, but do not have 2 

board certification in hand yet.  It would take two 3 

years.  And for them, attestation would be it.  And 4 

for the alternate pathway, it's attestation.  But 5 

please, if anything comes out of this, it should be 6 

that everyone believes that board certification should 7 

be accepted when it's available.  And that eligibility 8 

from board certification, which is not an official 9 

status, needs documentation.  We'll call it an 10 

attestation. 11 

  The responsibility though is always local, 12 

no matter what the rules say.  The rules, as any of us 13 

who have been in the service knows sometimes, the 14 

military service, sometimes you have to go around the 15 

rule in order to achieve the goal, as long as you're 16 

not going too far off the mainstream and you achieve 17 

the goal. 18 

  So our responsibility is still local.  And 19 

I don't think NRC wants to take that away from us.  20 

It's not their goal.  It's not their goal.  I've 21 

worked with the staff for eight years and I appreciate 22 

their approach which is a different approach from the 23 

approach of a clinician, but it is not an attempt to 24 

seize control. 25 
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  FACILITATOR SALTER:  Thank you.  I know 1 

we're running a little behind schedule.  And I'm going 2 

to get you on your break, but I did want to just close 3 

out with some of the comments. 4 

  We may have a couple of questions from the 5 

webinar that we might not be able to address right 6 

now, but I'm going to ask Gretchen to go ahead and at 7 

least -- I think most of them are comments, but even 8 

if they're questions, we'll try to work them in later. 9 

  MS. RIVERA-CAPELLA:  So I'm just going to 10 

start with the comments and then we can get to the 11 

questions later. 12 

  The first one is from Alan Jackson from 13 

Henry Ford Health Center.  And his comment is the 14 

original Ritenour position improperly omitted 15 

reference to the American Board of Health Physics 16 

certification, the certified health physicist -- and 17 

that's the end of that sentence -- Since all of the 18 

certification boards have professional ethics 19 

requirements certified individuals already need to 20 

constrain their scope of practice to work in which 21 

they are competent.  That's the end of his comment. 22 

  The next comment will be from the same 23 

person.  And he says recentness of training should be 24 

assumed if a person keeps their certification active.  25 
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  Third comment from Zoubir Ouhib from Boca 1 

Raton Regional Hospital.  I fully support the idea of 2 

using appropriate training for each modality as a tool 3 

to support the qualification of each individual.  This 4 

applies to all individuals.  Technology is evolving 5 

too fast and at the same time more and more complex.  6 

The statement “to all individuals” means to all 7 

individuals performing that procedure. 8 

  The next comment will be from Lynne 9 

Fairobent from AAPM.  In fact, the boards have stated 10 

that they do not test for competency but a body of 11 

knowledge at the time of the examination.  This is in 12 

the record from the initial rulemaking and 13 

presentation to NRC.  That's the end of the comments. 14 

  So reading the questions, this is kind of 15 

a question/comment idea.  And this from Zoubir Ouhib, 16 

Boca Raton Regional Hospital.  How do you address the 17 

issue of an individual that has completed a training 18 

program at an institution, but has not been exposed to 19 

certain modalities within brachytherapy, i.e., APBI or 20 

prostate HDR?  This individual should receive approved 21 

and documented training from the manufacturer or 22 

qualified training center. 23 

  And the next question will be from Noel 24 

Geier from Froedtert Health Community Memorial 25 
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Hospital and his question is I have been an RSO for 1 

the last 25 years at a medical facility.  I am a 2 

board-certified nuclear medicine technologist by 3 

training.  I believe there are many other RSOs in 4 

similar situations.  Would we be able to be 5 

grandfathered onto another person's license?  And 6 

that's the end of the questions and comments from the 7 

webinar. 8 

  FACILITATOR SALTER:  Thanks.  I think 9 

maybe except for that last question we kind of touched 10 

on and addressed most of those, but just very quickly 11 

before we close this session I just, if the panel has 12 

heard something on the webinar that they were really 13 

wanted to respond to, I will let you do that. 14 

  DR. ZANZONICO:  I think the issue of 15 

vendor training for new procedures was mentioned and I 16 

just want to take that as an opportunity to really 17 

endorse Dr. Malmud's comments altogether.  No one is 18 

arguing with the point that individuals who are going 19 

to perform or be responsible for new procedures 20 

require the appropriate training and so forth. 21 

  The question is who is responsible for 22 

quote unquote approving that training?  And I think 23 

Dr. Malmud's position and mine is that it should not 24 

lie with regulators, but with the local institution 25 
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and you know, there's an issue of professional ethics, 1 

professional standards, plus in hospitals, anyone who 2 

has worked in a hospital, there's conference after 3 

conference after conference.   4 

  There's layer of approval over layer of 5 

approval over layer of approval for new procedures.  6 

There's delineation of privileges forms that need to 7 

be reviewed and approved so forth and so on.  So I 8 

think built into current medical practice is more than 9 

enough documentation and so forth for approval of new 10 

procedures and that's where it should remain and not 11 

with regulators.  And I think that's our point. 12 

  FACILITATOR SALTER:  Mr. Lieto? 13 

  DR. LIETO:  Yes, two points I wanted to 14 

address.  One was brought up by Mr. Pierno regarding 15 

representation of individuals when they're submitting 16 

their credentials.  I think the assumption is that and 17 

I think it's a valid assumption that you're presenting 18 

your credentials appropriately.  And if an individual 19 

is presenting his credentials for modalities or for 20 

functions that they do not have the expertise or their 21 

expertise and training has lapsed, that's really 22 

inappropriate.  And I think that's a separate issue 23 

altogether. 24 

  And that's something that's going to be 25 
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almost impossible to catch is if someone misrepresents 1 

themselves to either a regulatory body or to an 2 

institution as far as their credentials go.  And 3 

hopefully, nothing bad happens and things progress as 4 

they should, but still that's, I think, a separate 5 

issue from what we're trying to address here. 6 

  I think regarding the question of new 7 

modalities and training, I think the point that needs 8 

to be understood is that board certification does 9 

provide a requisite basis of knowledge and information 10 

for addressing whether that person is qualified and so 11 

forth.  For example, if an individual is going to look 12 

at doing microspheres, Y90 microspheres and this is a 13 

new modality.  Technically, some people would say this 14 

is a brachytherapy.   15 

  I think anybody in the nuclear medicine 16 

community would look at it as a radiopharmaceutical 17 

from a radiation safety and hazard standpoint.  So 18 

would a nuclear medical physicist who has expertise in 19 

various radiopharmaceutical therapies be qualified to 20 

have the basis of the training and knowledge to get 21 

this new modality training and experience?  And my 22 

answer would be yes, although I think there might be 23 

some people that might want to address this from a 24 

different perspective.  But I think that the issue is 25 
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that board certification in the appropriate area 1 

provides those individuals with the requisite 2 

knowledge and training on which to step into these new 3 

modalities and technologies as they come along the 4 

line. 5 

  FACILITATOR SALTER:  All right, thank you 6 

very much.  I know I've eaten into about ten minutes 7 

of your break but I thought that the discussion 8 

warranted that and we could close this topic out and 9 

especially address some of the comments on the 10 

webinar.  So with that, we're going to take a break 11 

and I'm going to cut it by five minutes and ask you to 12 

come at 11:05 and hopefully, we'll make up those other 13 

five minutes in the next presentation. 14 

  So next we'll be talking about Associate 15 

Assistant Radiation Safety Officers on medical 16 

license.  If you would like to make a comment on this 17 

topic, please fill out a blue card and you can hand it 18 

to me.  Thanks. 19 

  (Whereupon, the above-entitled matter went 20 

off the record at 10:40 a.m. and resumed at 11:07 21 

a.m.) 22 

  FACILITATOR SALTER:  All right.  Welcome 23 

back.  We are getting ready to start our discussion on 24 

Topic 3, Naming Associate Assistant Radiation Safety 25 
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Officers on NRC Medical License. 1 

  The NRC staff has asked me to remind 2 

everyone here that for the rest of the day, actually 3 

for the whole meeting, but particularly for these last 4 

few topics, the NRC is in the early stages of the 5 

rulemaking process.  They are here to reach out to 6 

stakeholders, to get input to improve that rulemaking 7 

process. 8 

  So as Neelam goes through the 9 

presentations and gives you the background 10 

information, she's hoping to hear from you about how 11 

we move forward, or how the NRC moves forward from 12 

this point on.  Not necessarily to defend what has 13 

been done in the past, or you know, to get down into 14 

that level of discussion, but really to get your input 15 

on where we go from here. 16 

  It's a wonderful opportunity that is being 17 

provided to everyone to provide that input, and it 18 

will definitely improve the rulemaking process, as the 19 

proposed rule begins to be developed.  So I just want 20 

to remind everyone of that, and Neelam's kind of on 21 

the spot for the rest of the day, but I'm sure she'll 22 

do fabulously.   23 

  I've already introduced Ms. Bhalla, but 24 

her bio is in your packet.  So without any further 25 
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delay.  Again, if you would like to make a comment, 1 

just fill out a blue card, wave it around, try to get 2 

my attention, or you can raise your hand when we get 3 

to the public comment section, and I can come around 4 

and get your blue cards.  All right.  With that, I'm 5 

going to turn it over to Ms. Bhalla. 6 

  MS. BHALLA:  Good morning again.  So the 7 

third topic is Naming Associate or Assistant Radiation 8 

Safety Officers on NRC Medical Licenses.  Again, these 9 

acronyms, you have seen it many times already, so I'll 10 

just move forward.  A little bit about the background. 11 

 The regulations require licensees to appoint an RSO, 12 

who agrees in writing to implement the radiation 13 

safety program. 14 

  535, as it stands now, does not allow more 15 

than one permanent RSO on each license.  Some time 16 

ago, ACMUI expressed concern about naming only one 17 

person as the RSO, and ACMUI believed that it was 18 

contributing to a shortage of RSOs.   19 

  In its support, ACMUI believed that naming 20 

more than one RSO would increase the RSO pool, duly 21 

recognize the qualified individuals, and allow the 22 

licensee to quickly appoint an RSO if the named RSO 23 

leaves.  So with this proposal, we have some 24 

questions, and these we are calling as discussion 25 
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points.  1 

  So the NRC's considering amending Part 35 2 

to allow licensees to name either associate or 3 

assistant RSOs on the license.  So these are our 4 

discussion points and we would like to hear from you. 5 

 Should the qualifications be the same as the RSO? 6 

  So I'm going to just stop at this one here 7 

right now, because we would like to hear from you as 8 

to what you think should the qualifications be for 9 

this additional individual, whatever we may want to 10 

call it, and we'll come to that as well, that 11 

discussion. 12 

  But please give us your thoughts on what 13 

the qualifications should be for this additional or 14 

assistant or associate RSO. 15 

  FACILITATOR SALTER:  All right.  I'm going 16 

to ask Dr. Mower to come up.  He wants to make a 17 

comment on this. 18 

  DR. MOWER:  Herbert Mower from AAPM, and 19 

I'm easily confused.  You referred on your slide that 20 

presently, regulations only allow one permanent RSO.  21 

Would you please tell me what other types of RSOs 22 

there are presently besides a permanent RSO, because I 23 

am not familiar with the term, and that there are 24 

other flavors of RSOs. 25 
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  MS. BHALLA:  Yes.  The regulations, they 1 

allow a temporary RSO.  But for the temporary RSO, in 2 

the regulations what's currently allowed is that there 3 

could be multiple RSOs, depending on their 4 

qualifications.  So suppose you have somebody who has 5 

expertise in the HDR, then you could have -- 6 

temporarily, you can appoint somebody for those 7 

responsibilities. 8 

  You could have somebody who's an expert 9 

in, expertise in Iodine-131 treatment.  So you could 10 

have that RSO, that person named, so that in the 11 

temporary situation, the regs allow for multiple RSOs, 12 

but not as a permanent RSO.  So that's the 13 

differentiation here. 14 

  FACILITATOR SALTER:  All right.  Next we 15 

have Gary Williams, and actually I'm going to come 16 

over with the microphone.  And again, if you could 17 

state your name and your organization, so we can get 18 

it for the transcription. 19 

  MR. WILLIAMS:  Gary Williams, Veterans 20 

Health Administration.  My recommendation would be 21 

that the qualifications not be exactly the same.  If 22 

they were, that would probably preclude a pool of 23 

perspective RSOs, I think, with the assistant or 24 

associate or whatever category you'd come up with.  25 
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There should be a method whereby we could establish a 1 

pathway to increase our pool. 2 

  So the overall goal should be continuity 3 

of health care, someone who could step in, at least on 4 

an interim basis, but not necessarily be fully 5 

qualified to be the permanent RSO.  That would give us 6 

a pathway and an opportunity to develop a pool of 7 

people who could become RSOs on a permanent basis. 8 

  Veterans Health Administration has 120 9 

permittees, 120 RSOs, and we are under constant 10 

pressure to try to maintain continuity of care and 11 

have continuous RSO coverage.  It's very, very 12 

difficult to find a fully qualified person who we 13 

could put into the assistant category.  But if we had 14 

some leeway to develop someone by giving them that 15 

title, I think, would be very beneficial. 16 

  FACILITATOR SALTER:  Thank you.  I just 17 

also want to remind folks, when you fill out the blue 18 

card, you don't have to put anything in the comments 19 

section if you don't want to.  We really are just 20 

looking for your name and organization.  So our next 21 

comment is from Dr. Pat Zanzonico. 22 

  DR. ZANZONICO:  Yes.  Pat Zanzonico, 23 

Memorial Sloan-Kettering.  I would endorse the idea of 24 

an associate and an assistant RSO, and up to now, I 25 
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thought the qualifications should be the same as the 1 

RSO, so that they could transition seamlessly into the 2 

RSO position, in the event that the actual RSO left. 3 

  Of course, there would still need to be a 4 

named, a single named individual as RSO, who together 5 

with the authorized user would be responsible for 6 

radiation safety compliance.   7 

  But the point that was made, just made, is 8 

very well taken, that perhaps the  assistant RSO or 9 

associate RSO, the name is unimportant, could be a 10 

board-certified health physicist, or could be, could 11 

have the RSO-eligible designation on their 12 

certificate. 13 

  So that even though they might not board-14 

certified at the moment, they would have otherwise met 15 

all the requirements, so that they could step in, 16 

let's say, seamlessly on a temporary basis, but still 17 

with a pathway towards becoming a full-fledged RSO.  18 

  I also want to, since we're speaking about 19 

RSOs, and I don't know if there will be another 20 

opportunity over the course of today to raise the 21 

issue, one of the questions in the Federal Register 22 

notice of this meeting was whether authorized users, 23 

authorized medical physicists, nuclear pharmacists, 24 

could serve as an RSO. 25 
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  I'll just state my personal position, 1 

which also can either be dropped or pursued.  Namely 2 

that for a hospital or really any site other than a 3 

private practice office or a single application office 4 

-- I'm thinking of something like a single 5 

practitioner in nuclear cardiology or endocrinology 6 

office, that the designation of RSO eligible on the 7 

certificate would be required for a non-board-8 

certified health physicist that is for an AU, AMP or 9 

ANP, to serve as an RSO in a hospital, as I say, other 10 

than a private office site. 11 

  But that I think it's important to 12 

maintain the practice that in a single practice office 13 

as a nuclear cardiology, endocrinology office, that 14 

the authorized user could serve as the RSO, even 15 

without RSO eligibility on their respective 16 

certificate. 17 

  The other issue I wanted to raise in this 18 

connection, and again, I don't know if it's the 19 

appropriate time to raise the issue or not, is whether 20 

in a hospital or non-private practice setting, an RSO 21 

needs to be in residence, because I think an issue has 22 

arisen, where companies, for example, are offering 23 

radiation safety services, up to and including 24 

providing an RSO for multiple hospitals. 25 
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  Implicit in that is that the RSO would not 1 

be in residence.  My personal feeling is that for such 2 

 a complex setting, where you would have 3 

brachytherapy, nuclear medicine, nuclear cardiology, 4 

that it's really advisable to have an RSO in 5 

residence.  It doesn't necessarily mean that a person 6 

could not cover more than a single institution, 7 

especially amongst several affiliated institutions. 8 

  But I think that's fundamentally different 9 

from one individual covering dozens of hospitals 10 

potentially, in a city or a region.  The latter, I 11 

would think, is inadvisable.  So I know I broadened 12 

the discussion, but I just wanted to raise those 13 

issues, in case they were not going to be addressed 14 

otherwise. 15 

  FACILITATOR SALTER:  Okay, thank you.  16 

Next I have James Arrighi. 17 

  DR. ARRIGHI:  Jim Arrighi from 18 

Certification, Board of Nuclear Cardiology.  I'm not, 19 

which I'm more speaking just as an idea.  When I heard 20 

part of the intention of perhaps an associate RSO, if 21 

it's to groom, you know, the next RSOs, then in terms 22 

of the qualifications and looking at the list, my 23 

thought would be most should be the same, but relax 24 

the requirement for the experience, years of 25 
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experience, in anticipating that those would be, you 1 

know, the person doesn't have that much experience, 2 

but they're being groomed for the position. 3 

  So those requirements might be looked at 4 

the same.  Those would be the ones, in my view, that 5 

could be adjusted. 6 

  FACILITATOR SALTER:  Thank you.  Any other 7 

comments on this question?  Do we have anything from 8 

the webinar?  We have one.  Okay.  Let's go to Mr. 9 

Lieto.  Oh, I'm sorry, and then we'll go to the 10 

webinar. 11 

  DR. LIETO:  Could you cite the regulation 12 

that says that that you're only allowed one RSO on a 13 

license? 14 

  MS. BHALLA:  It doesn't say in 535 15 

anywhere that there will be only one RSO.  But when 16 

you look at the Statements of Considerations from 17 

2002, there's very clearly stated.  So that's where 18 

the policies usually are written up.  It very clearly 19 

says that a Part 35 license shall have -- maybe they 20 

didn't use the word "shall," but it said will have one 21 

RSO. 22 

  So it is a policy issue, and in Part 35, 23 

further when you read, it says "The licensee shall 24 

appoint an RSO who would agree in writing to," and 25 
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then there are a list of responsibilities.  So with 1 

those indications, it's quite clear that NRC's looking 2 

for one RSO who will be responsible for all those 3 

responsibilities. 4 

  So therefore, although Part 35 explicitly 5 

does not say licensees are not authorized to name more 6 

than one, but from the -- when you read these 7 

Statements of Consideration, it's very clear in there. 8 

  DR. LIETO:  Well, I'd like to address that 9 

point.  The Statements of Consideration were written 10 

in the final rule as a follow, after the rulemaking 11 

was complete and implemented.  This policy supposedly, 12 

and again if it's a policy, I don't see why it needs 13 

rulemaking to be changed.   14 

  If it's a policy, the Commissioners could 15 

very easily change that policy, and it would preclude 16 

this whole rulemaking, the delay and time-consuming 17 

process that staff would have to go through.  It's my 18 

understanding it's several agreement states, in terms 19 

of as a level of compatibility, can designate multiple 20 

RSOs on a license and have done so. 21 

  So if this a rulemaking, or excuse me, a 22 

policy issue, based on a one sentence line in a 23 

Statements of Consideration that did not go through 24 

any vetting process with the regulated community, I 25 
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would think it would be very easy for the Commission 1 

to quote "change this policy" in a very timely manner, 2 

and save us a tremendous amount of time and effort. 3 

  Regarding the qualifications, I think the 4 

suggestion of having the same qualifications as the 5 

RSO, save the training and experience, if you wanted 6 

to have these added individuals named on the license, 7 

which I think is a good thing, is an appropriate way 8 

to go.  9 

  I've always been a little concerned with 10 

NRC's complete focus on radiation safety at the RSO, 11 

when management is the one that's ultimately 12 

responsible on the license.  If we're really looking 13 

at ultimate radiation safety management or control, 14 

why does not the NRC require anybody in a management 15 

level to be named on a license, is Question No. 1? 16 

  Also, I think it needs to, another sort of 17 

tangent here, is that when we talk about RSO 18 

qualifications, I think we need to be understanding 19 

that it's totally legitimate, depending on the scope 20 

of the program, that a nuclear medicine technologist 21 

could be a very competent RSO. 22 

  Granted, if you're talking about a multi-23 

modality type facility, that's not appropriate.  But 24 

if you're talking about a 100, 200 type authorized 25 
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uses, there are some very competent and knowledgeable 1 

technologists that could do a very good job as RSOs. I 2 

know the rules don't preclude them from that 3 

standpoint, but I think that it needs to be understood 4 

that you might have somebody, depending on the scope 5 

of the practice, that would be an RSO. 6 

  But I'd like to hear comments back from -- 7 

I know we've got some licensing people here from NRC. 8 

 Why has NRC never addressed the management aspect of 9 

individuals on the license, if they're the ones that 10 

ultimately control what's being done? 11 

  FACILITATOR SALTER:  All right.  So I'm 12 

not sure that that's  question that I'd be prepared to 13 

address right now.  It's something we'd certainly take 14 

back, but I see Ms. Carpenter, so -- 15 

  MS. CARPENTER:  All right.  Let me start. 16 

 The Statements of Considerations are actually a part 17 

of the rulemaking.  So they're done at the same time. 18 

 They form the technical basis and the regulatory 19 

basis for the rulemaking, so they're done at the same 20 

time.  But it is in the Statements of Consideration 21 

and it's not in the rule.  22 

  So I think that's something that we'll 23 

take back and consult with our legal counsel on is, 24 

you know, what effect does that have with the naming 25 
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of just one.  So I don't know that one.  As for why is 1 

it an RSO on the license instead of management, I 2 

don't know the answer to that, and that's something 3 

we'd have to take back and take a look at. 4 

  (Off mic comment.) 5 

  DR. LIETO:  The comment was made that 6 

management is listed on a NRC license, and no, they're 7 

not.  They are listed as an addressee contact, okay.  8 

But nothing is -- there is no requirement for that 9 

being maintained current or anything else.   10 

  I can tell you for a fact, because I've 11 

got -- I had a, when we made our license application, 12 

the management person that was listed had passed away 13 

three years before, and information was still being 14 

sent to her.  So there's -- I think what's happened 15 

over the years is that when NRC first started with 16 

their regulations back in the AEC days, that the RSO 17 

was the end all and be all of radiation safety. 18 

  In the 80's in medical licensing, because 19 

of the issues where management controlled a number of 20 

things that were not under the purview of the RSO in 21 

terms of fiscal responsibility, employee hiring and a 22 

number of other things.  They made management 23 

accountable and ultimately responsible for the NRC 24 

license, okay. 25 
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  But the RSO aspects never changed, okay.  1 

Those were always kept, in terms of maybe the daily 2 

contact and so forth.  But it's still management 3 

that's ultimately responsible, but they're this 4 

unnamed entity that's never held accountable on the 5 

license.  Now in very small licenses, management, the 6 

authorized user and the RSO could be all in one, okay, 7 

and it makes it very straightforward. 8 

  The problem is as the scope and complexity 9 

and the risks go up, different individuals have those 10 

different responsibilities, and it's not addressed in 11 

the licensing.   12 

  MS. CARPENTER:  All right, you know, and I 13 

don't want to just leave the question there.  So I 14 

really don't know the answer.  Management is 15 

ultimately responsible, but why aren't they listed on 16 

the license, I can't answer that right now.  We'd have 17 

to get back with you. 18 

  And like I said, with the issue about the 19 

Statements of Consideration, I just don't remember 20 

what I learned about that.  But I know it is a part of 21 

the rulemaking.  It has to go forward as the 22 

regulatory basis for the rulemaking. 23 

  But you know, does that mean that we could 24 

address that with the Commission, separate from the 25 
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rulemaking?  We'll take a look at that and we'll let 1 

y'all know. 2 

  FACILITATOR SALTER:  Okay, thanks.  Again, 3 

you know, looking forward to what other things that 4 

can be done for here on out, so we appreciate those 5 

comments.  For those on the webinar, that was Cynthia 6 

Carpenter, who's the Acting Director of the Office of 7 

Federal and State Materials and Environmental 8 

Management Programs. 9 

  So for now, I'm going to go to the 10 

webinar, because we do have a couple of comments from 11 

there, and I think that's great.  I encourage people 12 

on the webinar to also provide their comments.   13 

  MS. RIVERA-CAPELLA:  Okay.  The first one 14 

is from Alan Jackson from Henry Ford Health System, 15 

and he says "I think the pool of RSOs should not be 16 

created by establishing weaker rules, as they are 17 

already weak, e.g., an AU can become an RSO with 18 

little experience as an RSO.  19 

  "If an alternate or qualified RSO category 20 

and licenses were created, you can grow the pool of 21 

RSOs, without making it complicated in training 22 

category."  23 

  The next one is from Zoubir Ouhib, and 24 

he's from Boca Raton Regional Hospital, and he's 25 
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saying that "The question here is the qualification of 1 

the associate RSO.  I do not think they have to be the 2 

same.  However, there should be a minimum requirement, 3 

didactive and practical training, to respond to 4 

accreditation safety situation."  5 

  The third comment is from Alan Jackson 6 

again, and he's saying that "I think a consultant can 7 

be an RSO, provided that they have authority that is 8 

not limited by the fact that they are selling a 9 

service.  I think consultant RSOs need to be able to 10 

show that they have the ability to discharge the 11 

responsibilities of the position."  That's all the 12 

comments on the webinar for now. 13 

  FACILITATOR SALTER:  Okay.  Thank you very 14 

much.  Oh, I see another blue card waving.  Please 15 

introduce yourself and your organization. 16 

  MR. WILLIAMSON:  Hi.  I'm Matt Williamson 17 

from Memorial Sloan Kettering Cancer Center.  Does the 18 

Commission permit the listing of multiple RSOs on 19 

other licensees' non-human use licenses or industrial 20 

licenses? 21 

  If the answer is no, don't limit it to 22 

just Part 35.  I understand this is a Part 35 23 

workshop, but I think that would be great in other 24 

aspects as well. 25 
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  MS. BHALLA:  I know for radiographers and 1 

other licenses, we put who the authorized -- who is 2 

authorized to use the material.  Same thing for the 3 

gauges.  But RSO is -- pretty much I'm sure that we 4 

only name one person.  But that's what my recollection 5 

is.  But we do put all the different people who can 6 

use, who can be radiographers or, you know, for well 7 

logging or for the gauges.  But the RSO in each case 8 

is one person.   9 

  (Off mic comment.) 10 

  MR. WILLIAMS:  I just had a comment about 11 

the senior management person being held accountable.  12 

Within the Veterans Health Administration, we've 13 

instructed each director of a facility that our senior 14 

leadership considers them to be the quote "named 15 

permitted official" unquote, and that they're held 16 

totally and absolutely accountable for the safe use of 17 

radioactive materials. 18 

  In a similar fashion, the license that we 19 

have from NRC is issued to the Undersecretary for 20 

Health, and the Undersecretary for Health considers 21 

himself to be the named licensed official.  So we have 22 

addressed that, but not with the individual name.  Our 23 

directors tend to turn over somewhat, but the concept 24 

of the responsibility of senior management of a 25 
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facility is well-instructed to all of our facilities. 1 

  FACILITATOR SALTER:  Thank you.  I'm going 2 

to, since we have a number of topics, if we have any 3 

follow-up comments on this particular question, we can 4 

certainly come back to it once we get through the 5 

list.  But I'm going to ask Ms. Bhalla to move to the 6 

next question or discussion point. 7 

  MS. BHALLA:  Okay.  So the next discussion 8 

point on this topic is should there be a limit on the 9 

number of associate or assistant RSOs on a license?  I 10 

can elaborate a little bit more on that.  Suppose you 11 

have different modalities.  Should that be based on 12 

that?  Or maybe you have six or seven different 13 

locations of use.  So it should be limited to that.  14 

  Or do you want, I mean there is no limit 15 

and, you know, whatever or however many number.  So 16 

this is what we would like to hear from you all at 17 

this time. 18 

  FACILITATOR SALTER:  Mr. Lieto. 19 

  DR. LIETO:  Ralph Lieto.  I would say no, 20 

you shouldn't limit the number.  I think your problem 21 

is that you have a very severe shortage in a pool for 22 

RSOs. 23 

  If you can get people into one modality 24 

that are willing to be RSOs, and from there learn the 25 
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other aspects of radiation safety that they may have 1 

shortcomings on, I think it just has nothing but an 2 

added benefit to the licensee from radiation safety, 3 

and also addresses the shortage in the RSO pool that 4 

other people have commented on. 5 

  FACILITATOR SALTER:  Dr. Welsh has a 6 

comment. 7 

  DR. WALSH:  Thank you.  Jim Welsh with the 8 

ACMUI.  Just two quick comments.  Number one, addition 9 

of -- allowing additional RSOs would, number one, 10 

increase the RSO pool, which we've already heard 11 

repeatedly there's a significant shortage of.   12 

  But number two, it would appear, at least 13 

superficially, that allowing additional RSOs would 14 

make the radiation safety officer position more in 15 

line with the other radiological specialists over the 16 

past several decades.  17 

  For example, the physicians have divided 18 

themselves not into general radiologists who do 19 

everything, but into diagnostic radiologists and 20 

radiation oncologists.  The physicists have become 21 

diagnostic physicists and medical therapy physicists. 22 

  Yet we still have an RSO which oversees 23 

everything, and this can be quite burdensome in 24 

reality, because we're ignoring, for the sake of 25 
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discussion in this room, the fact that the RSO deals 1 

with not just medical use of byproduct material in the 2 

real world, but also CT scanners, X-rays, as well as 3 

linear accelerators, PET isotopes, 4 

radiopharmaceuticals, brachytherapy, be it electronic 5 

or isotope-based brachytherapy. 6 

  And therefore, it would make logical sense 7 

to me that RSOs could at least be divided into therapy 8 

RSOs and diagnostic RSOs, at the very least, which 9 

would allow additional RSOs to be named on a license, 10 

 categorized into those two subcategories, for 11 

example. 12 

  FACILITATOR SALTER:  Thank you.  I'm just 13 

going to check the webinar.  Do you have any -- all 14 

right.  We're going to go to the webinar. 15 

  MS. RIVERA-CAPELLA:  Okay.  We have a new 16 

one from Zoubir Ouhib, and he's saying that "This can 17 

only maximize the use of expertise of different 18 

individuals, no limit."   19 

  FACILITATOR SALTER:  Any other comments on 20 

this topic?  We have something from Mr. Dansereau.  21 

Let me bring the mic.   22 

  MR. DANSEREAU:  A question about the RSOs. 23 

 It seems like the issue is getting some RSOs in 24 

training groomed to become RSOs and helping with the 25 
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radiation protection program.  I think currently for 1 

facilities with multiple modalities, they're required 2 

to have a radiation safety committee, I think with 3 

representatives from those areas, those modalities.  4 

So that already exists. 5 

  In a lot of the larger programs that I've 6 

seen, we've reviewed the applications for and 7 

inspected, they essentially have assistant RSOs.  8 

They're not named on the license.  But they do 9 

contribute to the program, have oversight in 10 

particular areas, report to the RSO and the Committee. 11 

  Is there any advantage to naming 12 

additional RSOs in the license, or can't the licensee 13 

right now essentially have people function like that, 14 

and become groomed to become RSOs, rather than naming 15 

them in the license? 16 

  MS. BHALLA:  Well, our regulations don't 17 

prohibit a licensee from having assistant RSOs or 18 

additional RSOs.  But so far as the regulation goes, 19 

we are only -- we are naming just one RSO.   20 

  So if the institution wants to have these 21 

additional persons made before training or, you know, 22 

getting them groomed for the next, for the RSO, the 23 

regulations don't stop.  But the issue here is for 24 

discussion is for these people to be actually named on 25 
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the license. 1 

  FACILITATOR SALTER:  I think we have a 2 

follow up from Mr. Dansereau. 3 

  MR. DANSEREAU:  Well, that's my point.  4 

Right now, can't the licensees chose that option, to 5 

groom potential RSOs without concern about them being 6 

named on the license?  Wouldn't that give the 7 

facilities the flexibility, and then when these 8 

individuals do get the requisite training, they could 9 

become a fully qualified RSO. 10 

  So I'm not really seeing the advantage to 11 

naming them on the license right now, and for the 12 

licensing agencies to review this.  I think the 13 

facilities could address this locally. 14 

  FACILITATOR SALTER:  Three folks that want 15 

to make a comment on this.  I'm going to go to Mr. 16 

Lieto, then I'll go to Mr. Forrest, and then Mr. 17 

Williams.  Remember to introduce yourself. 18 

  DR. LIETO:  Ralph Lieto, AAPM.  To answer 19 

Mr. Dansereau, there's a very significant advantage, 20 

because if you're named on a license, if you leave 21 

that licensee and go to another licensee, you can 22 

reference that listing as being previously listed.  If 23 

you're not listed, you have to go basically through 24 

the alternate pathway of demonstrating your training 25 
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and experience to be named on the license, which 1 

therefore means preceptor attestation and a number of 2 

other issues that could be totally avoided. 3 

  It's really a problem in larger scope 4 

programs, especially broad scopes, where you may have 5 

individuals that are essentially doing everything, 6 

probably in maybe many circumstances better, than the 7 

RSO listed on the license. 8 

  Yet they're getting absolutely no 9 

recognition from a regulatory standpoint of that 10 

responsibility and duties.  That's why it's a very 11 

distinct advantage to be named on the license. 12 

  FACILITATOR SALTER:  Thank you.  Okay, 13 

we're going to go over here to Mr. Forrest, and then 14 

Mr. Williams, and then we'll go back to Mr. Dansereau. 15 

  MR. FORREST:  Rob Forrest, radiation 16 

safety officer at the University of Pennsylvania.  The 17 

only issue here is the preceptor statement.  So the 18 

only idea is the idea here of naming somebody on the 19 

license, so that they can be on the license later.   20 

  I have plenty of people in my institution 21 

that could be an RSO on a broad-scope licensee.  But I 22 

basically hold them hostage in my facility by not 23 

telling them I won't sign their preceptor statement.  24 

That's really what this argument is all about.   25 
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  Back to Matt's comment about other 1 

licensees, the medical license is the only one that 2 

requires a preceptor statement, and that's why, and I 3 

didn't realize it was a shortage.  I'll ask for more  4 

money now that there's only a few of us.  5 

  But the real issue is that, is the 6 

preceptor statement.  So much as we're having the 7 

discussion on other authorized users and authorized 8 

medical businesses, it comes down to the preceptor 9 

statement and the need for a preceptor statement. 10 

  FACILITATOR SALTER:  All right.  Mr. 11 

Williams. 12 

  MR. WILLIAMS:  Gary Williams, Veterans 13 

Health Administration.  One of the purposes of having 14 

someone  listed on the license, if we were able to do 15 

that with someone with perhaps not total complete 16 

qualifications, is that that helps establish a 17 

recognition within the facility, that that person 18 

should have available time to function in that RSO 19 

capacity, and also perhaps to free up some of those 20 

very difficult to find training dollars, so that they 21 

could go to some of the courses. 22 

  So my recommendation is that it be a 23 

pathway, and that that would be a structured pathway, 24 

where the facility has made a commitment.  I think 25 
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that would lead to a larger pool, you know, as 1 

compared to using the concept of work center 2 

supervisors who do the radiation safety work that is 3 

less structured, and they probably don't get that 4 

available time. 5 

  I make particular reference to nuclear 6 

medicine technologists, trying to pull them out of 7 

clinical duties to do more RSO work, and have that 8 

documented.  I think it is best approached by letting 9 

them be listed on the license, and to go to some 10 

structured training. 11 

  FACILITATOR SALTER:  Thank you.  We're 12 

going to go over back to Robert Dansereau, and then 13 

I'll go to Stephen Balter, and then we'll try to maybe 14 

wrap this question up and move on to the next 15 

discussion point.  But again, before we close, we'll 16 

probably have some time to reopen the discussion. 17 

  MR. DANSEREAU:  You know, again I think 18 

that the facility should still have that flexibility 19 

to do just what you said, is to get people in a 20 

training program, and perhaps with giving the 21 

licensees maximum flexibility, but then also to get 22 

the recognition.  Once those individuals in training 23 

have the qualifications to be a full RSO, perhaps they 24 

should be named on the license as an alternate, since 25 
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they'd be fully qualified. 1 

  I think this is, will be kind of a keep it 2 

simple approach.  Let's not worry about licensing.  I 3 

don't think you need to be named on the license to be 4 

recognized that you're in an essentially training 5 

program.  6 

  MR. BALTER:  Stephen Balter, Columbia 7 

University.  Very simple question.  Why does this 8 

model of the assistant/associate RSOs are only 9 

trainees?  Previous comments that there are fully 10 

qualified individuals who could be listed in this 11 

category. 12 

  FACILITATOR SALTER:  Okay.  So maybe we 13 

just take that comment back.  Okay.  So let's move on 14 

to the next discussion point. 15 

  MS. BHALLA:  I think next discussion point 16 

of everything I think is fairly simple.  We are 17 

looking for what this additional person or persons be 18 

named as.  Should we call them assistant RSOs, 19 

associate RSOs, or some other title?   20 

  That's what we would like to hear from 21 

you.  As I said, this is a very simple one, but at 22 

times in this, you know, society pays a lot of 23 

attention to the titles.  So does it matter here?  Do 24 

we need to call them something, and that's the 25 
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question. 1 

  FACILITATOR SALTER:  Okay.  We'll start 2 

with Stephen Balter. 3 

  (Off mic comment.) 4 

  FACILITATOR SALTER:  Oh, I thought you -- 5 

that was for the last time.  Oh, okay.  So let's go to 6 

Scott Hamilton, if you can introduce yourself and your 7 

affiliation. 8 

  MR. HAMILTON:  Scott Hamilton from St. 9 

Joe's Regional Medical Center in Paterson, New Jersey. 10 

 I think both titles could be appropriate.  Assistant, 11 

if it's someone who is in a training position, or 12 

associate, if it's someone who already has all the 13 

credentials, and they're just another person on the 14 

license.  Thank you. 15 

  FACILITATOR SALTER:  All right.  Okay.   16 

  MR. HATAMI:  Ahmad Hatami from Case 17 

Medical Center in Ohio.  I have a question.  Who is 18 

going to be responsible if you have alternate 19 

radiation safety officer?  Which one would be 20 

responsible if there is a problem generated? 21 

  MS. BHALLA:  So your suggestion is that it 22 

should be assistant RSO?  Okay. 23 

  FACILITATOR SALTER:  All right.  We have 24 

Mr. Lieto. 25 
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  DR. LIETO:  I've always found the term 1 

"officer" objectionable anyhow.  I think you ought to 2 

change the whole thing.  But I think that's like, that 3 

would be like changing, using the word decay to 4 

describe radioactivity.  But anyhow, I think that it 5 

would be very easily addressed by again going to 6 

management. 7 

  If you have several individuals, 8 

management in a written statement says all these guys 9 

are RSOs, and this is the guy that makes the final 10 

decision.  It's written in a policy statement. 11 

  Just like you require that you have the 12 

management designate the duties and responsibilities 13 

of the RSO, and the RSO sign off and management signs 14 

off, you could have actually do away with all the 15 

assistant and associate titles, if they all have to 16 

meet the same qualifications to be named on the 17 

license, and then management designates who has final 18 

responsibility, or ultimate responsibility for the 19 

daily management of the program.   20 

  That's the person that's held accountable, 21 

and you could have all these individuals either, you 22 

know, either meeting those qualifications, or if you 23 

want to have specifics, not even call them RSOs but 24 

even radiation protection managers, or some other 25 
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different designation altogether. 1 

  This issue has come up in some other 2 

avenues.  There's some international terminologies 3 

that are used, which are radiation protection experts, 4 

which are used on an international classification 5 

title, and maybe you use those as an acceptable title 6 

difference, if you don't want to use the radiation 7 

safety officer. 8 

  FACILITATOR SALTER:  Thank you.  All 9 

right.  I'm going to go to the webinar, and then I'm 10 

going to open the floor up to any other, any comments 11 

that you had on any of these particular topic 12 

discussions, or if there was some other aspect of this 13 

that you wanted to make a comment on. 14 

  We wanted to certainly provide an 15 

opportunity for both the people here and the people on 16 

the webinar.  So but we did have a particular comment 17 

from the webinar, so we'll go to that now. 18 

  MS. RIVERA-CAPELLA:  Okay.  This is from 19 

Mary Moore.  He's from Philadelphia VA Medical Center, 20 

and in regards to this question now, she's saying that 21 

"Associate RSO conveys an equal footing."  Susan, do 22 

want me to read the -- 23 

  FACILITATOR SALTER:  Go ahead. 24 

  MS. RIVERA-CAPELLA:  Okay, from the 25 



 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 

 1323 RHODE ISLAND AVE., N.W. 

(202) 234-4433 WASHINGTON, D.C.  20005-3701 www.nealrgross.com 

 116

previous one.  Ms. Mary Moore again, and she's saying 1 

that "by naming multiple RSOs on a license, how does 2 

the NRC envision requiring the licensee to ensure each 3 

RSO maintains consistency in implementing regulations, 4 

policies, the coordination and communication within 5 

the RSO, and with the AUs and management."  That was 6 

the question. 7 

  FACILITATOR SALTER:  All right.  So 8 

something else for the NRC to keep in mind, if in fact 9 

additional RSOs are going to be named on the license. 10 

 So again, I'm going to open it up to comments on any 11 

of the discussion points, or some other aspects of 12 

this issue, and we're going to go to Robert Forrest. 13 

  MR. FORREST:  I'm just wondering if the 14 

preceptor statement is done away with, because I don't 15 

think we had this problem before it existed.  So if 16 

the preceptor statement is done away with, and there's 17 

just a training experience requirement, which either a 18 

broad scope licensee or the NRC reviews or the states, 19 

why -- do all five of these questions go away? 20 

  FACILITATOR SALTER:  All right.  Something 21 

else to consider.   Any other -- oh, we've got 22 

something else from the webinar. 23 

  MS. RIVERA-CAPELLA:  Zoubir Ouhib, and 24 

he's saying that deputy radiation safety officer for a 25 
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specific area. 1 

  FACILITATOR SALTER:  Say that again? 2 

  MS. RIVERA-CAPELLA:  Deputy radiation 3 

safety officer for a specific area.  He's giving that 4 

as a comment. 5 

  FACILITATOR SALTER:  Oh, okay.  As another 6 

title, okay.  Very good.  Well, I will go back to Ms. 7 

Bhalla, and just ask if there was any other 8 

clarifications that you would like on anything that 9 

you heard or other pieces of information you were 10 

hoping to get, or if you're satisfied with the 11 

discussion and responses? 12 

  MS. BHALLA:  I just want to say that it's 13 

nice we got the opportunity to hear from everyone here 14 

on this topic, which we are considering.  And of 15 

course, all this information we'll take back and -- 16 

  FACILITATOR SALTER:  All right.  We have 17 

one final. 18 

  MS. SCHWARZ:  Sally Schwarz from 19 

Washington University in St. Louis.  I'm representing 20 

CBNC, but I'm asking just a general question, and 21 

that's in regard to the ability of an authorized user 22 

and authorized nuclear pharmacist to become the 23 

radiation safety individual for -- I know it was 24 

raised kind of out of context for a facility, a 25 
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private practice, or for a nuclear pharmacist, 1 

certainly in a radiopharmaceutical operation. 2 

  I just wondered if there was going to be 3 

further discussion on this point later on, or if I 4 

should make my comment now. 5 

  MS. BHALLA:  I think you could make your 6 

comment now, because other topics that we'll be 7 

discussing, they don't relate to radiation safety 8 

officers. 9 

  MS. SCHWARZ:  I just, I feel this is an 10 

important area just for consideration, that individual 11 

authorized users, authorized nuclear pharmacists be 12 

allowed to be those radiation safety officers, 13 

essentially, on these individual types of licenses. 14 

  I know that it certainly was, prior to 15 

2005 rule, you know, it was kind of done away with, I 16 

believe in particular.  So I just wanted to assure 17 

that this is an important consideration for private 18 

practices. 19 

  FACILITATOR SALTER:  Thank you for that 20 

comment.  If I could get you to fill out a blue card 21 

for me too.  I put one right there.  Thank you.   22 

  (Off mic comment.) 23 

  FACILITATOR SALTER:  Oh, okay.  You know 24 

what?  Our webinar folks had trouble hearing that.  Do 25 
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you think you could repeat that comment? 1 

  MS. SCHWARZ:  Do I need to re-identify 2 

myself as well.  3 

  FACILITATOR SALTER:  Yes. 4 

  MS. SCHWARZ:  Sally Schwarz, Washington 5 

University in St. Louis.  I'm representing the CBNC.  6 

My question or comment actually is in regard to 7 

authorized users, and authorized nuclear pharmacists 8 

being able to be radiation safety individuals on 9 

specific licenses, private practices, or for nuclear 10 

pharmacists to be the radiation safety person for a 11 

specific radiopharmacy operation. 12 

  I think this is an important area, 13 

certainly, and just wanted to restate, emphasize the 14 

fact that I think that it, you know, just needs to be 15 

maintained. 16 

  FACILITATOR SALTER:  Thank you, and thank 17 

you to everyone in the audience and to Ms. Bhalla for 18 

leading that discussion.  I don't see any other blue 19 

cards or motions that anyone else wants to make a 20 

comment.  So with that, we're going to close the 21 

morning portion of the program.   22 

  We will be back here after lunch, 1:30, to 23 

get started on the next topic, and you can -- they 24 

probably will lock this room, usually about 12:15, and 25 
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then they open it up just a few minutes before we get 1 

started again at 1:30.  But you know, I wouldn't leave 2 

too much valuables here, but you can certainly, you 3 

know, leave your papers and your name tag.  So we will 4 

see you again at 1:30. 5 

  (Whereupon, at 11:57 a.m., a luncheon 6 

recess was taken.) 7 

 8 

 9 

 10 

 11 
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 14 

 15 

 16 

 17 

 18 

 19 

 20 

 21 

 22 

23 
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A F T E R N O O N  S E S S I O N 1 

1:33 p.m. 2 

  FACILITATOR SALTER:  Okay.  Welcome back, 3 

and welcome back to the folks on the webinar.  Just a 4 

quick reminder, to turn off or put our electronic 5 

devices on silent mode, in case you turn them back on 6 

over lunch.  We have two more topical areas that we're 7 

going to cover this afternoon, and so we're going to 8 

get started with this next topic.   9 

  We'll take a quick break, we'll come back 10 

and do Topic 5.  So that's kind of our agenda for this 11 

afternoon, and it looks like we have pretty much the 12 

same people we had this morning, so no need to go over 13 

all of our housekeeping and ground rule discussions. 14 

  So with that, I'm just going to turn it 15 

right over to Neelam Bhalla, to introduce Topic 4. 16 

  MS. BHALLA:  Good afternoon.  So Topic 4 is 17 

Additional Molybdenum Breakthrough Testing and 18 

Reporting Requirements.  Again, a few acronyms here.  19 

I think you all know what these are.  Okay with the 20 

background.   21 

  Currently, our regulations require only 22 

first eluate to be tested for molybdenum breakthrough, 23 

and I hope everybody knows we are talking about our 24 

technetium generator, in which we are looking for 25 
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molybdenum breakthrough.  So prior to 2002, each 1 

eluate had to be tested by our regulation, and in 2 

2002, when we devised these -- when we devised Part 35 3 

regulations, we realized that moly breakthrough was 4 

considered to be a rare event, and therefore we took 5 

that requirement out from each eluate only and we 6 

retained it for the first elution. 7 

  So but the manufacturers of these 8 

generators, they have always recommended to test each 9 

eluate.  So in these -- in our experience now, 10 

licensees have reported failures for both the first 11 

elution, and in some cases, in subsequent elutions.  12 

So in response, NRC issued IN-2008-22, entitled 13 

"Molybdenum-99 Breakthrough in Molybdenum-99, 14 

Technetium-99 and M Generators." 15 

  So if you want to have more detailed 16 

information, then this is the IN you can look into.  17 

Basically, we are discussing about the reported moly 18 

breakthrough in subsequent elutions.   19 

  So Topic 4, our discussion point is really 20 

NRC is considering amending Part 35 to do two things: 21 

 (a) require moly-99 testing of each eluate, and then 22 

second is the adding reporting requirement if the 23 

regulatory limit is exceeded.  In continuation with 24 

the discussion point is that if reporting requirements 25 
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are adopted, then how soon after discovery of a fair 1 

test should the NRC be notified. 2 

  So to recap, I'm going to go back to this 3 

slide, that we are looking from you, the licensees, 4 

the stakeholders, as to what you think of or give us 5 

your comments on this requirement for moly-99 testing 6 

to be done of each eluate, and two is the reporting 7 

requirement if the regulatory limit is exceeded. 8 

  So right now I'm going to stop here, and I'm 9 

open to your asking your comments on this. 10 

  FACILITATOR SALTER:  All right.  We might be 11 

short some blue cards.  If you already filled out a 12 

blue card then and you want to comment, just raise 13 

your hand.  We have your name on the card. 14 

  If you want to make a comment and you 15 

haven't filled out a blue card, you can raise your 16 

hand too, and we'll just need to get a blue card from 17 

you afterwards, so that we have the information on 18 

your name and your affiliation. 19 

  So I'm going to throw it out to the audience 20 

for any comments on this particular issue.  Oh, sorry. 21 

 Just introduce yourself. 22 

  MS. SCHWARZ:  Sally Schwarz, Washington 23 

University, and the Certification Board of Nuclear 24 

Cardiology is who I'm representing.  In regard to 25 
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testing of the eluate for every elution, it's really 1 

not a problem at all, and probably as the NRC had 2 

recommended, when they had those problems, going back 3 

to every elution really doesn't increase the time 4 

required to elute the generator.  I mean it's not a 5 

difficult test to perform. 6 

  But in terms of adding the reporting 7 

requirement, if a regulatory limit is exceeded, I 8 

think probably the appropriate reporting should maybe 9 

go back to the manufacturer, which would then go back 10 

to the FDA. 11 

  I mean because in essence, it's a FDA-12 

approved radiopharmaceutical, and so you should be 13 

reporting this back in that manner, since they really 14 

are the -- I would feel probably more appropriate path 15 

for the pharmaceutical, the radiopharmaceutical. 16 

  FACILITATOR SALTER:  Okay.  I did have 17 

Frederic Fahey had given me a card that said he wanted 18 

to make a comment on this topic. 19 

  DR. FAHEY:  Hi.  I'm Frederic Fahey.  I'm 20 

from the Society of Nuclear Medicine, and I agree with 21 

what Sally has said.  In general, I think it's the 22 

standard that most radiopharmacies are practicing, is 23 

testing every elution anyways.  With respect to the 24 

reporting, I'd be curious to know why the NRC would 25 
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think it would be helpful for them to have reporting, 1 

because I think what Sally says is correct. 2 

  Any radiopharmacy that gets a generator that 3 

fails this test, the manufacturer's going to know, 4 

because they're going to report back to the 5 

manufacturer that we want our money back.  This 6 

generator isn't any good.  So they're going to hear 7 

about all of these, and then it would seem more 8 

appropriate that they would then report back, if 9 

necessary, to the FDA. 10 

  Why would the NRC feel that it would be 11 

helpful for them to have reporting, because it doesn't 12 

seem to make sense to me. 13 

  FACILITATOR SALTER:  Okay.  So you're 14 

supporting the first bullet, but questioning the 15 

second bullet, the need for the reporting requirement, 16 

based on your comment.  Okay.  Are there any other 17 

comments?  Oh, we have something from the webinar. 18 

  MS. RIVERA-CAPELLA:  Yes.  For this one is 19 

from Mary Moore, and she's from the Philadelphia VA 20 

Medical Center, and she's asking "Does anyone know the 21 

cause for the increase of breakthrough events?" 22 

  FACILITATOR SALTER:  The cost? 23 

  MS. RIVERA-CAPELLA:  The cause. 24 

  FACILITATOR SALTER:  Oh, the cause, okay.  25 
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So the cause.  Anybody want to -- okay. 1 

  MS. SCHWARZ:  This is Sally Schwarz from 2 

Washington University and CBNC.  It's who I am 3 

representing.  I can't say that I know for certain the 4 

reason for the increased breakthrough, but more 5 

manufacturers entered into the production of 6 

generators with the shortage of molybdenum that we 7 

experienced recently. 8 

  It may possibly be that again, we were 9 

dealing with different manufacturing processes, and 10 

possibly that may have added to potential for 11 

breakthrough. 12 

  FACILITATOR SALTER:  Okay.  I think -- does 13 

anybody?  Oh.  14 

  MR. VERMA:  Yes.  My name is Sumit Verma.  15 

I'm a part of Covidien Pharmaceuticals, one of the two 16 

companies that manufacture the technetium generators 17 

in North America.  To Sally's point, there have been 18 

changes in the process of reporting breakthroughs, and 19 

also looking at manufacturing processes, to make them 20 

a bit more robust. 21 

  So because of those levels, a couple of 22 

years back we did have a higher elevation of the 23 

limits that were set up.  But since there, there have 24 

been a lot of regulatory oversight, at least at our 25 
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manufacturing process, in order to make sure we don't 1 

even reach that limit when we perform in process 2 

elutions, that we test before every generators leaves 3 

our site. 4 

  (Off mic comment.) 5 

  DR. ZELAC:  Ron Zelac, NRC.  I wouldn't, I 6 

am not 100 percent sure of the detail, but the problem 7 

related to the treatment of the alumina that made up 8 

the column.  There was something different about the 9 

supply of the alumina from what it had been 10 

previously, and there was some corruption, if you 11 

will, of the alumina that caused the breakthrough to 12 

occur.  That was the issue. 13 

  MS. BHALLA:  And if I remember correctly, 14 

IN, the IN issued in '08, I believe that discusses 15 

transportation issues.  Again, it's -- I believe 16 

that's one of the reasons we thought -- although it 17 

wasn't very clear-cut.  But perhaps that was one of 18 

the reasons. 19 

  FACILITATOR SALTER:  Go ahead, Ron. 20 

  DR. ZELAC:  Ron Zelac, NRC.  To go back one 21 

question, my recollection of why it is that we have 22 

been seeking, or we are seeking to have a reporting 23 

requirement is that regardless of what the 24 

requirements were and are for the manufacturers to 25 
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report to the FDA, they're a bit slow on bringing this 1 

attention to the other customer licensees.   2 

  So it was on the basis of needing to have a 3 

clear, fast pathway for other licensees to become 4 

aware of such difficulties, that we thought it 5 

prudent, that if there was a difficulty discovered, 6 

that it be reported to us, so we in turn could quickly 7 

notify other licensees of the same potential problem 8 

at their facilities. 9 

  FACILITATOR SALTER:  I'll go back over here. 10 

 Your name again. 11 

  MS. SCHWARZ:  Sally Schwarz. 12 

  FACILITATOR SALTER:  Sally Schwarz. 13 

  MS. SCHWARZ:  Possibly Ron, would there be a 14 

solution, that the manufacturers may be willing to be 15 

more expeditious in their response, you know, to 16 

posting things on the web, rather than committing to 17 

regulatory space, that one more reporting requirement, 18 

possibly involving the manufacturers, would be helpful 19 

to have them be willing to, you know, essentially 20 

notify if they're having problems? 21 

  FACILITATOR SALTER:  Is that a question or -22 

- 23 

  DR. ZELAC:  This is Ron Zelac.  I believe 24 

there  has been, at least in practice, if not a firm 25 
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commitment, voluntary, to be doing this for future 1 

problems.  That clearly would be helpful. 2 

  FACILITATOR SALTER:  Did I see a blue card? 3 

 There we go. Please introduce yourself. 4 

  MS. HERNER:  Jamie Herner, GE Health Care.  5 

My question is, has there been thought given?  Is this 6 

going to be for the full shelf life, or if the, let's 7 

say the radiopharmacy decides to shorten the half life 8 

of the drugs but the moly is still within range, would 9 

that still be reportable? 10 

  MS. BHALLA:  Well, the regulations have a 11 

limit on how much moly per millicurie of technetium, 12 

and if that limit is exceeded, that's when reporting 13 

kicks in. 14 

  MS. HERNER:  Okay.  So I guess what my point 15 

is is if you plan to have the shelf life of your drug 16 

to be 12 hours, and when you elute it, it's not good 17 

at 12 hours but it's good at six.  So as the 18 

radiopharmacy, I decide to say that the shelf life of 19 

this drug is going to be six hours, and all kits that 20 

were made with this drug will expire in six hours, 21 

does that mean I still have to report it?  Does that 22 

make sense?  Okay. 23 

  FACILITATOR SALTER:  All right.  So I'm 24 

hearing Mike saying that's certainly, you know, a good 25 



 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 

 1323 RHODE ISLAND AVE., N.W. 

(202) 234-4433 WASHINGTON, D.C.  20005-3701 www.nealrgross.com 

 130

question, something  for us to consider as we go down 1 

the rulemaking process.  Do you have another comment? 2 

  MR. VERMA:  Yes.  I was just going to touch 3 

on -- sorry.  Sumit Verma from Covidien 4 

Pharmaceuticals.  There is a USB requirement for that. 5 

 Irrespective of it, it needs to be looked at 12 hours 6 

post-dilution.  So a reporting structure exists; it's 7 

just a matter of how you use it and the pharmacist may 8 

have the short duration.  But ultimately, the moly-9 

tech ratio should still be calculated 12 hours post 10 

the actual elution itself. 11 

  FACILITATOR SALTER:  Do you have a follow-12 

up? 13 

  MS. HERNER:  So, I mean I guess that's what 14 

my question is.  If the NRC decides to do this, are 15 

they going to stick with that regulation, or will it 16 

extend out to 12 hours.  Or if the manufacturer, you 17 

know, is saying we're going to shorten it, and this is 18 

what we're going to do with it, is that okay? 19 

  I mean we're still -- you know, it's 20 

speaking about the practice of pharmacy too at that 21 

point in time.  You have a pharmacist who's making a 22 

qualified decision, saying at this point in time, I 23 

know this drug is not going to be good for a 12 hour  24 

shelf life, but I'm shortening it.  That's my 25 
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professional decision, and they're able to do that. 1 

  FACILITATOR SALTER:  So again, I think those 2 

are great comments.  So did you have a recommendation 3 

or a suggestion for the NRC, as they look at this? 4 

  MS. HERNER:  I guess what my suggestion 5 

would be is to look at it and say maybe there's some 6 

sort of cutoff, that six hours is probably good, 7 

because you can conceivably get it to the customer, 8 

and they could use it within that amount of time, as 9 

long as it's expired out. 10 

  But if you have something that you elute, 11 

and it ends up that you're not going to have -- you're 12 

not going to be within the limits of moly within two 13 

hours, that's something that needs to be reported, 14 

because obviously you can't do anything with that. 15 

  FACILITATOR SALTER:  Thank you very much.  I 16 

mean those are the kind of comments, I think, that the 17 

NRC is looking to receive. 18 

  MS. BHALLA:  Right, right.  That's what we 19 

are looking for.  20 

  FACILITATOR SALTER:  So things, you know, to 21 

consider as they begin drafting the rule.  I'm going 22 

to go to Gretchen on the webinar.  I think we have a 23 

comment. 24 

  MS. RIVERA-CAPELLA:  We have two comments.  25 
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The first one is from Steve Mattmuller from ACMUI, and 1 

he's saying that "It needs to be highlighted to no 2 

patient received a dose that exceeded the moly-99 3 

limit.  This problem was identified by current 4 

professional practices.  What do we gain with the 5 

creation of a in quote 'NRC prompt notification 6 

pathway to all,' and close quotes. 7 

  "If one finds a generator that has an 8 

elution that exceeds the limit, if everyone is already 9 

checking each elution, what additional benefit do we 10 

gain?"  Do you want to answer that one, or do you want 11 

me to read -- 12 

  MS. BHALLA:  We could, we are talking about 13 

regulation.  I mean if licensees are doing something 14 

on their own, it's one thing.  But we put it in our 15 

regulations, and they have to do it.  Is that -- 16 

  FACILITATOR SALTER:  Okay.  The next? 17 

  MS. RIVERA-CAPELLA:  The next one will be 18 

from Mary Moore from the Philadelphia VA Medical 19 

Center, and she's saying that she -- it says here "I 20 

agree also.  I also agree with Sally.  This is an 21 

interesting issue, since the FDA also regulates these 22 

generators.  The testing frequency isn't really an 23 

issue. 24 

  "As to the reporting issue is first and 25 
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foremost the manufacturer is the one who needs to be 1 

and will be contacted primarily, so that the 2 

manufacturer will send a replacement generator to the 3 

user.  So no, the NRC should not be contacted." 4 

  FACILITATOR SALTER:  Did I see -- 5 

  MS. RIVERA-CAPELLA:  That one was from Steve 6 

Mattmuller.  I don't know if I said Mary Moore 7 

accidently.  I have another one. 8 

  FACILITATOR SALTER:  Go ahead. 9 

  MS. RIVERA-CAPELLA:  This is from Mary 10 

Moore, and she's from Philadelphia VA Medical Center. 11 

 "Number one, by requiring molybdenum-99 breakthrough 12 

for each eluate, then the requirement will be 13 

consistent with NRC requirement of complying with 14 

manufacturer's recommendations, and two, with the 15 

increase in occurrences, that change appears to be 16 

warranted."  That's with them. 17 

  FACILITATOR SALTER:  Did you need some 18 

clarification on any of those things Neelam?  Okay.  19 

It's clear to you. 20 

  MS. BHALLA:  I think second comment from 21 

Mary Moore is very clear.  It's in support of this.  22 

First one seems to be a bit different opinion here. 23 

  FACILITATOR SALTER:  Okay.  Now is there 24 

another question or discussion point on the next 25 
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slide?  Or was it three? 1 

  MS. BHALLA:  Yes.  Yes, there is, and that's 2 

if reporting requirements are adopted, and there's a 3 

big "if" here, because we have not, NRC has not taken 4 

any position on it, and that's why we are here.  5 

That's why we are going to be in Houston, getting your 6 

input on this. 7 

  But we are going a step further, in that we 8 

are -- if reporting requirements are adopted, then how 9 

soon after discovery of a failed test should the NRC 10 

be notified?  So that's the next step, if we were to 11 

adopt reporting. 12 

  FACILITATOR SALTER:  So you're welcome to 13 

comment on any of those three points, or if there's 14 

another, you know, topic that you think we should 15 

discuss related to this issue.  You're certainly 16 

welcome to bring that forward.  These are the three 17 

that the NRC had identified. 18 

  MS. BHALLA:  Okay.  I can throw in a little 19 

bit here, because our reporting requirements, some are 20 

if you look into our -- we have for various things, 21 

there are reporting requirements for overexposures or 22 

stolen material, lost material and so on. 23 

  So some requirements are 24 hours, some are 24 

immediate, some are 15 days and so on.  So that's what 25 
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we would like to hear from you, that if the consensus 1 

is that these are reporting requirements, then what do 2 

you all think?  Should it be immediate, should it be 3 

24 hours, should it be 15 days or 30 days.  So that's 4 

-- and this is what we'd like to hear. 5 

  FACILITATOR SALTER:  We have a microphone 6 

right there.  Gretchen can -- just introduce yourself. 7 

  DR. MALMUD:  Thank you.  Malmud, Temple 8 

University, ACMUI.  The provider would notify the 9 

manufacturer.  That's standard practice.  The 10 

manufacturer would ship a new generator.  If the 11 

provider is notifying the manufacturer, isn't the 12 

manufacturer also a licensee? 13 

  MS. BHALLA:  Generally, they are. 14 

  DR. MALMUD:  Therefore, the manufacturer 15 

should have the responsibility of reporting to the NRC 16 

a failure in its manufacturing process, and that 17 

should be promptly.  As soon as the manufacturer is 18 

notified, the manufacturer should notify the NRC.  Is 19 

that too burdensome for the manufacturer?  Are there 20 

any representatives here from the manufacturers? 21 

  FACILITATOR SALTER:  Okay.  We're going to 22 

hear from -- introduce yourself again. 23 

  MR. VERMA:  Sumit Verma, Covidien 24 

Pharmaceuticals.  That's exactly what we do.  We are a 25 
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licensee and it is our responsibility to let the NRC 1 

know of events as they occur.  So there's a difference 2 

between the actual moly breakthrough event, which is a 3 

single event that occurs with a generator, and that's 4 

provided to the manufacturer as a customer complaint. 5 

  Our team, our compliance team investigates 6 

those, in order to determine what the issue is.  Based 7 

upon the moly breakthrough issue that they were 8 

referring to earlier, that was a much large-scale 9 

issue which required more than a normal review of the 10 

customer complaint.  So that's when we notified both 11 

the FDA and the NRC of these events as they occurred. 12 

  DR. MALMUD:  So the process is in place? 13 

  MR. VERMA:  I'm not sure about the reporting 14 

structure of the events that occurred.  So if we get a 15 

customer complaint from a pharmacy, a nuclear 16 

pharmacy, letting us know that they did not meet the 17 

actual elution ratio, that would be investigated 18 

first, and communicated with the individual nuclear 19 

pharmacy. 20 

  If it required further input, then it would 21 

go back to the NRC, and inform them of these events. 22 

  DR. MALMUD:  Malmud again.  Doesn't the 23 

dispensing pharmacy notify the manufacturer promptly, 24 

because it's concerned about the material on hand? 25 



 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 

 1323 RHODE ISLAND AVE., N.W. 

(202) 234-4433 WASHINGTON, D.C.  20005-3701 www.nealrgross.com 

 137

  MR. VERMA:  Yes.  1 

  DR. MALMUD:  So I would assume, therefore, 2 

that the manufacturer is notified promptly.  Maybe Dr. 3 

Schwarz can shed some light on it, since she 4 

represents both nuclear pharmacy and a provider of 5 

large-scale doses. 6 

  MS. SCHWARZ:  This is Sally Schwarz.  I 7 

think actually everything's in place that needs to be 8 

there.  I think that the licensee is actually 9 

reporting to the manufacturer, and the manufacturer is 10 

reporting back to you.  I mean I think that the 11 

appropriate regulations are in place.  I think we're 12 

handling it as a radiopharmaceutical from the licensee 13 

standpoint, and as Steve Mattmuller pointed out from 14 

the telephone, you know, essentially we're in the 15 

process of measuring every eluate. 16 

  What we're after is our patient and if the 17 

amount of molybdenum present in the elution is not, 18 

you know, able to be formulated into a pharmaceutical, 19 

then we are not using the generator, recalling the 20 

manufacturer, filling out the paper work we need to.  21 

They're reporting to the FDA and back to the NRC. 22 

  So really in terms of the safety aspects, I 23 

think everything is already in place.  We don't need 24 

really any additional regulatory requirements to 25 
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follow. 1 

  I really believe that we have a safe 2 

process, and I think as was pointed out by Ron Zelac 3 

too, that the encouragement to have the manufacturers 4 

respond more quickly is being complied with, and 5 

certainly can continue to be desired, you know, for 6 

those manufacturers to contact if there is a problem, 7 

so it can be posted, and people can be aware if 8 

there's a problem.  I don't think we need anything 9 

additional at all at this time.  Thank you. 10 

  DR. MALMUD:  This is Malmud again.  Thank 11 

you, Dr. Schwarz.  That's what I was referring to.  12 

That's what I was alluding to, that the elution 13 

problem is one which is currently promptly reported to 14 

the manufacturer. 15 

  At that point, it should be the 16 

manufacturer's responsibility to notify the NRC, with 17 

the provider, in this case, of a local pharmacy having 18 

notified the manufacturer promptly. 19 

  We have every incentive to notify the 20 

manufacturer immediately, because we're concerned 21 

about the patients, and the manufacturer should have 22 

every incentive to notify the NRC promptly, because it 23 

has a deeper pocket.  Thank you. 24 

  FACILITATOR SALTER:  Did you have a follow-25 
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up question or clarification? 1 

  MS. BHALLA:  Yes.  I just wanted to know 2 

from the manufacturer.  So if you are reporting, you 3 

are reporting under, is it the Part 21 reporting you 4 

are doing, or is it because Part 35 does not have it? 5 

 So we were just wondering, for our own clarification. 6 

 Are you just providing as a courtesy to NRC, or is it 7 

 under some requirement? 8 

  FACILITATOR SALTER:  Okay.  Does anyone here 9 

want to respond to that?  That might be a follow-up 10 

question  that we could get some input on.  That might 11 

be helpful.  I'm going to go to Dr. Zelac from the 12 

NRC. 13 

  DR. ZELAC:  I can't answer the question 14 

specifically, but my recollection is that there was  -15 

- there is not a specific regulatory requirement that 16 

applies to the manufactures today.  That it's out of 17 

courtesy now, that because of prior situations where 18 

the reporting to NRC, as well as some contacting with 19 

other customers, was not as forthcoming and as prompt 20 

as would have been desired. 21 

  FACILITATOR SALTER:  Perhaps it sounds like 22 

the process is in place, but maybe there's no formal 23 

regulatory requirement to do that, and is that kind of 24 

what you're looking at getting feedback on, Neelam? 25 
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  MS. BHALLA:  Yes, because Part 35 as such, 1 

we have a requirement for keeping records of the moly 2 

breakthrough, but there's no requirement in Part 35 to 3 

report if the limit is exceeded. 4 

  FACILITATOR SALTER:  So I'm going to go back 5 

over here to Shelly?  Sally Schwarz.  It's an elusive 6 

name.  I'm sorry.  7 

  MS. SCHWARZ:  I think what we're all trying 8 

to say is that we don't need anything in 35 to take 9 

care of this.  There may be a problem in terms of how 10 

the reporting is coming out of the manufacturing end, 11 

but I don't think we need anything additional in Part 12 

35 at all.  I think we're doing things appropriately. 13 

  FACILITATOR SALTER:  Okay, all right.  I'm 14 

going to go here to Matthew Williamson. 15 

  MR. WILLIAMSON:  Yes, hi.  Matt Williamson, 16 

Memorial Sloan Kettering.  With the change in the 17 

definition of byproduct material, would you see 18 

something like this affecting other generators, like 19 

gallium, rubidium, actinium and bismuth? 20 

  MS. BHALLA:  I'm not aware of.  If NRC staff 21 

can support that.   22 

  FACILITATOR SALTER:  Okay.  That might be 23 

something that we would follow up on.  That's okay.  I 24 

mean you can bring it up.  It's something to look at, 25 
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but perhaps not -- the people, your people aren't here 1 

that would answer that or have the answer for that 2 

right now also.  I'm going to go back to Sally. 3 

  MS. SCHWARZ:  I think with some of those 4 

generators, gallium, rubidium, those generators 5 

certainly that have short-lived daughters, are eluted 6 

to perform the breakthrough testing initially anyway, 7 

and so I mean there's a mechanism in place, again 8 

already, for those, not for actinium, and maybe there 9 

would be, you know, a need for some type of -- 10 

  But I'm certain that they're going to be 11 

measuring the amount of breakthrough.  Currently, 12 

they're regulated for the rubidium generator.  But I 13 

think the rules as they exist at this moment for those 14 

approved drugs are acceptable. 15 

  FACILITATOR SALTER:  Okay.  I'm going to go 16 

back over here to Mr. Fahey.  Is that -- 17 

  DR. FAHEY:  So Fred Fahey from the Society 18 

of Nuclear Medicine.  Just with my SNM hat on, just to 19 

be  clear, the SNM would recommend that the generators 20 

be tested according to manufacturer's recommendations, 21 

and if that was every elution, that would not be that 22 

much of an issue with us.  However, we would not 23 

recommend the reporting of failed tests to the NRC, 24 

and we'll follow up with a written comment to the NRC. 25 
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  FACILITATOR SALTER:  Did we have anything on 1 

the webinar, Gretchen?  No?  All right.  Anyone else 2 

want to talk on any of these topics?  Dr. Zanzonico? 3 

  DR. ZANZONICO:  Pat Zanzonico, Memorial 4 

Sloan Kettering and ACMUI.  This is more a 5 

philosophical point.  I mean it strikes me this is 6 

potentially an ad hoc regulation or recommendation for 7 

regulation.  But in the entire practice of pharmacy, 8 

there are QC procedures built in. 9 

  You can easily envision an instance where a 10 

reconstituted kit doesn't match or doesn't meet the 11 

normal tolerance, and that could precipitate another 12 

regulation.  Or even in cyclotron-produced 13 

radiopharmaceuticals, the FDG and others that are 14 

produced in-house, they too may not meet tolerances in 15 

terms of radiochemical purity, radionuclidic purity, 16 

etcetera, etcetera. 17 

  But those sorts of quality controls are just 18 

a standard component of sound medical and pharmacy 19 

practice, and I think adopting an ad hoc rule such as 20 

this for this one instance, is sort of on a slippery 21 

slope of overly-intrusive and overly-prescriptive 22 

recommendations that really are, represent what are 23 

part and parcel of sound medical and pharmacy 24 

practice. 25 
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  As such, you know, I think that as we're 1 

hearing, they aren't necessary, because these are all 2 

standard components of how things are done and how 3 

things are done properly. 4 

  FACILITATOR SALTER:  Okay, thank you.  We 5 

have something from the webinar, so I'll let Gretchen 6 

go.   7 

  MS. RIVERA-CAPELLA:  Okay.  We have a 8 

question from Joe Haepers, at Lynch's Medical Imaging, 9 

Lantheus Medical Imaging.  "We are one of the two 10 

North American generator manufacturers.  I agree with 11 

Sally on the testing and reporting requirements.  Each 12 

eluate should be tested.   13 

  "The limits should be based on 12 hours, as 14 

this is the sodium pertechnetate expiry.  Fortunately, 15 

we do not experience many customer complaints for high 16 

moly.  The ones we do investigate are usually reported 17 

to us the same day as the replacement unit may be 18 

required.  I prefer to talk to the customer, to review 19 

their practice. 20 

  "I found many of this -- of these high moly 21 

complaints to ion chamber calculation errors.  FDA 22 

reviews customer complaints.  There is no requirement 23 

to report each event to NRC, and there shouldn't be, 24 

unless there is a systematic problem creating a high 25 
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number of confirmed complaints." 1 

  FACILITATOR SALTER:  Okay.  Do we have any 2 

other comments?  I'm going to go over here to Patty 3 

Pelke, if you could introduce yourself. 4 

  MS. PELKE: Thank you.  Patty Pelke, NRC 5 

Region III, and there's been a lot of discussion on 6 

the issue that's been put on the table.  Our 7 

regulations currently require testing of the first 8 

elution only of a generator, and they've been that way 9 

since we revised the rules. 10 

  That was -- we changed that, based on 11 

historical information that we had on failure rates of 12 

generators, and information that we had indicated that 13 

if a generator would fail that breakthrough test, it 14 

was most likely to occur on the first elution, as a 15 

result of transportation. 16 

  The issue that Region III looked into for 17 

one of our major manufacturers was a result of 18 

information that we became aware of, about generators 19 

failing the elution test.  Not after the first elution 20 

or the second elution of a generator, but after the 21 

generator had been eluted more frequently. 22 

  We would not have become aware of that 23 

information had we not had a licensee calling us, a 24 

medical licensee calling us, inquiring about the 25 
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situation.  Then NRC went back to the manufacturer and 1 

inquired about the circumstances.  It was through that 2 

communication that we became aware of a manufacturing 3 

problem the vendor had encountered. 4 

  The numbers of generators that were 5 

impacted, and we're talking about lots of generators, 6 

so this isn't one, two, three or four.  There were 7 

hundreds of generators that had been impacted.  Of 8 

course, our requirements only identified or required 9 

licensees to test the first dilution.  10 

  So we were not aware of generators that may 11 

have been failing on multiple elutions further out.  12 

Therein lies the issue.  We also work very closely 13 

with FDA, on trying to come to some reconciliation.  14 

Part 32R requirements, that would apply to our 15 

manufacturer. 16 

  So based on comments received here today, it 17 

looks like the medical community, as a matter of 18 

practice and following the insert that was provided by 19 

the manufacturer, does test each elution of the 20 

generator.  It appears that our revision of the 21 

requirements to also parallel that requirement for 22 

testing each elution would not add an unnecessary 23 

burden to our licensees. 24 

  But the reporting requirement appears to be 25 
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more of a challenge, in that we may need to consider 1 

to pursue that with the manufacturers.  I would also 2 

like to clarify, and this is just a comment that Ron 3 

had made.  We have a manufacturer providing 4 

information on generators that fail elutions, 5 

information provided to us on a voluntary basis. 6 

  So it's not a requirement by the 7 

regulations, nor is it currently a requirement or a 8 

commitment on the license for that manufacturer.  9 

Thank you. 10 

  FACILITATOR SALTER:  Thank you.  So it looks 11 

like kind of a good summary of some of the things that 12 

Patty heard while she was here.  I don't see any other 13 

hands.  Is there any other -- anyone want to respond 14 

to that or do we have anything on the webinar, 15 

Gretchen? 16 

  MS. RIVERA-CAPELLA:  No. 17 

  FACILITATOR SALTER:  No?  Going once, all 18 

right.  Final call.  Neelam, I'll let you -- just 19 

pitch it back to you, if there is anything that you 20 

had wanted to clarify or question you wanted to ask 21 

the audience before we close? 22 

  MS. BHALLA:  I think from what I've heard 23 

about, it seems like if there is -- if a test is 24 

failed, it seems like that you are reporting almost 25 
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immediately, because you do need to have another 1 

generator.  So is that a correct assessment here? 2 

  FACILITATOR SALTER:  I see some heads 3 

shaking.  Do you want a verbal confirmation?  I don't 4 

see anyone disagreeing or waving their hand to speak 5 

up on that point. 6 

  MS. BHALLA:  Okay.  I think that should be 7 

good enough for us, that so many heads are shaking, 8 

and that it is almost an immediate reporting, mainly 9 

because you cannot use such a generator.  So it's that 10 

need that's driving that. 11 

  FACILITATOR SALTER:  All right.  So what 12 

we're going to do.  We're a little bit early for our 13 

break, but we still want to give everyone a break 14 

before we start a final topic.  I also just wanted to 15 

point out that there is a new handout in the back that 16 

we just put out after lunch, that you may want to have 17 

a few minutes to look at before we begin this 18 

afternoon's discussion. 19 

  Does anybody want to explain that or -- 20 

okay.  So visit the table in the back.  Pick up the 21 

new handout.  Do you just want to say what the handout 22 

was?  It's the draft proposed rule language for Part 23 

35, the preliminary draft proposed rule language. 24 

  MS. BHALLA:  Yes.  For next topic, which is 25 
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Topic 5, this is preliminary draft language for -- not 1 

for the items that we have discussed here this morning 2 

or yesterday.  It's only for items which we believe 3 

they're sort of easy to resolve or non-controversial. 4 

  So for that, the staff has already worked on 5 

that, and we have provided handouts for that, and for 6 

your convenience, we have copied what's in the regs 7 

right now, and then with red font, it's showing what 8 

the rule text would look like after the, you know, the 9 

change is made. 10 

  So that's for your convenience.  It is 11 

about, I think, 20 page document.  So it's good 12 

actually we have some time, so that you can produce 13 

through that.  Again, as I said, these are sort of 14 

easier subjects, so -- but there will be opportunity 15 

for the next -- Mike? 16 

  MR. FULLER:  Could you also, for the folks 17 

on the webinar, let them know where, if they want to 18 

take a quick look at this or pull it up in preparation 19 

for the next session.  They're on Regulations.gov; 20 

correct? 21 

  MS. BHALLA:  Correct.  It's on 22 

Regulations.gov.  23 

  VOICE:  Do you have a docket ID? 24 

  MS. BHALLA:  Docket ID is, I believe, NRC-25 
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08-0175. 1 

  MR. O'SULLIVAN:  Correct.  2008-0175. 2 

  MS. BHALLA:  Right, and it's fairly, at 3 

least for each time, it has worked for me, and you 4 

know, it's a WWW website.  So hopefully it will work 5 

for all of you.  Once you put the ID, this ID, it 6 

should pop up actually with a lot of documents.  But 7 

the remaining documents are on Ritenour petition, 8 

because this rulemaking is carrying issues from 9 

Ritenour petition.  10 

  So you would see a lot of documents in 11 

there, to the tune of almost 200 of them.  So but this 12 

preliminary rule text is posted under this title, 13 

"Preliminary Rule Text," and it should be easy to 14 

identify. 15 

  FACILITATOR SALTER:  Okay, and again, it's 16 

not on anything we've talked about up until this 17 

point, because that was the point to get your 18 

feedback.  But it's on the last couple of topics that 19 

we're going to talk about after the break.  So what 20 

I'm going to do is we're going to stick to the 21 

schedule.  We're just going to start our break a 22 

little earlier, give the folks on the webinar a chance 23 

to pull up the document.  Give everyone here a chance 24 

to get a copy and look at it. 25 
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  We will get started again at 2:45.  So 1 

instead of a 15 minute break, you have about a 25 2 

minute break.  So at 2:45 we'll come back, and for 3 

folks on the webinar, at 2:45 we'll start again. 4 

  (Whereupon, the above-entitled matter went 5 

off the record at 2:17 p.m. and resumed at 2:46 p.m.) 6 

  FACILITATOR SALTER:  And with that, I'm 7 

going to let Mr. O'Sullivan kind of introduce the 8 

topic, and Neelam is going to then have a brief 9 

presentation, and then we will open it up for 10 

comments. 11 

  MR. O'SULLIVAN:  Thank you, Susan.  I'm 12 

Kevin O'Sullivan, and what a chief is is a first-line 13 

supervisor.  The Part 35 rulemaking that was assigned 14 

to the branch that Neelam and I are in, Neelam is the 15 

very capable senior project manager handling the 16 

medical rulemakings.  Neelam manages a working group, 17 

and several of the people from the working group are 18 

here.  Others are on the Webinar from NRC. 19 

  They've made some progress over the last 20 

several months on items that will appear in the 21 

proposed rule.  These items we wanted to be open and 22 

transparent about, so we published them to a public 23 

Web site, www.regulations.gov. 24 

  As I understand it, people on the Webinar 25 
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are able to pull up the preliminary draft, proposed 1 

rule language, and we also made it available out front 2 

here.  Now preliminary, we're up for suggestions.  You 3 

know, you're part of the working group now, let's say. 4 

 If you have a suggestion on a different word, 5 

different language, you should suggest it now, because 6 

everything's open with respect to this preliminary 7 

rule draft language. 8 

  On that tee off of the subject, I'll pass it 9 

off to Neelam. 10 

  MS. BHALLA:  Thank you, Kevin.  Okay.  So 11 

the topic, last topic for this workshop is additional 12 

items under consideration for rulemaking, and again 13 

there are some acronyms we have used, and by now you 14 

can spell them all out, because we have been using 15 

them almost all along. 16 

  So background is that we are considering 17 

other changes to Part 35, other than the issues that 18 

you heard mainly yesterday, the medical event 19 

definition, and then, this morning, other issues, for 20 

example, the multiple RSO and attestation, and issues 21 

related to Ritenour petition. 22 

  So what we have done is that since the--as I 23 

had said earlier, that Part 35 was revised in its 24 

entirety in 2002, so there's the implementation 25 
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experience, and then some of the recommendations have 1 

come from the ACMUI, and some of the issues were 2 

identified by the staff.  So there are requests to 3 

make either small adjustments or clarifications to 4 

some of these issues of Part 35, and we are calling, 5 

overall, this rulemaking as the expanded rulemaking. 6 

  And so what we have done, the staff has 7 

already started to work on the clarification type of 8 

issues, or where we thought that we could come up with 9 

this, with some proposed rule text, and so for here, 10 

what we have done is--so we have put this preliminary 11 

draft rule language on regulations.gov, and it is--12 

what these other amendments about--they pertain to 13 

lowering, for example, paperwork burden for certain 14 

license applications, and as we go through those 15 

papers, we can go over, or I can allude to that.  16 

There is clarification of certain T&E requirements.  17 

  Then there's the--we are amending, so that 18 

your, you can use sealed sources and devices, and 19 

uses--it will expand on what's actually spelled out in 20 

the SSDRs. 21 

  We have again expanding and clarifying T&E 22 

for--forgive me, I'll try to pronounce this word--23 

parenteral administration of alpha emitters, basically 24 

is the use of alpha emitters for some of the 25 
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achievements, and then there are some other minor 1 

changes.  We are soliciting public comments on these, 2 

what we have prepared so far, and then you can go to 3 

either--you know, we'll go over these over here, since 4 

you are here, and there'll be an opportunity, all the 5 

way up to September 15, to go to regulations.gov, and 6 

pull out this, the identifier there, the docket 7 

number. 8 

  Why September 15th?  Because Houston 9 

meeting, if--I believe I can announce the date, if 10 

it's confirmed.  It's August 11th and 12th.  So after 11 

the Houston meeting, there'll be still opportunity, 12 

and we figure that September 15 gives about additional 13 

30 days to everyone to provide comments. 14 

  I just want you to--I think, once again, 15 

emphasize that this is preliminary.  As the word 16 

preliminary means, it's very, very, very--draft, or 17 

preliminary.  This is what staff has come up with, and 18 

it's subject to revisions, and subject to actually 19 

significant revisions, depending on what input you 20 

provide to us here, now, or through the regulations 21 

Web site. 22 

  And also I just want you to know that this 23 

is preliminary to the point that it's only staff 24 

proposal right now.  It has not gone through any of 25 
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our managerial reviews.  It has certainly not gone to 1 

the Commission. 2 

  So I just want you to keep this in 3 

perspective, and I just want you to know that you'll 4 

still have an opportunity to make your formal comments 5 

on proposed rule, because that's the process, and 6 

hopefully we'll be able to publish the proposed rule 7 

in early 2013. 8 

  And at that time, of course, you know, that 9 

process, that those comments then, are then addressed 10 

as we prepare the final rule. 11 

  So all along, your comments are very 12 

important to us, and this is the time to make comments 13 

to this preliminary rule text, and later on, you will 14 

have opportunity to make comments on the formal, 15 

proposed, noticed rule that'll be published, and with 16 

that, what we have done is, as I think Mike had 17 

already, and Susan said, you all have--or we have 18 

provided the copies here, the handouts of the 19 

preliminary rule text. 20 

  When we are working in rulemaking, that's 21 

what we do.  We deliberate on issues, and so on, and 22 

then the working group comes to a consensus about 23 

changing on how the rule text, in itself, would look 24 

like.  So we have it here for your review, for your 25 
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comments.  So what--since there are a lot of pages in 1 

there, some may be very, very preliminary, or 2 

redundant, or--but for regulators, we have, we are 3 

doing those because the staff felt that there was a 4 

need to do that. 5 

  So we'll go over those.  I'm going to sit 6 

there, and we'll flip through the pages.  I know it's 7 

a lot of stuff, and we can go over that now in sort of 8 

a quick fashion, and then if you have comments, as I 9 

said, you also have the opportunity to, all the way up 10 

to September 15th, to provide those comments.  11 

  FACILITATOR SALTER:  Are you going to go 12 

through everything and then we'll take comments, or do 13 

you want to take comments as you're going through? 14 

  MS. BHALLA:  I think the better thing would 15 

be the way I feel it, as we go through-- 16 

  FACILITATOR SALTER:  Okay. 17 

  MS. BHALLA:  --because they're a whole lot, 18 

and I'm not going to be reading this text, word by 19 

word--  20 

  FACILITATOR SALTER:  Okay. 21 

  MS. BHALLA:  --sentence by sentence. I don't 22 

plan to do it that way.  I think our plan would be 23 

here it is, do a quick read of that, some of those are 24 

sort of, you know, easy, other things may need some 25 
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more discussion. 1 

  FACILITATOR SALTER:  Okay.  That sounds 2 

good.  So if you have a comment, just raise your hand 3 

and I'll bring you the microphone. 4 

  MS. BHALLA:  Okay.  Thanks. 5 

  FACILITATOR SALTER:  Pull the microphone 6 

close, so-- 7 

  MS. BHALLA:  I literally feel like a 8 

teacher.  I haven't been through a classroom in a 9 

while.  So anyhow--so I believe everybody has this 10 

stack of papers.  It's about 20 pages.  For ease of 11 

reading the regulation, what we have done is we have 12 

literally copied the regs as they stand now, 2011 Code 13 

of Federal Register, and the only thing is, you know, 14 

we'll--in, in that form.  Now I totally look like a 15 

teacher.  I'm going to put my glasses on so I don't 16 

miss anything. 17 

  So we start with the front page, pretty much 18 

reiterates what I just said, that this is preliminary 19 

rule text.  You'll have opportunity to make your 20 

comments.  And one thing you have to keep in mind is 21 

that these comments are a little bit different from 22 

the formal proposed rule comments, because these, we 23 

would not--comment by comment, we would not be 24 

discussing in the proposed rule.  Basically, we would 25 
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be--we'll be getting that information and roll it into 1 

the proposed rule, so we are better informed in 2 

preparing the proposed rule. 3 

  So we start with page one.  There's just a 4 

process.  Page two starts with 35.12, which is the 5 

application for license.  Fairly easy stuff.  There 6 

were some issues, and as I said, for clarification 7 

purposes, this is to do with the application, and 8 

35.12, especially D, we needed--the Program Office 9 

believed that there was a need to clearly spell out, 10 

that for new modalities, which is 35.1000, that 11 

additional information was needed.  So it just goes to 12 

clarify what all we are looking for, so that an 13 

Applicant who comes for 35.1000 materials, indeed 14 

knows, and understand that besides the routine stuff, 15 

we are also looking at all these additional pieces of 16 

information.  So it goes right in the regulation.  So 17 

that's page three. 18 

  We go to page four. 19 

  FACILITATOR SALTER:  Did we have any comment 20 

on that? 21 

  MS. BHALLA:  Okay.  Page -- 22 

  FACILITATOR SALTER:  Okay.  We're going to 23 

go to Mr. Lieto.  Just let me get over here. 24 

  MR. LIETO:  Ralph Lieto, AAPM.  I'm a little 25 
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confused by the Sections D, D-1, D-2, that are the new 1 

additions, and then you say also three, which is any 2 

additional specific information on. 3 

  It sounds like you're basically saying that 4 

if you put something in under 1000, anything that's 5 

applicable in those sections-because I'm trying to 6 

think of which subparts are not in there.  You've got 7 

A through C, D through H, and then--and M. 8 

  I'm not sure if I remember, you know, what 9 

all these refer--which subparts--like is M records, 10 

or-- 11 

  MS. BHALLA:  M is--where's the book?  M-- 12 

  MR. LIETO:  So I guess I'm-- 13 

  MS. BHALLA:  M is reporting--one is 14 

reporting.  One is recordkeeping requirements. 15 

  MR. LIETO:  I don't have a specific 16 

suggestion for a change right now, but it just seems 17 

like it's like everything, including the kitchen sink, 18 

could be under a 1000 use, based on what you're saying 19 

here, cause it includes basically all the subparts 20 

that I-- 21 

  MS. BHALLA:  That is correct.  And it's 22 

basically reiterating our position because it seems 23 

like that question did come up for 35.1000, because 24 

the way 35.1000 is spelled out in the regs, that it's 25 
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only looking for just issues pertaining to this new 1 

modality.  2 

  But basically this clarifies that you need 3 

to provide us with all those things which should be.  4 

So it just--it puts it right in the regs, that you do 5 

need to provide all these pieces of information. 6 

  MR. LIETO:  I guess I just would point out 7 

to people that are going to be looking at this a 8 

little bit further, that I think it doesn't 9 

necessarily clarify the issue, I don't think, and so--10 

but we'll have to--we're just seeing it for the first 11 

time.  Cause under three, you say "any additional 12 

specific information on" and you list all these 13 

things, and then your "and" on page four says "any 14 

other information requested by the Commission in the 15 

review of its application." 16 

  So I mean, I'm just kind of wondering what 17 

the advantages of these additions of one and two, when 18 

you've got--well, number four there, or the old number 19 

two, which already tells that you can put--you can 20 

request any other information. 21 

  I guess I don't see what the problem is 22 

that's being resolved by these additions.  But just a 23 

point in consideration. 24 

  FACILITATOR SALTER:  Okay.  And I'm not 25 
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sure.  Neelam, had you gotten down that far? 1 

  MS. BHALLA:  We did. 2 

  FACILITATOR SALTER:  Okay.  I just want to 3 

make sure we don't move forward without you going over 4 

it.  So I don't--I'm just going to leave that comment. 5 

 If you want to clarify, or move on, I'll-- 6 

  MS. BHALLA:  I think Ron. 7 

  FACILITATOR SALTER:  And again, you know, 8 

you are encouraged to provide comments on 9 

regulations.gov.  Is that-- 10 

  MS. BHALLA:  Yes. 11 

  FACILITATOR SALTER:  Yes.  So again, 12 

bringing things up here is excellent and gets 13 

discussion going, but as Mr. Lieto said, you know, 14 

there'll be opportunities, until September 15th, to 15 

provide comments as well. 16 

  DR. ZELAC:  Ron Zelac, NRC.  This is in 17 

response to the question that Mr. Lieto just asked, 18 

and I think the intent of this is to make it clear 19 

that in subparts A through C, covering essentially 20 

administrative aspects, definitions, general technical 21 

aspects, those all apply.  If there's something else 22 

for the particular new use, that's appropriate to one 23 

of those sections that isn't covered by these 24 

regulations, that it behooves the Applicant to mention 25 
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them in their submission. 1 

  Similarly, in Sections D through H, there 2 

may well be aspects of the particular usage that do 3 

apply from the appropriate section there.  The 4 

application for a usage which doesn't fall in to one 5 

of those categories directly, but may have aspects of 6 

what's required for something similar, that do apply--7 

so this is to call the Applicant's attention to the 8 

fact that this is what should be appearing in the 9 

application that's submitted, to make the review more 10 

quicker and easier. 11 

  And finally, the section on the next page, 12 

any additional information.  If in fact the Applicant 13 

does not apply what staff feels is appropriate 14 

information for that particular application, to fully 15 

judge its appropriateness for licensure, that's the 16 

catch-all that permits the staff to ask for anything 17 

else. 18 

  FACILITATOR SALTER:  Okay.  Neelam. 19 

  MS. BHALLA:  Okay.  So page three.  Done.  20 

Okay.  So page four is we are on to 13, 35.13, and 21 

then there's a con--formal change made to 35.14, and 22 

this is what--it gives the release--relief to the 23 

licensees, that with this amendment licensee can use a 24 

sealed source which is on the license that I--right 25 
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now, if you have a sealed source, brachy source, and 1 

you need to change the source, you need NRC to--or it 2 

needs a license amendment. 3 

  So with this change, you would not need a 4 

license amendment.  You merely have to--you just have 5 

to inform us, notify us. 6 

  FACILITATOR SALTER:  Okay.  I have a 7 

question on this side, Neelam. 8 

  MR. WILLIAMS:  Gary Williams, Veterans 9 

Health Administration.  I wasn't quite sure, from a 10 

practical perspective, how a licensee, or in my case, 11 

a permittee, would know that a source was listed on 12 

the sealed source and device registry.  Now 13 

occasionally, you can obtain from the manufacturer, 14 

the vendor, a copy of the SSDR, but that doesn't prove 15 

that it's currently listed on there. 16 

  So, to me, giving someone a additional 17 

option without a practical way for them to comply with 18 

the option is not useful.  So my comment is that you 19 

should provide them a method by which they could make 20 

this confirmation about something being on the SSDR.  21 

Otherwise, the permittee or licensee will have to 22 

contact the regulatory agency. 23 

  Currently, the SSDR has limited access, and 24 

it's no longer accessible to the public. 25 
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  FACILITATOR SALTER:  Thank you.  All right. 1 

 Neelam, you want to continue on? 2 

  MS. BHALLA:  Sure.  Okay.  So we go to page 3 

four.  So as I said, it's a conforming change that you 4 

would just--you have to just notify the NRC, if you 5 

obtain a source, a sealed source for manual 6 

brachytherapy, from a manufacturer other than what's 7 

on the license.  And then of course you need to tell 8 

us what the--who the manufacturer is, the model 9 

number, etcetera. 10 

  FACILITATOR SALTER:  Sorry.  Dr. Mower. 11 

  DR. MOWER:  Herb Mower with the AAPM.  On 12 

page five--well, it comes up to be 35.1, for number 13 

six, where it's talking about "the notification must 14 

include the manufacturer, model number of the sealed 15 

source, the isotope, and the quantity per sealed 16 

source.  If you're dealing with something like I-125 17 

C's or iridium 192 C, where you want, might want more 18 

than one activity and whatnot, you have to put down 19 

the activity for each individual source?  Or do you 20 

just have to show that it's not exceeding the amount 21 

which you're allowed to have on your license for that 22 

category?  23 

  We're apt to do weighted loadings in some of 24 

our implants, and this has now become Paper Reduction 25 
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Act at that point. 1 

  MS. BHALLA:  Okay.  We have noted that and 2 

we'll look into it. 3 

  FACILITATOR SALTER:  Do we have anything in 4 

the Webinar?  Okay.  So are we on page five, or--I'm 5 

lost. 6 

  MS. BHALLA:  We are on page five. 7 

  FACILITATOR SALTER:  Okay. 8 

  MS. BHALLA:  35.50 has to do with training 9 

for radiation safety officer. 10 

  FACILITATOR SALTER:  Okay.  We have a 11 

comment from Dr. Mower. 12 

  DR. MOWER:  Herb Mower, AAPM.  I assume that 13 

as this is put together, it's going to take into 14 

account those comments which were made earlier in 15 

these two days, because Part D on the attestation only 16 

talks about exempting those in C-2 and C-3.  C-1 would 17 

be one of the ones we talked extensively about during 18 

the past day and a half. 19 

  MS. BHALLA:  That is correct, because this, 20 

these changes, the working group started with the--21 

with keeping the attestation or the rule the way it is 22 

right now.  And the working group did not start with 23 

the issues, or the sections that pertain to 24 

attestations. 25 
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  So you are correct.  Anywhere that would 1 

show here, anything to do with the attestations, and 2 

we would take care of that, because if that goes away, 3 

everything with that would go away.  Thanks. 4 

  FACILITATOR SALTER:  Okay.  So are we on 5 

page six? 6 

  MS. BHALLA:  We are--yes.  Page six is 7 

basically--it clarifies that the radiation safety for 8 

the RSO has to have expedience with the--has 9 

expedience with the radiation safety aspects of the 10 

types of user, byproduct material for which the 11 

individual is seeking approval, both as radiation 12 

safety officer and the authorized user. 13 

  FACILITATOR SALTER:  Okay. 14 

  MS. BHALLA:  Okay. 15 

  FACILITATOR SALTER:  So are we on page 16 

seven? 17 

  MS. BHALLA:  We move on to page seven.  Page 18 

seven is 35.65.  There were issues with the--or the 19 

clarification was needed with bundling of the--of some 20 

of the calibration sources that are being used.  So 21 

therefore it just--it clarifies what our limits would 22 

be, and so it does clarify on that, that the byproduct 23 

material authorized by this provision shall not be--24 

and one is basically that this, the calibration 25 
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sources, they are not to be used for medical use. 1 

  And then second is will not be combined to 2 

create an activity greater than the nominal activity 3 

of any single source, or i.e., bundled or aggregated 4 

sources. 5 

  So this again is a clarification because we 6 

have some limits on what the total activity is, and 7 

this just merely clarifies that you cannot bundle 8 

these sources.  9 

  FACILITATOR SALTER:  All right.  We have a 10 

question over here. 11 

  MR. WILLIAMS:  Gary Williams, Veterans 12 

Health Administration.  Familiar with your 13 

requirements for increased controls and the possible 14 

aggregation of, let's say, several HDR sources.  But 15 

that's discussed in the context of HDR sources being 16 

in the same room.  It would appear here, that you're 17 

using the terminology, aggregate, in a different 18 

sense, perhaps from the perspective of getting a 19 

couple of sources and making them into one source. 20 

  So it's difficult for me to follow how this 21 

could not be interpreted to mean that you can only 22 

have a single source.  My understanding is, as long as 23 

there are 30 millicuries, or greater, you could have 24 

numerous sources. 25 
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  So how is this use of the word aggregate 1 

consistent with the words aggregate, that were used in 2 

the current NRC order for increased controls in the 3 

proposed 10 CFR Part 37, would be my question. 4 

  And then my comment is that I recommend this 5 

section be clarified. 6 

  FACILITATOR SALTER:  Okay.  I don't know if 7 

we have a clarification for you here today, but we can 8 

certainly take that back.  Did you want to respond to 9 

that, Neelam, or--okay.  Let's go to Dr. Zanzonico. 10 

  DR. ZANZONICO:  Pat Zanzonico, Memorial 11 

Sloan-Kettering ACMUI.  I'd just like to echo that 12 

comment.  It's not clear to me, at all, what's meant 13 

by combined or creating activity greater than the 14 

nominal activity of any single source.  I mean, 15 

reference was made to HDR sources, but I'm thinking in 16 

the context of nuclear medicine QC. 17 

  MS. BHALLA:  Right.  This is--sorry.  It's 18 

okay.  Yes.  This is not to do with the HDR sources.  19 

This is 35.65, is calibration, calibration and check 20 

sources.  So it's not to do with the HDR sources. 21 

  DR. ZANZONICO:  But even in the context of 22 

nuclear medicine QC sources, it's still not clear what 23 

this means.  I mean, they are aggregated, to some 24 

extent.  For example, if they use transmission sources 25 
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in PET scanners, which is really becoming passe with 1 

PET CT, I mean, that's a form of aggregation.  2 

Likewise, a standard practice in nuclear medicine when 3 

doing gamma camera QC is to stack multiple older 4 

Cobalt 57 sources, so that you have a--you can do the 5 

floods more quickly.  It's just not--it's not clear to 6 

me, what the intent of this item is, and what it 7 

actually means. 8 

  FACILITATOR SALTER:  Can we clarify the 9 

intent, or are you just not ready to do that, we don't 10 

have the right people, or-- 11 

  MS. BHALLA:  No, some of the supporting 12 

staff, I wish we had some more folks to explain.  But 13 

essentially what was happening--and this is how I 14 

understood the issue to be.  That we were getting too 15 

many of these sources, so that original intent was 16 

that they should not exceed 30 millicurie, if I 17 

remember currently, and now with this kind of 18 

bundling, the licensees are able to have more than 19 

that 30 millicurie limit, and that's why we want to 20 

limit that.  21 

  FACILITATOR SALTER:  Okay.  I'm going to go 22 

to Dr. Zelac, and then I'll come back to Sally 23 

Schwarz. 24 

  DR. ZELAC:  Ron Zelac, NRC.  Don't get the 25 
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impression that there is an attempt, on NRC's part, to 1 

limit the number of such sources that a facility may 2 

have and utilize for its various purposes.  This is 3 

primarily intended to make it clear, that for those 4 

individuals, or organizations, that were providing 5 

these sources to someone for use, that they could not 6 

take multiple 30 millicurie sources and put them 7 

together into a package, which would then, by their 8 

consideration, also be considered as exempt, because 9 

each one of the individual sources didn't exceed 30, 10 

they could sell you 300 millicuries, for example, of 11 

material for this purpose. 12 

  I can't give you the particulars but I know 13 

that was kind of the basis.  There was a manufacturer, 14 

supplier, that was doing just this, and it was not in 15 

anyone's best interest. 16 

  Whether this addresses that particular issue 17 

adequately is another question. 18 

  FACILITATOR SALTER:  Let me go back to Sally 19 

Schwarz. 20 

  MS. SCHWARZ:  I just wanted to essentially 21 

indicate what Pat was speaking about, additionally, is 22 

the gadolinium sources used in gamma cameras, as well 23 

as the germanium sources used in PET scanners 24 

calibration, attenuation sources.  So just--so that I 25 
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think the overall issue is that this needs to be 1 

clarified, because certainly, for both gadolinium and 2 

germanium, they use multiple sources at a time.  3 

  FACILITATOR SALTER:  Okay.  Did we have 4 

something from the Webinar?  Okay.  Go ahead, 5 

Gretchen. 6 

  MS. RIVERA-CAPELLA:  Yes.  The question is 7 

from Sue Langhorst.  Are these imaging units 8 

registered as a device with the NRC, and wouldn't this 9 

patient safety evaluation be part of this device 10 

registry?  And this is concerning the transmission 11 

sources.  12 

  FACILITATOR SALTER:  I'll go over to Dr. 13 

Zelac. 14 

  DR. ZELAC:  Ron Zelac, NRC.  As Ms. Bhalla 15 

had said, this text represents the working group's 16 

attempt to address some of the very straightfor--17 

relatively straightforward issues that are associated 18 

with changes.  One of the things which I don't see 19 

here, which I might have considered also, perhaps I 20 

simply didn't get to it yet, as a relatively easy and 21 

straightforward change, was for the title of this 22 

section, 35.65, delete the word "transmission," 23 

because transmission sources should be considered 24 

under 35.500.  And instead, sources for diagnostic 25 
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purposes. 1 

  So this got included in the 2002 rule, and 2 

it's come to light that it didn't belong there, and 3 

that was the reason why Ms. Bhalla mentioned that 4 

these are not sources that are used for medical use, 5 

for patients, involving directly patients.  The 6 

transmission source of course can be, in some 7 

instances, and therefore it didn't belong in this 8 

category. 9 

  So I think that kind of addresses the 10 

question that Dr. Langhorst brought up. 11 

  FACILITATOR SALTER:  Okay.  Mr. Lieto. 12 

  MR. LIETO:  Ralph Lieto, AAPM.  I guess I'm 13 

further confused.  It sounds, then, like you really 14 

need--you've got two issues going on here, and maybe 15 

what you ought to be doing is striking out 16 

"transmission" in 35.65, and authorizing, under the 17 

500, as another change, that you want any of these 18 

transmission devices, with either PET or spec, under 19 

the--under that application. 20 

  But I still think that would solve the one 21 

issue.  The primary issue of this bundling aggregation 22 

still needs to be clarified, cause I'm still not sure 23 

what's the problem you're trying to solve. 24 

  I mean, if some per--one individual has done 25 
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something that's created a problem, that may be a 1 

violation, or is unclear, regulation-wise, why do you 2 

want to create a whole rule just to address one 3 

licensee's action? 4 

  MS. BHALLA:  Okay.  We'll take it back then. 5 

 If it's just one, or is it, has it occurred, you 6 

know, more often?  What the dire need is.  So we'll 7 

look into it.  8 

  FACILITATOR SALTER:  Okay.  I have a comment 9 

over here, and then I'm going to need you to let us 10 

know where we are, Neelam, so everybody's on the right 11 

page. 12 

  MS. SCHWARZ:  Will it be a problem if you 13 

move those transmission sources under 500, for 200 14 

users?  200 users authorized for imaging, if these 15 

transmission sources for PET and Spec cameras are 16 

listed under five hundred? 17 

  FACILITATOR SALTER:  Okay.  Another comment 18 

to take back, or did you want to-- 19 

  MS. BHALLA:  I'm not too sure what the 20 

advantage would be.  21 

  MS. SCHWARZ:  I think it's a problem for the 22 

users, the 200 users, to have their sources listed 23 

under five hundred, is what I'm saying. 24 

  MS. BHALLA:  Okay.  Because--okay, we'll 25 
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look into it.  But the training, our T&E requirements 1 

are much more, or, you know, much more elaborate for 2 

the 200 users.  So if you qualify for 200, you'll 3 

certainly qualify for five hundred.  So there should 4 

not be--there should not be an issue. 5 

  FACILITATOR SALTER:  All right.  We have a 6 

question over here. 7 

  MR. WILLIAMS:  Gary Williams, Veterans 8 

Health Administration.  We require our authorized 9 

users to comply with 35.500, and there's an additional 10 

eight-hour work training requirement.  So 200 users 11 

can't use 500 sources unless they have eight hours of 12 

training.  It has to be specific to that source or 13 

device.  That becomes a bit of a challenge because we 14 

have to sometimes pay a manufacturer to provide the 15 

training, or find someone who can do the training. 16 

  So I would say it's a very specific 17 

limitation, potentially, for current 200 users, if you 18 

move their sources to 500 because there is a training 19 

requirement that's explicitly stated in the current 20 

regs.  21 

  FACILITATOR SALTER:  I'm seeing Sally 22 

Schwarz shake her head in agreement with that, and I'm 23 

going to go back over here.  I think she has another 24 

comment to make. 25 
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  MS. SCHWARZ:  I really think that's a 1 

consideration that needs to be addressed, because 2 

these are just transmission sources.  I mean, they're 3 

not large sources.  I mean, they're needed for 200 4 

users. 5 

  MS. BHALLA:  Okay.  Thank you.  And I think 6 

that's exactly the kind of information we are looking 7 

for today, this kind of distinction between, because 8 

for us, I mean clearly, I thought if somebody can do 9 

35.200, could easily do 35.500, but the point is well-10 

taken.  Thank you.  11 

  FACILITATOR SALTER:  Okay.  So we're moving 12 

along. 13 

  MS. BHALLA:  Moving along.  We are on page 14 

thirty--page seven is then done.  We go to page nine, 15 

and it starts with 35--from page eight, 35.290, 16 

Training for Imaging and Localization Studies, and it 17 

just expands on the--expands on to, that the--this 18 

authorized--under whose authorization you could do 19 

some of these things, and it expands, and it gives 20 

the, an authorized nuclear pharmacist who meets the 21 

requirements under these, may provide the supervised 22 

work experience for paragraphs--and it goes through 23 

all those different paragraphs, and so on. 24 

  So it's--it makes the regulations more 25 
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flexible, and it recognizes the authorized nuclear 1 

pharmacist. 2 

  Any questions?  Okay.  So we move on to page 3 

ten.  Eleven.  We are on to page twelve. 4 

  And then there have been--to go to page 12, 5 

actually go to page 13 first, because there are--it 6 

seems like the--there was a need to--this is all to do 7 

with the alpha emitters, so all these changes have 8 

been done to make sure that people have experience 9 

with the ALPHA meter uses.  So basically the users 10 

have been spelled out in 35.396. 11 

  And then prior to that, on page 12, so 12 

39.390, is essentially making the formal changes to 13 

accommodate 35.396.  This is--these are some of the 14 

nuances of rulemaking.  You touch one part, and then 15 

you have to make sure that the other parts are amended 16 

accordingly, to make sure they are--everything is in 17 

line. 18 

  And please, if not here, because there isn't 19 

that much time to go over, so see if we have 20 

overlooked, or we have not characterized the--this in 21 

a clear way, then we can take that into consideration 22 

and refine it more.  But essentially the whole--all 23 

this is done because, according to the current 24 

regulations, somebody with beta emitters can do alpha 25 
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emitters, but our staff believes that those who are 1 

using alpha emitters must have experience in those 2 

uses, and therefore this is done, all these three-four 3 

pages are done to accommodate that. 4 

  FACILITATOR SALTER:  All right.  I think we 5 

had a question on the Webinar.  A comment. 6 

  MS. RIVERA-CAPELLA:  Yes.  This one is from 7 

Sue Langhorst again.  Has any consideration been given 8 

to eliminating the experience requirement under 290 9 

for eluting generator systems? 10 

  MS. BHALLA:  We can add that.  Is that in--11 

we can take it.  We can take it as a comment and look 12 

into it.  13 

  FACILITATOR SALTER:  Okay.  I have a comment 14 

from Dr. Zanzonico. 15 

  DR. ZANZONICO:  I really question the need 16 

or even the advisability of a separate experience 17 

requirement for alpha emitters.  Number one, they've a 18 

very, very limited use thus far.  So it's not clear 19 

how one accrues that experience, and it seems that, in 20 

fact, individuals who are most experienced in 21 

conventional radionuclide therapy, beta emitter 22 

therapy, are most qualified to go forward with alpha 23 

emitter therapy.  And then that raises another 24 

question. 25 
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  Auger electron emitters, if they're 1 

internalized in cells, are even more hazardous, in 2 

principle, that alpha emitters.  So should there not 3 

be an additional provision for those?  I mean, just--I 4 

guess my point being, is that if an individual is 5 

qualified for use of unsealed byproduct materials 6 

requiring a written directive, that is therapy, then 7 

that is sufficient, and parsing it by type of emitter 8 

is questionable. 9 

  I mean, certainly there's differences in the 10 

radiobiology among these different emitters, but as I 11 

say, individuals with training and experience to 12 

perform unsealed radionuclide therapy, unsealed 13 

byproduct material therapy, whether betas, alphas, 14 

Auger electron emitters, etcetera, that should--I 15 

question the need or the wisdom of parsing that type 16 

of radiation.  17 

  FACILITATOR SALTER:  Okay.  Thank you.  I 18 

think we have another comment from the Webinar. 19 

  MS. RIVERA-CAPELLA:  Yes, we do, from Sue 20 

Langhorst.  It makes sense to have different 21 

experience requirements for G-1 and -2, but what 22 

different experience is needed between three through 23 

six?  This is similar to what Pat Zanzonico is asking.24 

  25 
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  FACILITATOR SALTER:  Okay. 1 

  MS. BHALLA:  Okay.  Thank you.  So we take 2 

this--oh, sorry.  3 

  FACILITATOR SALTER:  Question?  Comment? 4 

  MS. SCHWARZ:  Sally Schwarz.  Again, and 5 

additionally, there are no approved alpha emitters on 6 

the market at the time.  So again, these are 7 

experimental kinds of therapies at this moment. 8 

  FACILITATOR SALTER:  Okay. 9 

  MS. BHALLA:  Okay. 10 

  FACILITATOR SALTER:  So we are on-- 11 

  MS. BHALLA:  We are on page thirteen. 12 

  FACILITATOR SALTER:  Okay. 13 

  MS. BHALLA:  Okay.  Actually page 13 is--so 14 

we are continuing with the 13, 14, 15.  They all have 15 

to do with additional--or additional experience with 16 

the alpha emitters. 17 

  FACILITATOR SALTER:  Okay.  I don't see any 18 

comments. 19 

  MS. BHALLA:  Yes, because this had to do 20 

with this continuation of the alpha emitters.  So I'm 21 

going to move on to page sixteen.  This is to do with 22 

the sealed sources usages, and these amendments, and 23 

35.400 and then for--so right now, let's stay with 24 

35.400. 25 
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  What that does is that, right now, staff 1 

noticed that the way the regs are right now, it kind 2 

of limits the user to uses which are spelled out in 3 

this sealed source device registry, and that was not 4 

the intent when this, when the rule came to be in 35--5 

in 2002.  So by making this amendment, it'll give the 6 

end-user, the physician, to go and use this the way 7 

that physician would like to use the, this particular 8 

sealed source, and also the device. 9 

  So 35.400 essentially expands on the usage 10 

that's already written in the Sealed Source and Device 11 

Registry, because NRC has recognized that those 12 

registries may be limiting users, to some extent, and 13 

we--and the physician should be able to use these 14 

devices, or these sources, beyond what's written in 15 

the Sealed Source and Device Registry. 16 

  So that's the--that's how we are fixing 17 

35.400.  18 

  FACILITATOR SALTER:  Okay.  We have a 19 

comment from Mr. Lieto. 20 

  MR. LIETO:  If I read this right, this is 21 

exactly the opposite of what you were just saying.  It 22 

says it shall be used in accordance with the safety 23 

conditions and limitations described in the device of 24 

Sealed Source and Device Registry.  If I misunder--25 
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maybe I misunderstood, but I thought you said it was 1 

supposed to offer more flexibility. 2 

  MS. BHALLA:  Yes; it does.  It's giving the 3 

flexibility, but at the same time we are also holding 4 

the physician responsible in terms of the radiation 5 

safety aspects which are spelled out in the Sealed 6 

Source Registry.  So we are still expecting that the 7 

user is going to stay within the radiation safety 8 

details which are spelled out, or the conditions which 9 

are spelled out.  But the use could be the way a 10 

physician wants to use. 11 

  And I think I can elaborate on this little 12 

bit more, that the problem, or where it came, that 13 

some of these sealed sources, or their devices, have 14 

spelled out, say, for cancer treatment, and if the 15 

physician wants to use it for something other than 16 

that disease, or it may--in one case is--in one case I 17 

suppose it's head and neck tumors.  A physician wants 18 

to use it for some other part of the body, it should 19 

be okay. 20 

  But what we do want, and NRC is emphasizing, 21 

is that the radiation safety conditions which are 22 

spelled out in the Sealed Source and Device Registry, 23 

that we expect that those will be adhered to. 24 

  DR. MOWER:  Herb Mower, AAPM.  On the same 25 
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paragraph, I think the confusion is coming from when 1 

we talk about limitations, is it the limitations that 2 

are in the Sealed Source and Device Registry, which 3 

may limit what a clinical user can make of it?  Or 4 

does limitations refer to radiation safety 5 

limitations? 6 

  MS. BHALLA:  This is radiation safety 7 

limitations. 8 

  DR. MOWER:  I think the way it's worded 9 

here, it could be interpreted either way, and there 10 

are other limitations on the clinical uses in the 11 

SSDR.  Then this is saying you'd have to follow those, 12 

and does not allow the clinician to use it for other 13 

clinical purposes. 14 

  FACILITATOR SALTER:  Okay.  We have a 15 

comment over here. 16 

  MR. WILLIAMS:  Gary Williams, Veterans 17 

Health Administration.  Normally, the SSDRs follow a 18 

specific format, and I believe one of the last 19 

sections isn't titled Limitations, but I think like 20 

Conditions of Use, or something like that, which are 21 

really more health and safety type issues. 22 

  So I think I would agree, that the word 23 

"limitations" probably should be changed, to make it 24 

more explicit to which sections in the SSDR are being 25 
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alluded to in the regulations, since most of the SSDRs 1 

do follow an NRC-defined format, and I think show the 2 

heading under which they're limited, rather than 3 

perhaps another section which describes its general 4 

use, which I think is what you're saying has some 5 

flexibility.  6 

  FACILITATOR SALTER:  Okay.  Do we have any 7 

other comments on this?  Okay. 8 

  MS. BHALLA:  Okay.  35.490. We are still on 9 

page sixteen.  This amendment is being done to take 10 

care of the experience, where the physician is getting 11 

his or her training, and the requirements previously--12 

or right now.  It says "medical institution," the 500 13 

hours of work experience.  Staff believes that this 14 

could be opened up, and to include clinic or private 15 

practice. 16 

  And so this use basically expands on where 17 

this experience could be obtained.  So that's where 18 

this amendment is coming from. 19 

  I can move on to page seventeen. 20 

  FACILITATOR SALTER:  We have a comment over 21 

here. 22 

  MR. LIETO:  I understand you're--can you 23 

hear me?  Ralph Lieto, AAPM.  Rather than trying to 24 

specify these, you know, and encompass all types of 25 
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work locations, why not just say "medical licensee."  1 

I mean, even if they're working out of the back of a 2 

car that's been approved to, you know, to do these 3 

kinds of functions, I mean, cause I guess I would--I'm 4 

wondering if there's going to be some kind of a--you 5 

know, someone comes up with a different type of a 6 

classification of a facility that's not a institution, 7 

clinic, or private practice, just to--I mean, just 8 

make it a little less prescriptive. 9 

  MS. BHALLA:  Yes.  It's after we had hosted 10 

this on the regulations.gov, there has been some 11 

discussion because the ACMUI had suggested not to use 12 

the word "private practice," because private practice 13 

may have the economic, the legal, and all those kind 14 

of issues. 15 

  So the working group continued looking into 16 

it, and incidentally, has come up with something very 17 

close to what you are suggesting.  And I believe, if I 18 

remember correctly, now it says something like 19 

"medical facilities," or "licensed medial facilities," 20 

whereby these are licensed entities to, you know, to 21 

practice whatever the type of use we are looking for. 22 

  So thank you.  This is already being looked 23 

at but--and if you can provide your word again, then 24 

maybe it'll add to our cache. 25 
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  FACILITATOR SALTER:  Okay.  No comments from 1 

the Webinar, so let's move on. 2 

  MS. BHALLA:  Okay.  The next page, page 3 

seventeen.  This is 35.500, and then again these are 4 

the uses with regard to sealed sources and for 5 

diagnostic use, and again this was to correct the 6 

limitations provided by, you know, what we have in the 7 

current rule language.  So we want to give a little 8 

bit more flexibility on this, that these sealed 9 

sources devices can be used for, you know, expanding 10 

on that, and almost similar to 35.400, except that 11 

right now, the regs are missing the devices because 12 

there are devices out there as well. So this will 13 

correct that deficiency in here, and it pretty much 14 

parallels the 35.400 use in that it's expanding on 15 

that.  And yet we do expect the radiation safety 16 

conditions to be met, which is spelled out in the 17 

single source device. 18 

  And you see a whole lot of text because this 19 

is to do with the--we broke the sealed sources and 20 

their devices, and therefore it seems like a whole 21 

lot, but pretty much it's--there are no--there are no 22 

added requirements, except that it's making 23 

clarifications. 24 

  Page eighteen.  35.600 is almost similar to 25 
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the 400, and the 500, and again it provides 1 

clarifications, and this time, because these sealed 2 

sources are now spelled out in terms of their usage in 3 

remote after-load units, teletherapy units, or gamma 4 

stereotactic radiosurgery.  So in this, too, it's 5 

essentially saying the same thing, that users can use 6 

it for, you know, the ailments or the diseases that 7 

they want to treat, and not be limited with what's 8 

spelled out in the Sealed Source Device Registry.  9 

However, NRC, we are very particular that the  10 

radiation safety aspects must be adhered to, and we do 11 

expect the authorized user to know all the 12 

constraints, or all the radiation safety type of 13 

things which are spelled out in these devices to be--14 

that they follow those. 15 

  FACILITATOR SALTER:  I think we did have a 16 

comment on the Webinar. 17 

  MS. RIVERA-CAPELLA:  Yes.  This one is from 18 

Sue Langhorst.  And she's saying here: If 35.500 is 19 

changed to include transmission sources, then it would 20 

be helpful to--it would be helpful that 590 also be 21 

changed to show 35.290--would meet the T&E 22 

requirements?  That's a question.  Do you need me to 23 

repeat it?  24 

  FACILITATOR SALTER:  Yes. 25 
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  MS. RIVERA-CAPELLA:  If 35.500 is changed to 1 

include transmission sources, then it would be helpful 2 

that 590 also be changed to show 35.290.  Would it 3 

meet the T&E requirement?  I believe that's what she's 4 

trying to ask. 5 

  FACILITATOR SALTER:  That's still not clear. 6 

  MS. RIVERA-CAPELLA:  Yes.  I can ask her to 7 

clarify.  Which one is it?   8 

  FACILITATOR SALTER:  The last one.  35.500 9 

is changed to include transmission sources, then it 10 

would be helpful if 590 was also changed to show 11 

35.290.  Yes; it doesn't--she needs to retype that, 12 

so--so maybe someone here can clarify.  Let's go to-- 13 

  DR. FAHEY: It sounds like it's the same 14 

thing that Sally was referring to, exactly the same 15 

thing that was being referred to earlier, that if you 16 

move it to 500, then there's going to be additional 17 

educational requirements that may not be appropriate 18 

for the people who just want, need transmission 19 

sources.  20 

  FACILITATOR SALTER:  Okay.  Let me go over 21 

to Sally Schwarz, and if that doesn't clarify for the 22 

person on the Webinar, they can retype a 23 

clarification. 24 

  MS. SCHWARZ:  This is Sally Schwarz.  I 25 
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think by the additional of 290 under five--35.600, it 1 

would allow the training to be included.  So that 200 2 

users would then be qualified to have these sources 3 

that are listed under this section.  That's what she's 4 

asking. 5 

  MS. BHALLA:  Okay.  If-- 6 

  FACILITATOR SALTER:  Wait; wait.  Let's see. 7 

 Gretchen. 8 

  MS. RIVERA-CAPELLA:  So just clarified.  It 9 

says: If 35.500 is changed to include transmission 10 

sources, then it will be helpful that 590 also be 11 

changed to show that if 35.290 approved AU would meet 12 

the T&E requirements.  It was a comment. 13 

  FACILITATOR SALTER:  Okay.  Thank you.  14 

Sorry about that Webinar folks. 15 

  MS. BHALLA:  Okay.  I think we understand 16 

what's the--it means the division would also include 17 

the T&E under 35.500, to include the 200 users.  18 

  FACILITATOR SALTER:  Okay. 19 

  MS. BHALLA:  Okay. 20 

  FACILITATOR SALTER:  Very good.  I don't see 21 

any other comments, so-- 22 

  MS. BHALLA:  Okay.  So we are almost getting 23 

there.  So 35.600, as I said, basically it, it's going 24 

to include all the remote after-load units, 25 
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teletherapy units, gamma stereotactic radiosurgery 1 

units, and it's going to give the physician the added 2 

flexibility to use the devices beyond what's spelled 3 

out, the usage in the SSDR.  So page eighteen.  I'm 4 

towards the end of that, 35.690, training for use of 5 

these devices, and in this we have made this, where 6 

this training can be obtained, and we are expanding 7 

that to again medical institution, clinic or private 8 

practice, and as I said earlier, that the group had 9 

not completed or had gone back to look at it, because 10 

the ACMUI had recommended not to use private practice, 11 

and in that context we went and revisited this, and 12 

came up with something like medical facilities 13 

authorized to use this material. 14 

  I think that's the wording we have come up 15 

with.  And I apologize that we don't have it here, 16 

because that the newer batch came after this had been 17 

posted. 18 

  So that brings us to what we have so far, 19 

and again it's all posted on the regulations.gov, and 20 

we would welcome your--if you--when you leave here, 21 

and have more thoughts on it, please do provide your 22 

comments, because we would take those into account. 23 

  FACILITATOR SALTER:  Okay.  We have a 24 

comment over here.  No.  Okay.  A comment over here.  25 



 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 

 1323 RHODE ISLAND AVE., N.W. 

(202) 234-4433 WASHINGTON, D.C.  20005-3701 www.nealrgross.com 

 189

Please introduce yourself. 1 

  DR. FAHEY: Fred Fahey of Society of Nuclear 2 

Medicine.  I was looking at that language that was 3 

giving Ralph a tough time, and I wonder whether if we-4 

-if you sort of just--if you're meaning the conditions 5 

and limitations to be particular to radiation safety, 6 

if you just sort of flip it around, so, for example, 7 

35.600, that last sentence in 1(a) said that--was 8 

changed to say, "The sealed sources shall be used in 9 

accordance with the conditions and limitations 10 

pertaining to radiation safety described in the Sealed 11 

Source Device Registry," it may be more clear. 12 

  Because it looks like now it's the radiation 13 

safety conditions and limitations, and those 14 

limitations don't seem like they necessarily are 15 

limit--the limitations are limited to radiation 16 

safety.  17 

  FACILITATOR SALTER:  Thank you.  18 

  MS. BHALLA:  Okay.  So you mean to say we 19 

take--could you reword, please. 20 

  DR. FAHEY:  So instead of saying--it says 21 

now, "in accordance with radiation safety conditions 22 

and limitations described in the Sealed Source Device 23 

Registry," the change ought to say "in accordance with 24 

the conditions and limitations pertaining to radiation 25 
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safety described-- 1 

  MS. BHALLA:  Oh, okay. 2 

  DR. FAHEY:  --in the Sealed Source Device 3 

Registry.  4 

  FACILITATOR SALTER:  Okay.  Do you have a 5 

comment? 6 

  MS. BHALLA:  Thank you.  7 

  FACILITATOR SALTER:  Okay.  Dr. Walsh is 8 

shaking his head in agreement with that last comment. 9 

 Oh, okay; over here. 10 

  MR. WILLIAMS:  Gary Williams, Veterans 11 

Health Administration.  The only response I would give 12 

to your recommendation is that some of the limitations 13 

are not specific to radiation safety but they might be 14 

related to other health and safety issues with the use 15 

of the device, that perhaps would be more from a, you 16 

know, weight limitation on some devices, that you've 17 

got to make sure, you know, it won't crash through the 18 

floor, things like that.  So it could be beyond just 19 

radiation safety considerations.  20 

  FACILITATOR SALTER:  Okay.  Do we have any 21 

other comments?  Any comments from the Webinar?  No.  22 

Going once.  Final chance.  Well, final chance here.  23 

Of course you have time to go and provide comments on 24 

this preliminary language at regulations.gov. 25 
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  We have one comment over here. 1 

  MR. LIETO:  Ralph Lieto, AAPM.  Actually, it 2 

was a question.  Having gone through this draft-3 

proposed rule language, in the workshop handout, there 4 

were a number of other proposed changes to the rules, 5 

and the sections that, you know, dealt with that, 6 

there are some four hundred, and some other things I 7 

think in 35.50, and so forth, that weren't in here. 8 

  Was the intent to address any of those 9 

today, or did you want comments related to those that, 10 

in some follow-up fashions? 11 

  FACILITATOR SALTER:  You're talking about 12 

the topics that we discussed earlier in this workshop 13 

or another workshop? 14 

  MR. LIETO:  Ralph Lieto.  In this--well, we 15 

haven't talked about them. They were listed in the 16 

workshop, Federal Register listing, if you will, and 17 

there were like 18 or 19 of these various topics, or 18 

subjects matter, with some subparts, and several of 19 

those are not in the draft-proposed rule language that 20 

we just went through. 21 

  And I just was wondering was--what was the 22 

intent of NRC staff to address those specific items, 23 

cause there are a few of them that address medical 24 

physicists, and we just wanted to know where to go 25 
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with that. 1 

  MS. BHALLA:  Yes.  Those we do need to 2 

address, we do need to take care of.  These are the 3 

ones that the working group has come to a very 4 

preliminary consensus for the draft language so far.  5 

But we do need to--we are going to be looking into 6 

those, and those--I believe you'll get to see in the 7 

proposed rule stage, unless we have--actually, 8 

there's, in the regulations.gov, there is a provision 9 

to update those.  I just remembered that. 10 

  So there'll be a provision to update, and at 11 

some point we will be updating with those remaining 12 

issues that we come up with the proposed rule 13 

language, and the way I understand that system, you 14 

can go and you can put your e-mail, give them your e-15 

mail address, so that any time we update that, you 16 

would be notified, and you'll be able to see what the 17 

updates are. 18 

  FACILITATOR SALTER:  So we're not looking 19 

for comments on those other topics here, at this 20 

workshop, but they'll be able to comment on any 21 

preliminary language as it is developed? 22 

  MS. BHALLA:  As developed. 23 

  FACILITATOR SALTER:  Okay.  Does that make 24 

sense for folks?  Okay.  All right.  25 
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  Anything from the Webinar?  No. 1 

  Okay.  Well, thank you, Neelam.  Appreciate 2 

you going through that document, and giving folks an 3 

opportunity to make comments and ask for some 4 

clarifications. I 'm sure that's helpful to the work 5 

group as they go back and continue this rulemaking 6 

process. 7 

  With that, I am just going to once again 8 

thank everyone for participating, and I'm going to 9 

turn it back over to Mike Fuller for some closing 10 

remarks. 11 

  MR. FULLER:  Thank you, Susan.  And I also 12 

want to express my gratitude to everyone that's here, 13 

and everyone who's participated on the Webinar for the 14 

last two days.  It's very gratifying, to me, at least, 15 

and I think for most folks on the NRC staff, that 16 

there are so many people who are willing to come and 17 

help us to develop some solutions. 18 

  As we said early on yesterday, at this point 19 

in time it's very, very early in the rulemaking 20 

process, and this is an opportunity for us to hear 21 

from our key stakeholders, the suggestions and 22 

recommendations on how we can get things done most 23 

appropriately, and hopefully get it right the first 24 

time. 25 
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  This morning--or yesterday, I had an 1 

opportunity to sort of wrap up some of the things, and 2 

there were so many issues that we covered yesterday 3 

relating to the medical event definitions, that I 4 

thought I needed to take advantage, sort of like I'm 5 

feeling right now, take advantage of some of my 6 

colleagues and what they heard, and make sure that we 7 

get it straight. 8 

  Unfortunately, I don't have that luxury 9 

today, because we won't be here tomorrow.  So I've 10 

tried to take some good notes.  Again, if I don't get 11 

everything exactly right, if I haven't captured 12 

everything that folks thought we needed to hear, then 13 

by all means, you know, let us hear from you again.  14 

It's early in the process. 15 

  I also want to remind folks that we are 16 

going to have a second workshop, it'll be August 11th 17 

and 12th in Houston at the Marriott.  It's the Texas 18 

Medical Center Marriott, I think is the correct name. 19 

 The Web site, my understanding from talking to the 20 

contractors, the Web site is up and you can register 21 

for that workshop on the Web site. 22 

  Now assuming that a lot of folks who are 23 

here today, and have been here the last two days, 24 

picked one of the workshops, and picked this one 25 
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obviously.  However, it would be very beneficial if 1 

those of you who are here at this workshop could reach 2 

out to your colleagues, and others that you're aware, 3 

that may be interested, and encourage them to sign up 4 

for the workshop in Houston.  It'd be very much 5 

appreciated.  We'd love to see a great turnout for 6 

that one. 7 

  And also keep in mind that the Webinar will 8 

be available for use during that workshop as well. 9 

  So let me summarize a little bit about what 10 

I thought I heard today, and the first thing we talked 11 

about was the relaxation of certain, or some 12 

attestation requirements, and grandfathering for 13 

certain certified, board-certified individuals, and 14 

the sort of thing that I heard--there were two things 15 

that I heard, I think loud and clear. 16 

  There were a lot of comments.  But two 17 

things that I heard, loud and clear, were that board 18 

certification coupled with recentness of training 19 

requirements should be sufficient for the regulator's 20 

needs. 21 

  Another thing that we heard from our 22 

panelists, and several others who made comments, was 23 

that testing to someone's competency is not advised, 24 

but rather, attestation should be focused on the 25 
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training and experience necessary to perform 1 

independently. 2 

  So those are the two main things that I took 3 

away from that session. 4 

  We then moved to the assistant associate RSO 5 

topic, and we heard a lot of comments on this issue.  6 

There was a lot of discussion on a lot of different 7 

things. 8 

  But the one thing that I heard where there 9 

was a lot of consensus, I thought, was that we should 10 

not limit the number of associate, or assistant RSOs, 11 

or whatever you want to call them, on the license.  We 12 

heard a lot of discussion about how this is beneficial 13 

to the community, to create a pool of qualified folks, 14 

and have them named, and so forth. 15 

  But a lot of the details, I think we still 16 

need to hear more information about, because I didn't 17 

hear a lot of consensus on some of the other things 18 

that were discussed. 19 

  A lot of good ideas but nothing that I can 20 

actually put my finger on.  However, just as a 21 

reminder, all the comments were captured, we have the 22 

transcripts, and so the folks that are working on 23 

rulemaking have the benefit of all those comments. 24 

  And then we went to the moly breakthrough 25 
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issue, and I think the message I got, at least for 1 

this, was pretty clear.  Most people seemed to be in 2 

favor of requiring the testing of each elution.  3 

However, when it comes to the reporting requirements, 4 

we heard a strong consensus, that this should not be 5 

reported to the NRC, that there are other ways of 6 

handling this. 7 

  So again, we appreciate that, and we 8 

appreciate that comment, and we'll take it back and 9 

consider that, as appropriate. 10 

  And then we came to the last session, and I 11 

think for some folks this seemed to be a very useful 12 

way to spend some of the time this afternoon, because 13 

again this is preliminary rule text.  This is not rule 14 

text that has actually even been through any sort of 15 

review process by NRC management or anything.  It's 16 

just the working group has gotten started, and they 17 

said these are some things that we've done so far, 18 

we'll share it, it's out in the public domain, but it 19 

is very, very early in the process.  20 

  So if you are coming to Houston, or if 21 

you're participating the next time we get together for 22 

the workshop in August, and this was painful for you 23 

as it was for me, you know when to run. 24 

  But if you actually saw a lot of value, I 25 
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mean--and, you know, I'm teasing--there's a lot of 1 

value for us in this and we appreciate everyone's 2 

indulgence. 3 

  But any time we have an opportunity to hear 4 

from our stakeholders about how to get the words 5 

right, we appreciate that opportunity.  But I just may 6 

take a long break.  That's just me, my own personal 7 

thing. 8 

  So anyway.  And I won't go through a lot of 9 

things that we did. I would remind everyone that all 10 

of this preliminary rule text, or preliminary rule 11 

draft text is on regulations.gov, and as the staff 12 

continues to develop some of this text, it will be 13 

posted there, and comments from all of you, and 14 

others, and your colleagues, would be very much 15 

appreciated. 16 

  And also I'd like to ask for your 17 

indulgence.  If you believe that your comments today 18 

for this session were well understood and captured, 19 

then I guess, you know, I'll let you be the judge. 20 

  If, however, you've made comments, or you 21 

heard comments that you think, boy, I really hope they 22 

got that just right, then please, by all means, jump 23 

on regulations.gov and type it up, cause if we can get 24 

it writing, it'll be very, very helpful to us, so--and 25 
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that's--oh, yes.  Important. 1 

  We have the NRC Public Meeting Feedback 2 

Form.  These are very important to us. 3 

  I know when I say that, a lot of people go, 4 

"Yeah, right."  It really is.  This is an opportunity 5 

for us to get feedback from you.  We have another 6 

workshop coming up in August, and so any comments that 7 

anybody has about how things went today, how things 8 

went yesterday, we will receive those, we will review 9 

those, and we will make changes for how we conduct 10 

things in Houston, in accordance with those types of 11 

comments. 12 

  We are looking to make sure that we make 13 

this the most valuable experience for our 14 

stakeholders.  In other words, we want to give our 15 

stakeholders every opportunity to provide us with--for 16 

you to provide us with your recommendations and your 17 

comments, and your suggestions, because again, we can 18 

utilize this information early, early in the process. 19 

  You know, once we get to the proposed rule 20 

stage, we do have that opportunity for public comment, 21 

but at that point in time we've got something written 22 

down. 23 

  This is the opportunity that has actually 24 

been through a review process.  This is a point in 25 



 

 NEAL R. GROSS 
 COURT REPORTERS AND TRANSCRIBERS 

 1323 RHODE ISLAND AVE., N.W. 

(202) 234-4433 WASHINGTON, D.C.  20005-3701 www.nealrgross.com 

 200

time when we have that opportunity to listen and 1 

consider the comments and the suggestions that you 2 

have before we officially put pen to paper.  So it's a 3 

very valuable opportunity for us. 4 

  So we have that NRC Public Meeting Feedback 5 

Form.  If you'll please fill that out and provide us 6 

with any comments or suggestions that you have about 7 

how the meeting went. 8 

  And then just--you can, you know, put them 9 

anywhere.  You can bring them to any of the NRC staff. 10 

 You can put them back on the table where the 11 

registration was, or, you know, any place where you 12 

feel like we will be sure to gather it. 13 

  Or you can mail it.  That's right. It is 14 

actually postage-paid.  I forgot about--yes.  And 15 

it'll go straight to Gretchen. 16 

  Okay.  Again, thank you.  This has been very 17 

valuable for us, and unless there's something else 18 

that I'm forgetting, Susan, then we'll call it a day, 19 

call it a workshop.  Thanks. 20 

  (Whereupon at 4:10 p.m., the workshop was 21 

concluded) 22 

 23 

 24 

 25 
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