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          1                               --- 
 
          2                     MR. KINNEMAN:  Good morning.  My 
 
          3        name is John Kinneman.  I'm currently Deputy 
 
          4        Director of Nuclear Materials Safety.  This is a 
 
          5        Predecisional Enforcement Conference with 
 
          6        Digirad Imaging Solutions, Incorporated. 
 
          7                     What I'd like to do is just go over 
 
          8        the format just a little bit for a few minutes 
 
          9        since there's so many people here and then -- so 
 
         10        basically what I'd like to do is do 
 
         11        introductions first, and then I'll do a little 
 
         12        bit about the format of the meeting, and we'll 
 
         13        have a few opening remarks and go from there. 
 
         14        So I think since there's so many people here it 
 
         15        would be best if we do introductions first. 
 
         16                     So again, my name is John Kinneman. 
 
         17        I'm Deputy Director of the Division of Nuclear 
 
         18        Materials Safety. 
 
         19                     MS. HENDERSON:  Pam Henderson.  I'm 
 
         20        Chief of the Medical Branch. 
 
         21                     MS. LANZISERA:  Penny Lanzisera. 
 
         22        I'm the Inspector. 
 
         23                     MS. WEIDNER:  Tara Weidner, 
 
         24        Inspector, Medical Branch. 
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          1                     MR. SUMMERS:  Bob Summers.  I'm the 
 
          2        Senior Enforcement Specialist in Region 1. 
 
          3                     MR. FARRAR:  Karl Farrar.  I'm the 
 
          4        Regional Counsel in Region 1. 
 
          5                     MR. KEENAN:  Michael Keenan, 
 
          6        President of the Digirad Imaging Solutions 
 
          7        Service Division. 
 
          8                     MR. SHAPIRO:  Daryl Shapiro, 
 
          9        outside counsel for Digirad. 
 
         10                     MR. EARLY:  Paul Early, Vice 
 
         11        President Emeritus, Radiation Safety, Digirad. 
 
         12                     MR. CASNER:  Mark Casner.  I'm the 
 
         13        President and CEO of Digirad. 
 
         14                     MR. LEDDY:  Dan Leddy.  I'm the 
 
         15        Regional RSO in the Northeast for Digirad 
 
         16        Imaging Solutions, Incorporated. 
 
         17                     MS. HOLLINGSHEAD:  Traci 
 
         18        Hollingshead, Vice President, Corporate 
 
         19        Radiation Safety. 
 
         20                     MR. KINNEMAN:  Could we have the 
 
         21        people on the telephone bridge identify 
 
         22        themselves, please? 
 
         23                         (No response.) 
 
         24                     MR. KINNEMAN:  I apologize.  We'll 
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          1        go off the record for a minute. 
 
          2                  (Off the record discussion.) 
 
          3                     MR. KINNEMAN:  If the people on the 
 
          4        telephone will introduce themselves, please. 
 
          5                     MS. WOODS:  Suzanne Woods, OE 
 
          6        Headquarters, Enforcement Specialist. 
 
          7                     MR. MORRELL:  Greg Morrell, FSME 
 
          8        Regional Coordinator. 
 
          9                     MR. KINNEMAN:  Okay.  I think 
 
         10        that's everyone.  And one of the features of a 
 
         11        Predecisional Enforcement Conference, I'll talk 
 
         12        about it a little bit more, but we also -- this 
 
         13        is open for public observation, so we have one 
 
         14        person.  Could you identify yourself, please? 
 
         15                     MS. CRAIG:  Oh, yes.  My name is 
 
         16        Bridget Craig.  I'm from the Pennsylvania 
 
         17        Department of Environmental Protection.  I'm the 
 
         18        Compliance Specialist for the Bureau of 
 
         19        Radiation Protection. 
 
         20                     MR. KINNEMAN:  Thank you very much. 
 
         21        Appreciate that.  As I said, this is a 
 
         22        Predecisional Enforcement Conference.  The 
 
         23        format that we normally follow for these 
 
         24        conferences is, as I said, they're open to the 
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          1        public.  They are, however, a meeting between 
 
          2        the licensee and the NRC staff.  If any member 
 
          3        of the public wishes to discuss with the NRC 
 
          4        staff, we'll make ourselves available 
 
          5        afterwards, but it is not available as a 
 
          6        participant in the meeting.  The meeting is 
 
          7        being transcribed, as you're aware. 
 
          8                     What we propose is that I'll make a 
 
          9        few introductory remarks.  They'll be very 
 
         10        brief.  Bob Summers has some formal remarks to 
 
         11        talk about the process that we're in.  Then I'll 
 
         12        ask Pam Henderson to talk about the violations 
 
         13        here, and then basically we'll turn the meeting, 
 
         14        if that's acceptable to you, over to you as the 
 
         15        licensee to discuss -- to respond to those in 
 
         16        whatever way you think is appropriate. 
 
         17                     I know that the licensee, as a 
 
         18        licensee, you've participated in ADR in the 
 
         19        past, Alternative Dispute Resolution.  This 
 
         20        process is a little bit different than that. 
 
         21        The principal, as Bob will talk about, the 
 
         22        principal purpose today is to make sure that we 
 
         23        understand the facts as you see them, that we 
 
         24        can hear from you about any factual errors that 
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          1        we have in our findings so that we can consider 
 
          2        those, and particularly so that we understand 
 
          3        any corrective actions or other actions that you 
 
          4        have taken or plan to take so that we can make 
 
          5        an appropriate enforcement decision. 
 
          6                     Unlike Alternative Dispute 
 
          7        Resolution, we are not here to negotiate an 
 
          8        enforcement action today, though we will listen 
 
          9        to anything at all that you have to say about 
 
         10        that subject.  We're certainly interested in 
 
         11        anything you think in that area. 
 
         12                     So that's kind of the basic 
 
         13        approach we'd like to take.  Do you have any 
 
         14        objection to that or any other thoughts on that, 
 
         15        we'd certainly like to hear them.  Basically 
 
         16        just get our things we have to say out of the 
 
         17        way and then basically be in a listening mode. 
 
         18                     Then I guess I'll just make one 
 
         19        additional remark, and that is that the two big 
 
         20        issues that we need to talk about today are, 
 
         21        one, as Pam will talk about the details, the 
 
         22        providing of complete and accurate information 
 
         23        to the NRC and how important that is to our 
 
         24        regulatory process.  As I think most of you 
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          1        know, you're very familiar with the process, our 
 
          2        process depends on getting information from the 
 
          3        licensee which is complete and accurate so that 
 
          4        we can make appropriate regulatory decisions. 
 
          5                     And the second issue is the 
 
          6        security of licensed material, and that's a 
 
          7        really key issue.  It's always been an important 
 
          8        part of our program.  It's received a lot more 
 
          9        attention since 9/11.  And we'll talk about that 
 
         10        in some more detail at the appropriate time. 
 
         11                     So with that said, unless you have 
 
         12        anything else, Karl. 
 
         13                     MR. FARRAR:  No. 
 
         14                     MR. KINNEMAN:  I'll let Bob make -- 
 
         15        Bob has some formal remarks that we make to make 
 
         16        sure that we say a number of things that are 
 
         17        important to our process.  So Bob will go 
 
         18        through that at this time. 
 
         19                     MR. SUMMERS:  Okay, thanks, John. 
 
         20        I'm handing out an agenda, and I've given you 
 
         21        one copy.  I just wanted to note on the agenda 
 
         22        John Kinneman is substituting for Brian Holian 
 
         23        on that agenda.  Brian may join us in progress. 
 
         24                     Again, I'm Bob Summers.  I'm the 
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          1        Senior Enforcement Specialist in Region 1.  As 
 
          2        John said, we're here to conduct a Predecisional 
 
          3        Enforcement Conference with yourselves, Digirad, 
 
          4        to discuss three apparent violations that we 
 
          5        described previously in our October 26th, 2007 
 
          6        letter.  And these involved, one, a failure to 
 
          7        submit materially accurate information to the 
 
          8        NRC regarding a preceptor statement that was 
 
          9        part of a license amendment request dated April 
 
         10        19th, 2006. 
 
         11                     The second issue is a failure to 
 
         12        submit materially complete amendment 
 
         13        applications to the NRC requesting additional 
 
         14        base site locations in several instances between 
 
         15        2001 and 2006. 
 
         16                     And finally, a failure to secure 
 
         17        licensed materials stored in an uncontrolled 
 
         18        area at various client sites from unauthorized 
 
         19        removal or access. 
 
         20                     The apparent violations were 
 
         21        identified as a result of an inspection for 
 
         22        which an exit was conducted on August 21st, 
 
         23        2006.  In addition, our Office of Investigations 
 
         24        opened an investigation to determine if Digirad 
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          1        had submitted inaccurate information in the 
 
          2        April 19th amendment request, and whether 
 
          3        Digirad continued to store NRC licensed material 
 
          4        at client sites in violation of NRC requirements 
 
          5        as well as in an April 7th, 2006 Confirmatory 
 
          6        Action Letter. 
 
          7                     Pam Henderson will be describing 
 
          8        the circumstances involving the apparent 
 
          9        violations.  However, I note that the details 
 
         10        have been provided to you in our October letter, 
 
         11        which included the results of the NRC 
 
         12        inspection. 
 
         13                     At this time I'd like to take a 
 
         14        moment to discuss the NRC enforcement process 
 
         15        for Predecisional Enforcement Conferences.  The 
 
         16        process begins with our evaluation of the 
 
         17        findings of the inspection and investigation and 
 
         18        the identified apparent violations.  Based on 
 
         19        their safety and regulatory significance, the 
 
         20        apparent violations are preliminarily 
 
         21        categorized into one of four severity levels, 
 
         22        with severity level 1 being the most significant 
 
         23        and severity level 4 being the least 
 
         24        significance. 
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          1                     For any apparent violations that we 
 
          2        preliminarily categorize at severity level 3 or 
 
          3        higher, we would normally provide an opportunity 
 
          4        for the licensee to discuss their perspective at 
 
          5        a Predecisional Enforcement Conference.  In this 
 
          6        case, we requested such a conference and you 
 
          7        have obliged that request. 
 
          8                     This conference is literally the 
 
          9        last step in our inspection and evaluation 
 
         10        process before we make a final enforcement 
 
         11        action decision.  The purpose of this conference 
 
         12        is to discuss the apparent violations, their 
 
         13        significance, why they occurred, and what you 
 
         14        have done for corrective actions in each case. 
 
         15                     During this conference, we will 
 
         16        explore information relevant to an NRC decision 
 
         17        potentially to either mitigate or escalate our 
 
         18        enforcement action.  You may provide any 
 
         19        information that you think may be relevant to 
 
         20        our decision as well as provide us with any 
 
         21        comments that you have after having now reviewed 
 
         22        our October letter and the attached inspection 
 
         23        report. 
 
         24                     The purpose of this conference 
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          1        though is not to negotiate the enforcement 
 
          2        action.  The purpose is to ensure that the NRC 
 
          3        has all the relevant information needed to make 
 
          4        a final enforcement decision as well as to 
 
          5        ensure that we have successfully communicated to 
 
          6        you our understanding of the violations and our 
 
          7        assessment of their significance. 
 
          8                     Also, we would especially like to 
 
          9        hear from you why the inaccurate preceptor 
 
         10        statements on a license amendment application 
 
         11        has been a repeat occurrence and why you believe 
 
         12        your ADR commitments did not prevent this 
 
         13        violation from happening again. 
 
         14                     After this conference, we will use 
 
         15        the information provided and coordinate with our 
 
         16        Headquarters Office to come to a final 
 
         17        enforcement decision.  Please note, and I place 
 
         18        special emphasis on this, that any statements or 
 
         19        opinions expressed by the NRC staff at this 
 
         20        conference should not be viewed as a final NRC 
 
         21        position.  Equally, neither should the lack of a 
 
         22        response by any NRC staff to any of your 
 
         23        statements be viewed as acceptance by the NRC of 
 
         24        those statements. 
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          1                     That concludes my opening remarks 
 
          2        on the enforcement process, and now we'll 
 
          3        continue on to the next part of the agenda which 
 
          4        is really to turn this over to Pam Henderson who 
 
          5        is going to discuss the circumstances of the 
 
          6        violations themselves. 
 
          7                     MR. KINNEMAN:  I'll just mention 
 
          8        one thing first.  We are passing a list of 
 
          9        attendees around.  We'll make sure you get a 
 
         10        copy of that so you know who's here. 
 
         11                     MS. HENDERSON:  As Bob said, in our 
 
         12        letter dated October 23rd, 2007, we included the 
 
         13        apparent violations and an inspection report of 
 
         14        the circumstances. 
 
         15                     There are really three apparent 
 
         16        violations, two involving 30.9, which is 
 
         17        completeness and accuracy of information. 
 
         18        Digirad provided materially inaccurate 
 
         19        information to the NRC in a preceptor statement 
 
         20        that was part of a license amendment request 
 
         21        dated April 19th, 2006 to add an authorized user 
 
         22        to the list.  The amendment application stated 
 
         23        that the preceptor supervised all the clinical 
 
         24        work of the proposed authorized user when in 
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          1        fact the preceptor had never supervised any 
 
          2        clinical work of that proposed user. 
 
          3                     The second violation of 30.9, 
 
          4        numerous amendment requests were submitted to 
 
          5        the NRC between November 2001 and April 2006 
 
          6        requesting certain additional base site 
 
          7        locations which were materially incomplete. 
 
          8        Digirad did not reveal that the locations were 
 
          9        in fact client sites over which Digirad had no 
 
         10        control and over which Digirad had no ownership 
 
         11        interest, facts that would have resulted in the 
 
         12        denial of the amendment request. 
 
         13                     And the third apparent violation 
 
         14        involves a failure to secure from unauthorized 
 
         15        removal or access licensed materials that were 
 
         16        stored in uncontrolled areas at various client 
 
         17        sites as required by 20.1801, Security of Stored 
 
         18        Material. 
 
         19                     Now we're going to open it up to 
 
         20        hear what you have to say. 
 
         21                     MR. KINNEMAN:  I see that you have 
 
         22        a presentation here.  Do you want us to pass 
 
         23        those down? 
 
         24                     MS. WOODS:  Excuse me.  This is NRC 
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          1        Headquarters.  You're cutting out a great deal 
 
          2        on this line. 
 
          3                     MR. KINNEMAN:  Okay, we'll try to 
 
          4        speak a little louder.  Is that better? 
 
          5                     MS. WOODS:  Thank you very much. 
 
          6        The line is actually cutting in and out. 
 
          7                     MR. SUMMERS:  Suzanne, I'd also 
 
          8        like to be able to provide the handout to you so 
 
          9        that you can follow.  Should I send it to your 
 
         10        current fax -- your normal fax number or are you 
 
         11        at a different location? 
 
         12                     MS. WOODS:  That's fine, the normal 
 
         13        fax number is great. 
 
         14                     MR. KINNEMAN:  We have had some -- 
 
         15        we had a meeting here the other day and had the 
 
         16        same difficulty.  We thought we had it resolved, 
 
         17        but we'll just ask people to speak up and we'll 
 
         18        do our best with it. 
 
         19                     MR. SHAPIRO:  Is it the volume or 
 
         20        is it the line cutting in and out? 
 
         21                     MR. SUMMERS:  I think it's paper 
 
         22        shuffling on the table that tends to drive the 
 
         23        microphone into an overpower condition. 
 
         24                     MR. KINNEMAN:  The other thing you 
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          1        can try, Suzanne, is hang up and call back into 
 
          2        the bridge if it's cutting in and out because 
 
          3        you sound very clear to us. 
 
          4                     MS. WOODS:  I'll try that if it 
 
          5        isn't resolved shortly.  Thank you. 
 
          6                     MR. KINNEMAN:  Okay.  We can 
 
          7        proceed as you like. 
 
          8                     MR. CASNER:  Good morning, 
 
          9        everyone.  Again, I'm Mark Casner, the President 
 
         10        and CEO of Digirad.  I have just a couple of 
 
         11        minutes of opening remarks then I think we'll 
 
         12        just get right into it. 
 
         13                     Digirad has been around since 1985. 
 
         14        We're based in San Diego, California.  And we 
 
         15        really do two primary things.  One is that we 
 
         16        are a manufacturer of nuclear imaging cameras. 
 
         17        We do manufacture four different kinds, three 
 
         18        that are dedicated cardiac imaging and one 
 
         19        general all purpose camera.  Those cameras are 
 
         20        produced in our San Diego factory and sold 
 
         21        around the country.  We do have some 
 
         22        international sales. 
 
         23                     The larger part of our company is 
 
         24        our mobile division.  Michael Keenan is the 
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          1        President of that division.  We provide both 
 
          2        mobile nuclear services and mobile ultrasound 
 
          3        services to approximately 300 customers around 
 
          4        the country. 
 
          5                     We obviously take this very 
 
          6        seriously as well.  And in my closing remarks, I 
 
          7        will draw attention to other aspects of our 
 
          8        compliance programs.  It's not solely limited to 
 
          9        what goes on with the NRC or our State agencies. 
 
         10        There are a number of other areas that I think 
 
         11        you should be aware of as a company.  But I 
 
         12        think I'll save that for my closing remarks and 
 
         13        turn it right over to Mike. 
 
         14                     MR. KEENAN:  Thank you, Mark.  Good 
 
         15        morning.  I'm going to take you through the 
 
         16        overview of the presentation and then hand it 
 
         17        off to Paul Early.  And he'll go through each 
 
         18        one of the points cited. 
 
         19                     First of all, we appreciate the 
 
         20        significance of these issues that have been 
 
         21        raised.  And I think that it's quite evident 
 
         22        based on the senior management being here that 
 
         23        we are interested in the outcome and certainly 
 
         24        being involved in this process. 
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          1                     Our management team is committed to 
 
          2        the outcomes of quality services in regards to 
 
          3        Nuclear Regulatory licensing, and we are 
 
          4        committed to making sure that everything that we 
 
          5        present today will be carried forward. 
 
          6                     Today we'll discuss specifics of 
 
          7        each of the apparent violations.  And in some 
 
          8        cases we agree with the NRC findings, and we'll 
 
          9        discuss that and talk about that specifically. 
 
         10        In other cases, we disagree, and of course we 
 
         11        will present that piece.  In either case, our 
 
         12        position should not be interpreted of anything 
 
         13        sort of a robust commitment to a positive 
 
         14        outcome and making sure that everything gets 
 
         15        accomplished. 
 
         16                     We believe that our corrective 
 
         17        action plans both immediate and long term as 
 
         18        presented by Paul and eventually as we go 
 
         19        through and have you look at all the material 
 
         20        that we present, it's very thorough. 
 
         21                     With respect to the request to add 
 
         22        authorized users to our license, we believe our 
 
         23        current verification and validation process will 
 
         24        prevent any further license submissions 
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          1        containing less than complete and accurate 
 
          2        information.  And you'll see by our processes 
 
          3        that they are quite complete.  In fact they go 
 
          4        beyond the scope of what many of our peers do. 
 
          5                     With respect to the addition of 
 
          6        base sites on our license, it is unfortunate 
 
          7        that much of the confusion over the license and 
 
          8        the resulting impact on our business in patient 
 
          9        care could not have been avoided.  However, both 
 
         10        NRC and Digirad learned from this experience. 
 
         11        And I think once you see the material that we 
 
         12        have to present, hopefully this can be avoided 
 
         13        in the future. 
 
         14                     And of course we're anxious to 
 
         15        discuss with you many of the significant 
 
         16        enhancements made by our Radiation Safety and 
 
         17        Regulatory Compliance Group.  As Digirad grows, 
 
         18        we have made additional investments as you'll 
 
         19        see in our group itself, and we believe that the 
 
         20        strong commitment throughout the executive 
 
         21        organization, senior management, and field 
 
         22        management will be quite evident. 
 
         23                     I want to thank you all for the 
 
         24        opportunity for us to be here to address these 
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          1        concerns.  We don't expect to be back.  And Paul 
 
          2        will begin with the discussion of each specific 
 
          3        citation.  Paul. 
 
          4                     MR. EARLY:  Thank you, Mike.  Good 
 
          5        morning, everyone.  I want to discuss all three 
 
          6        of the apparent violations and Digirad's 
 
          7        position regarding them. 
 
          8                     The first apparent violation is 
 
          9        completeness and accuracy of information 
 
         10        relative to preceptorship information and 
 
         11        therefore apparent violation against 10 CFR 
 
         12        30.9.  We do agree that this violation did 
 
         13        occur. 
 
         14                     The reason for the violation, like 
 
         15        the NRC, Digirad relies upon doctors and other 
 
         16        professionals to provide complete and accurate 
 
         17        information.  Also like the NRC, Digirad 
 
         18        confirms or audits information provided by these 
 
         19        proposed authorized users and their preceptors. 
 
         20                     In this case, despite Digirad 
 
         21        confirming preceptor information, the 
 
         22        information was false.  The violation on the 
 
         23        part of Digirad is neither intentional nor in 
 
         24        careless disregard of the NRC regulations. 
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          1                     So I'd like to discuss the apparent 
 
          2        violation number one.  Due to the previous ADR 
 
          3        regarding a similar situation where we had false 
 
          4        information provided us, Digirad agreed to the 
 
          5        following measures to ensure that in future 
 
          6        submittals this would not occur and it would be 
 
          7        -- that they would be complete and accurate. 
 
          8                     So in an effort to prevent this 
 
          9        from happening, all physicians and all 
 
         10        preceptors must sign the preceptor statement. 
 
         11        And it's in bold on page 10 which finds it as 10 
 
         12        CFR Section 30.9(a) and 30.10(a) "require that 
 
         13        all information provided to the Nuclear 
 
         14        Regulatory Commission by a licensee or its 
 
         15        agents shall be complete and accurate in all 
 
         16        material respects.  The submission of false 
 
         17        information constitutes a serious violation of 
 
         18        applicable regulations and may cause you or us 
 
         19        to be fined, to lose licensing privileges, or to 
 
         20        suffer other significant penalties."  That 
 
         21        statement has to be signed by every preceptor 
 
         22        and by every authorized user. 
 
         23                     Also according to the ADR 
 
         24        agreement, Digirad requires any physician who 
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          1        wants to become an AU, they must sign a 
 
          2        confirmatory statement that says, "In connection 
 
          3        with my application to be named as an authorized 
 
          4        user on Digirad Imaging Solution's radioactive 
 
          5        material license, I am aware that the submission 
 
          6        of information that is not complete and accurate 
 
          7        in all material respects is a violation of 30.9, 
 
          8        30.10(a).  I hereby represent and warrant that 
 
          9        to the best of my knowledge, the information I 
 
         10        have submitted to DIS in connection with my 
 
         11        application to be named as an authorized user is 
 
         12        complete and accurate in all material respects." 
 
         13        Everybody signs that statement. 
 
         14                     Also according to the ADR, we 
 
         15        agreed to do an audit on a yearly basis of 
 
         16        training and experience of the first ten 
 
         17        applicants and to do the same thing for the 25 
 
         18        percent of any over the first ten. 
 
         19                     This locates the -- we locate and 
 
         20        call the preceptors on every one of these 
 
         21        points.  We locate and call the continuing 
 
         22        medical education provider in an effort to 
 
         23        verify this.  A complete synopsis of this -- of 
 
         24        these applicants must be submitted to the 
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          1        Commission by January 27th of this year. 
 
          2                     The very next applicant after all 
 
          3        of this was Dr. Greco.  It's unbelievable. 
 
          4        Prior to this amendment, we received didactic 
 
          5        information -- regarding his didactic 
 
          6        information and this was all prior to 
 
          7        submission.  He did take the $200.00 course.  So 
 
          8        that was validated.  Then training and 
 
          9        experience was submitted by Dr. Fisher and he 
 
         10        signed off on the fact that he was so trained to 
 
         11        satisfy 10 CFR 200.2890 I guess it is for to be 
 
         12        named as an authorized user in 35.200. 
 
         13                     Well, all the material was 
 
         14        validated with the preceptor.  Some mention has 
 
         15        been promulgated within the Commission that the 
 
         16        preceptor was a therapist, a therapy 
 
         17        radiologist.  I recognized that when I saw the 
 
         18        information.  I didn't find that that was a red 
 
         19        flag at all because I've certainly seen many NRC 
 
         20        licenses who are under Material and Use where 
 
         21        the word "all" is listed, which suggests that 
 
         22        the physician so named is licensed for 
 
         23        everything from 35.100 to 35.600.  So to say 
 
         24        that we have a therapist signing off on this 
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          1        preceptor statement did not draw any red flag 
 
          2        for me. 
 
          3                     MR. KINNEMAN:  Could I ask you a 
 
          4        question at this point?  If you don't want to be 
 
          5        interrupted, I'll wait. 
 
          6                     MR. EARLY:  Please. 
 
          7                     MR. KINNEMAN:  Perhaps not a red 
 
          8        flag, in your experience, you've been in 
 
          9        business quite a long time, is it usual for 
 
         10        somebody who represents themselves as a 
 
         11        therapist is going to be someone who's going to 
 
         12        be a preceptor for someone who is functioning I 
 
         13        assume as a cardiologist, is that usual?  I'm 
 
         14        just asking.  You're representing part of your 
 
         15        experience. 
 
         16                     MR. EARLY:  I don't know if it's 
 
         17        usual or not. 
 
         18                     MR. KINNEMAN:  But in your 
 
         19        experience, have you seen that before?  Had you 
 
         20        seen that before as part of your decision making 
 
         21        process? 
 
         22                     MR. EARLY:  I suspect so.  I really 
 
         23        couldn't recall. 
 
         24                     MR. KINNEMAN:  Thank you. 
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          1                     MR. EARLY:  The fact remains that 
 
          2        he is eligible to sign as a preceptor inasmuch 
 
          3        as he is licensed to do 35.200.  So if he is 
 
          4        licensed to do 35.200, he could serve as a 
 
          5        preceptor for same. 
 
          6                     MR. KINNEMAN:  So he could have 
 
          7        been -- I don't believe -- 
 
          8                     MS. HENDERSON:  You're saying that 
 
          9        if he was licensed. 
 
         10                     MR. EARLY:  If he was. 
 
         11                     MR. KINNEMAN:  But in this case, he 
 
         12        is not. 
 
         13                     MR. EARLY:  That's right, in this 
 
         14        case, he's not. 
 
         15                     MR. KINNEMAN:  Okay. 
 
         16                     MS. HENDERSON:  The certification 
 
         17        that you're talking about was a radiology 
 
         18        certification that hadn't been conferred since 
 
         19        the '70s.  And in those cases, yes, a 
 
         20        radiologist could be doing diagnostic and 
 
         21        therapeutic, but that hasn't been conferred on 
 
         22        anyone since the 1970s. 
 
         23                     MS. LANZISERA:  And he never took 
 
         24        the certification. 
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          1                     MR. EARLY:  And I don't know how 
 
          2        old Dr. Fisher is or whether he would fall under 
 
          3        that categorization or not. 
 
          4                     MS. HENDERSON:  We have very few 
 
          5        physicians on licenses that have that anymore. 
 
          6                     MR. EARLY:  I go back a few years. 
 
          7                     MR. KINNEMAN:  I understand. 
 
          8        That's why I asked you the question how often 
 
          9        you had the experience of having somebody in a 
 
         10        therapy certification who was conducting a 
 
         11        preceptorship for somebody in cardiology. 
 
         12                     MR. EARLY:  I have no idea. 
 
         13                     MR. KINNEMAN:  Thank you. 
 
         14                     MR. EARLY:  I mean I'm sure it's 
 
         15        happened.  I couldn't confirm or deny. 
 
         16                     All right, we also had confirmatory 
 
         17        letters from Dr. Wall regarding 17 years of 
 
         18        experience.  We had a confirming letter from Dr. 
 
         19        McLaughlin regarding 12 years of experience. 
 
         20        This man has been around a long time.  He has 
 
         21        had a lot of experience.  He worked with all 
 
         22        these people.  It would not be difficult to 
 
         23        suggest that this man knew what he was doing. 
 
         24        And so apparently Dr. Fisher felt that way and 
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          1        signed the preceptorship information. 
 
          2                     We also got an AU Attestation 
 
          3        Statement.  This was an ADR exhibit.  And he 
 
          4        signed it.  The authorized user, Dr. Greco, 
 
          5        signed this Attestation Statement saying that 
 
          6        everything is completely accurate. 
 
          7                     We also have a preceptor checklist. 
 
          8        I'm going to refer to Dan Leddy on this because 
 
          9        he's the one that really handled this portion of 
 
         10        the application.  Dan, can you describe that? 
 
         11                     MR. LEDDY:  Sure, Paul.  As the 
 
         12        Regional RSO in the Northeast and this being in 
 
         13        my region, I was responsible to go ahead and 
 
         14        assemble this package, check through it, make 
 
         15        sure everything was -- all the content was there 
 
         16        and so on, and then go ahead and go through the 
 
         17        process to have it submitted. 
 
         18                     So what I did was I made sure that 
 
         19        the T&E was there.  This was evidence of 
 
         20        experience, evidence of his training and so on, 
 
         21        and then the verification of the preceptors. 
 
         22                     There was really one main 
 
         23        preceptor, and that was Dr. Fisher, as 
 
         24        identified by Dr. Greco.  And then there were 
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          1        two others, Dr. Wall and Dr. McLaughlin. 
 
          2                     And so kind of scouring the 
 
          3        country, I was able to locate all three.  Dr. 
 
          4        Fisher -- so what I did was we went through a 
 
          5        checklist, and we have a two-page checklist that 
 
          6        you guys have seen, and I went through and 
 
          7        verified that Dr. Fisher had indeed, as the 
 
          8        words are here, "supervised Dr. Greco for each 
 
          9        of these procedures."  One for example, first 
 
         10        pass, gated spec, rest stress imaging.  So all 
 
         11        the things that we wanted to proceed with Dr. 
 
         12        Greco for on the license. 
 
         13                     Also that he had supervised work 
 
         14        under experience and ran radioactive material 
 
         15        handling procedures under the supervision of Dr. 
 
         16        Fisher, including ordering and receiving 
 
         17        radioactive material, calibrating dose 
 
         18        calibrators, calibrating cameras, calculating 
 
         19        patient dosages, and so on and so forth. 
 
         20                     I then, you know, I continued 
 
         21        through this complete -- completely through the 
 
         22        form to also then reiterate the, in bold, as 
 
         23        Paul had talked about earlier, the importance of 
 
         24        giving truthful and accurate information. 
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          1                     And so indeed, Dr. Fisher then 
 
          2        verbally over the phone went through and 
 
          3        verified for me that each of those things were 
 
          4        true and I verified that.  Then did the same 
 
          5        with the letters for Dr. McLaughlin and Dr. 
 
          6        Wall.  And Dr. Wall's letter also talks about 
 
          7        his supervision over Dr. Greco.  And Dr. 
 
          8        McLaughlin was more of a reference letter. 
 
          9                     So I went ahead and just went 
 
         10        through each letter, each word with them 
 
         11        basically, to make sure that that was indeed 
 
         12        correct. 
 
         13                     MR. KINNEMAN:  If I could just ask 
 
         14        a question about that.  When you say you 
 
         15        verified, what you did is you sat down with the 
 
         16        documents in front of you on the phone with the 
 
         17        doctor, and what you did -- did you go over each 
 
         18        individual item that you just said there and ask 
 
         19        him a question?  So actually what you did is you 
 
         20        asked him a question and said is this correct? 
 
         21                     MR. LEDDY:  Correct, yeah. 
 
         22                     MR. KINNEMAN:  You did no 
 
         23        independent verification? 
 
         24                     MR. LEDDY:  No, other than, you 
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          1        know, with Dr. Fisher on the line, you know, 
 
          2        going through each and every -- 
 
          3                     MR. KINNEMAN:  You said that he did 
 
          4        this, did in fact -- 
 
          5                     MR. LEDDY:  Did you in fact, you 
 
          6        know, supervise him in nuclear cardiology 
 
          7        clinical process with active participation in 
 
          8        first pass, gated spec, and so on, to which he 
 
          9        then replied yes. 
 
         10                     MR. KINNEMAN:  And the level of 
 
         11        detail you went through is essentially 
 
         12        everything you just talked about? 
 
         13                     MR. LEDDY:  Right. 
 
         14                     MR. KINNEMAN:  You didn't do it in 
 
         15        a broad brush of I have this letter from you -- 
 
         16        this preceptor statement, is that accurate?  You 
 
         17        actually went down each item? 
 
         18                     MR. LEDDY:  Right.  You know, this 
 
         19        was the first one, so we were very sensitive to 
 
         20        the fact that, hey, you know, now this one we 
 
         21        want to get it right.  What we submit has to be 
 
         22        accurate.  So I went through painstakingly each 
 
         23        item with him. 
 
         24                     MR. EARLY:  And initialed each 
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          1        item. 
 
          2                     MR. LEDDY:  Right.  Yeah, so then I 
 
          3        initialed.  You know, he had checked them. 
 
          4        Those are his checks.  And then I initialed that 
 
          5        I went through each and every one of them. 
 
          6                     MR. SHAPIRO:  We have all of the 
 
          7        forms and documents with us.  We opted not to 
 
          8        make copies.  We don't want them in the PDR. 
 
          9        They're business information.  During the break, 
 
         10        if you want to see them, we're happy to share. 
 
         11        If you'd like us to submit them, we'll do that 
 
         12        under affidavit of business information. 
 
         13                     MR. KINNEMAN:  Let's see what the 
 
         14        letter says.  Thank you.  Appreciate that. 
 
         15        Anybody else have any other questions? 
 
         16                     MR. EARLY:  Nowhere am I aware that 
 
         17        the NRC requires a copy of the preceptor 
 
         18        material license for verification.  We did not 
 
         19        at that time, we do now.  We do not accept the 
 
         20        preceptor unless we have a copy of his material 
 
         21        license, either agreement statement which states 
 
         22        that he is in fact eligible to serve as a 
 
         23        preceptor under 35.200. 
 
         24                     Also we obtained 17 pages of 
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          1        patient studies on Dr. Greco.  And this contains 
 
          2        information on 750 patients, and this was just 
 
          3        over one year.  So he's very involved in nuclear 
 
          4        medicine and very would seemingly be very 
 
          5        eligible for authorized usership, whatever. 
 
          6        That was all before we submitted the radioactive 
 
          7        material license application. 
 
          8                     After we did that, we confirmed 
 
          9        that he had in fact gone to the radiopharmacy 
 
         10        and performed elutions and kit preparation. 
 
         11        This was a new wrinkle to us.  It used to be 
 
         12        that the NRC would state that it was 35.200 
 
         13        excluding generators and kits.  Somewhere, 
 
         14        somehow this all changed and this was the first 
 
         15        time we experienced this.  And so therefore, he 
 
         16        would not have been eligible for 35.200 under 
 
         17        the new definition of 35.200 unless he went 
 
         18        somewhere and got generator and kit preparation. 
 
         19        And he did so at the radiopharmacy.  So that had 
 
         20        to be done, and we did that after. 
 
         21                     We got another letter from Dr. 
 
         22        Rossi, an authorized user, saying that he had 
 
         23        reviewed the material that he had submitted and 
 
         24        so on and totally confirmed it.  And of course, 
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          1        the finalization of all this is that this 
 
          2        physician, Dr. Greco, submitted documents to the 
 
          3        Certification Board of Nuclear Cardiology and 
 
          4        took the boards, passed in the high percentiles. 
 
          5        So by virtue of that fact alone, now he could be 
 
          6        named as an authorized user on a radioactive 
 
          7        material license. 
 
          8                     Unfortunately, despite implementing 
 
          9        all these requirements of the Confirmatory Order 
 
         10        and taking all these actions beyond the 
 
         11        Confirmatory Order, Digirad relied on 
 
         12        information from the preceptor that was false. 
 
         13        Just -- it's just amazing.  Okay. 
 
         14                     Any questions on the apparent 
 
         15        violation number one? 
 
         16                     MR. SHAPIRO:  We're going to talk 
 
         17        about the corrective actions both short term and 
 
         18        long term for each of the apparent violations 
 
         19        after Paul goes through the first -- 
 
         20                     MR. KINNEMAN:  Whatever you want to 
 
         21        do is fine with us. 
 
         22                     MR. EARLY:  Let's go on to apparent 
 
         23        violation number two.  This again is 30.9, 
 
         24        completeness and accuracy of information. 
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          1                     MR. KINNEMAN:  I'm sorry, I didn't 
 
          2        do one thing.  I apologize.  Does anybody on the 
 
          3        phone have any questions so we don't pile up 
 
          4        your questions? 
 
          5                     MR. MORRELL:  No, I don't. 
 
          6                     MS. WOODS:  Not at this time. 
 
          7        Thank you. 
 
          8                     MR. KINNEMAN:  Thank you.  I 
 
          9        apologize for that.  I'll try to do that after 
 
         10        each so again you don't get dragged back 
 
         11        somewhere where you've already been. 
 
         12                     MR. EARLY:  All right.  So we're on 
 
         13        to apparent violation number two, completeness 
 
         14        and accuracy of information.  And this has to do 
 
         15        with the submission of information regarding 
 
         16        what we consider to be our hubs or base sites 
 
         17        over the period from the very beginning, 
 
         18        November 2001 to our present situation. 
 
         19                     We disagree with this violation 
 
         20        that any such violation occurred.  Digirad met 
 
         21        the requirements of 20.1801, Security of Stored 
 
         22        Material, and 30.80(b). 
 
         23                     The basis of our position is this: 
 
         24        In February 2005, I got a call from Bill Cesare 
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          1        in New Jersey.  And at an inspection at one of 
 
          2        their sites in New Jersey, Egg Harbor is the 
 
          3        name of it, he recognized that the camera never 
 
          4        moved.  And so he called me and said I don't 
 
          5        think that this belongs in the mobile license. 
 
          6        This should be a fixed site license.  And I said 
 
          7        I never even thought of that.  I says what can I 
 
          8        do.  He says submit an application to have a 
 
          9        separate license for this particular site and 
 
         10        the problem is resolved, which I did. 
 
         11                     Because New Jersey is an NRC state, 
 
         12        then it occurred to me that perhaps this is a 
 
         13        problem with the Nuclear Regulatory Commission 
 
         14        as well. 
 
         15                     This begins one of the most bizarre 
 
         16        licensing pathways I've ever experienced and you 
 
         17        just have to bear with me as I go through this. 
 
         18        It's a long journey, filled with all sorts of 
 
         19        reversals, all sorts of curves in the road.  And 
 
         20        the whole thing created mass confusion within 
 
         21        our ranks, within our management. 
 
         22                     So I raised the issue, and this was 
 
         23        in February 2005, which is when the New Jersey 
 
         24        issue occurred, thinking that it would be simply 
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          1        resolved as it did in New Jersey.  It was a very 
 
          2        simple matter and we just felt that this had to 
 
          3        be corrected if the NRC found this an issue as 
 
          4        well. 
 
          5                     Well, there seemed to be 
 
          6        differences in how the NRC defined these two 
 
          7        particular situations, and it didn't have 
 
          8        anything to do with whether it was fixed or 
 
          9        whether it was mobile.  It had to do with 
 
         10        whether we were working with a lease or 
 
         11        non-lease, if we were working with ownership or 
 
         12        non-ownership.  It became very, very confusing. 
 
         13        And there seemed to be a lot of confusion within 
 
         14        the Nuclear Regulatory Commission as well. 
 
         15                     Finally, the directives came down 
 
         16        that Region 1 did not hold the same definition 
 
         17        of fixed and mobile.  Region 1's focus was 
 
         18        whether it was a base site versus a client site. 
 
         19        And by definition of a base site that means is 
 
         20        it either owned by Digirad or supported by us 
 
         21        versus the client site which is neither owned or 
 
         22        not supported by a lease agreement.  So that 
 
         23        changed the whole complexion of this whole 
 
         24        situation entirely. 
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          1                     Ultimately, Region 1 directed that 
 
          2        RAM could not be delivered to sites not owned or 
 
          3        leased by Digirad unless given directly to 
 
          4        Digirad personnel.  This direction was later 
 
          5        reversed by OGC, but at that point we could 
 
          6        deliver radioactive materials to the site, to 
 
          7        the client sites, provided that Digirad 
 
          8        personnel were there. 
 
          9                     Now, the overriding problem with 
 
         10        this whole thing for us is that we wanted to 
 
         11        have the right to have radioactive materials 
 
         12        delivered in the absence of Digirad personnel 
 
         13        because we had this set up as a hub or a base 
 
         14        site.  Up until this point, all the protection, 
 
         15        all the security was in place, all the personnel 
 
         16        knew exactly what to do and how to do it. 
 
         17        And radioactive materials were brought in by the 
 
         18        radiopharmacy in the middle of the night and 
 
         19        were there at the time that our people came and 
 
         20        picked up the radioactive material to go on to 
 
         21        their clinical sites. 
 
         22                     Security was contained.  The 
 
         23        radiopharmacy had a key to get in.  They opened 
 
         24        the hot lab, secured hot lab.  They opened the 
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          1        hot lab, placed the radioactive material there, 
 
          2        relocked the hot lab and left.  Then when our 
 
          3        people came in, they opened up the hot lab and 
 
          4        went to work.  So I want that perfectly clear 
 
          5        that security was not broached in any way by 
 
          6        these sites that now have come under the review 
 
          7        of the Nuclear Regulatory Commission. 
 
          8                     Not only that, but we had in every 
 
          9        one of the incidences a Memorandum of 
 
         10        Understanding.  And these Memoranda of 
 
         11        Understanding were very important and we 
 
         12        considered them very important in our whole 
 
         13        process.  The reason was to make sure that the 
 
         14        owner knew that radioactive material would be 
 
         15        used in his facility, stored in his facility, 
 
         16        and that we would do this in accordance with the 
 
         17        NRC regulations.  That in and of itself 
 
         18        signifies security. 
 
         19                     Further, the MOUs confirmed 
 
         20        Digirad's access to licensed material and the 
 
         21        ability to secure the radioactive material for 
 
         22        unauthorized users. 
 
         23                     The owner and the staff knew that 
 
         24        the licensed material at these facilities was 
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          1        secure in the DIS hot lab.  Access was 
 
          2        restricted and so it was only able to be gained 
 
          3        access by Digirad and radiopharmacy personnel. 
 
          4                     The MOU came under review by the 
 
          5        NRC.  They found the MOU to be unacceptable.  So 
 
          6        I prepared a revision of that existing MOU to 
 
          7        satisfy your concerns over the control of 
 
          8        radioactive materials.  This resolution of this 
 
          9        apparent problem was rejected by the NRC on 
 
         10        April 7th, 2006.  The NRC directed that we 
 
         11        should file an exemption request.  Well, I 
 
         12        pointed out to them that we had already filed an 
 
         13        exemption request on 10/27/05.  On 12/4, I sent 
 
         14        an e-mail asking had that ever been addressed, 
 
         15        and it had not.  Then on 1/23, the exemption was 
 
         16        addressed again with the radioactive material 
 
         17        license renewal.  So this went back and forth 
 
         18        with respect to these exemption requests. 
 
         19                     As an alternative means of 
 
         20        resolving this issue, we proposed that it 
 
         21        receive licensed material at the vans at the 
 
         22        client site.  The NRC rejected this proposal on 
 
         23        April 13th, 2006, directing that "delivery of 
 
         24        byproduct material to the DIS van is not 
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          1        currently authorized." 
 
          2                     However, on May 22nd, jumping 
 
          3        ahead, May 22nd, the NRC reversed its position 
 
          4        and recognized that "licensed material may be 
 
          5        delivered to the licensee's mobile van located 
 
          6        at temporary job sites."  With the exemption on 
 
          7        July 6th also we had a reversal of the position 
 
          8        on the exemption list for the MOU. 
 
          9                     So the most damaging interaction 
 
         10        with the NRC occurred on April 4th, 2006, 4:30 
 
         11        in the afternoon, and I got a call from the NRC 
 
         12        saying that effective immediately, no RAM could 
 
         13        be delivered to any sites without a lease 
 
         14        agreement.  This was a major issue because at 
 
         15        4:30 in the afternoon, all the orders had been 
 
         16        submitted to the radiopharmacy, all our staff 
 
         17        have gone home, all the radiopharmacy staff have 
 
         18        gone home, and we have to somehow contact them 
 
         19        at their homes or at the ball game or wherever 
 
         20        they are and say you may not deliver radioactive 
 
         21        materials to these sites in the morning.  So 
 
         22        they've got to restructure their -- we have to 
 
         23        restructure our organization and they have to 
 
         24        restructure their organization, and did so.  I'm 
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          1        not exactly sure how we all got that done, but 
 
          2        it happened.  And so no hub, no client site now 
 
          3        -- see, this essentially changed the base site 
 
          4        to a client site.  And therefore you can't 
 
          5        deliver radioactive materials to the client 
 
          6        site. 
 
          7                     So what could we do?  In that 
 
          8        discussion, we said okay, we can receive 
 
          9        radioactive materials directly from the 
 
         10        radiopharmacy.  Our people could go to the 
 
         11        pharmacy, pick up the radioactive materials, and 
 
         12        bring them back to the hub and go to work, or we 
 
         13        could receive radioactive materials at its vans 
 
         14        at the clinical site, not the clinical site, but 
 
         15        at the van stationed at the clinical site.  So 
 
         16        this is a reversal of two e-mails dated 10/17 
 
         17        and 2/1 that said we could deliver radioactive 
 
         18        material to the clinical site provided the DIS 
 
         19        personnel were present.  So now we've added 
 
         20        another layer of confusion into this whole 
 
         21        thing. 
 
         22                     So at that time, I requested 
 
         23        verbally that I have time to put this into 
 
         24        place, that this is -- at this hour of the day, 
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          1        it's very difficult to get all this to work and 
 
          2        not have any violations.  That verbal reply was 
 
          3        denied. 
 
          4                     So the same day, Dan Leddy 
 
          5        contacted people.  And Dan, maybe you should 
 
          6        pick up here. 
 
          7                     MR. LEDDY:  Sure.  The way our 
 
          8        organization works for radiation safety issues 
 
          9        is that Radiation Safety, the organization, can 
 
         10        assess the policy, turns it over to operations, 
 
         11        operations implements the policy.  We certainly 
 
         12        then check up on that.  But in this case, I 
 
         13        worked with the Clinical Operations Manager at 
 
         14        the time for the Pennsylvania area.  And we went 
 
         15        forward, contacted each of the affected nuclear 
 
         16        techs at each of these sites, explained to them, 
 
         17        okay, now we're transitioning back to a 
 
         18        temporary job site mode, you know, clinical 
 
         19        site, if you will.  And so all the material is 
 
         20        going to have to come out, everything that goes 
 
         21        in in the morning has to come out at the end of 
 
         22        the day.  The isotopes are going to have to be 
 
         23        picked up at the radiopharmacy.  And so we put 
 
         24        -- John and I put plans together then to do this 
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          1        at each of the sites.  And so that involved how 
 
          2        to get the trash out at the end of the day and 
 
          3        so on.  And so that's essentially what we did to 
 
          4        make sure that we could meet this. 
 
          5                     MR. EARLY:  I want to be clear as 
 
          6        well that in this verbal request to give us time 
 
          7        to do that, if security was the issue, RAM 
 
          8        security, the MOUs were in place, the MOUs that 
 
          9        we had used ever since genesis to ensure that 
 
         10        everyone knew that that hot lab was ours and no 
 
         11        one could go into it or out of it except the 
 
         12        radiopharmacy to which we extended the right to 
 
         13        do that. 
 
         14                     Also that same day Dan was talking 
 
         15        about, we told everyone that we had to obtain 
 
         16        all the lease agreements on all affected base 
 
         17        sites and submit those to the NRC.  This 
 
         18        directive of mine on 4/4 was followed up with a 
 
         19        Confirmatory Action Letter from you on April 7th 
 
         20        saying basically the same thing. 
 
         21                     On April 13th, we received our 
 
         22        radioactive material license renewal.  This was 
 
         23        submitted on 6/29/05.  So it was a fairly good 
 
         24        time from the time that we submitted it.  And in 
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          1        that submission, we also discussed the fixed 
 
          2        versus mobile, ownership, non-ownership, and 
 
          3        tried to get an exemption through that. 
 
          4                     In that renewal, the cover letter 
 
          5        stated that a request for exemption for Digirad 
 
          6        to receive RAM at its vans at a clinical site 
 
          7        was necessary in order to have that to happen. 
 
          8        So we still haven't resolved the fact that we 
 
          9        can't get our radioactive materials to the vans. 
 
         10        Also delivery of byproduct material to the van 
 
         11        is no longer authorized.  So this is a reversal 
 
         12        of the right to deliver to the van in our verbal 
 
         13        discussion on the 12th -- on the 4th, on the 
 
         14        4th. 
 
         15                     So again I had to immediately issue 
 
         16        a second directive to all affected sites this 
 
         17        time to cease receiving radioactive material at 
 
         18        the vans even though NUREG 1556 specifically 
 
         19        allows the delivery of RAM to a licensee's van 
 
         20        provided trained personnel are there. 
 
         21                     Now we're running out of options. 
 
         22        So the only way we can get radioactive material 
 
         23        to our sites now is to continue to pick up at 
 
         24        the radiopharmacy and bring the radioactive 
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          1        materials back to the hub or we can deliver to 
 
          2        one of our unaffected hubs, base sites, and have 
 
          3        them pick it up and deliver it to the affected 
 
          4        base sites.  Sometimes that's not too far, 
 
          5        especially in the East.  Sometimes it's a very 
 
          6        long distance.  In the worst case scenario is 
 
          7        our base site in Chicago, and this site had to 
 
          8        deliver radioactive materials to our affected 
 
          9        base site in Michigan City, Indiana. 
 
         10                     If you know the geography there in 
 
         11        Chicago, you got to pick up the radioactive 
 
         12        materials, go all the way around the base of 
 
         13        Lake Michigan and up the other side to Michigan 
 
         14        City, Indiana.  This is a two-hour drive.  So 
 
         15        our people had to get up two hours early, pick 
 
         16        up the drugs, carry them all the way around to 
 
         17        Michigan City, drop them off, go back to Chicago 
 
         18        and do their day's work, and at night go back 
 
         19        and pick up the radioactive material waste and 
 
         20        drive all the way back again.  Tremendous 
 
         21        imposition on people's lives and time and 
 
         22        everything else.  But that was where we were. 
 
         23        We could not do anything but that. 
 
         24                     So on 4/14, the next day, we 
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          1        verified that a program for receipt and return 
 
          2        of radioactive material is in place at all these 
 
          3        affected sites and that all radioactive material 
 
          4        was removed with the exception of the ARM 
 
          5        materials and exempted quantities. 
 
          6                     The next day I requested by letter 
 
          7        that NRC reconsider its position regarding 
 
          8        delivery to vans or delay the implementation of 
 
          9        this rule in light of the significant impact 
 
         10        that it would have on patient care.  I received 
 
         11        no response to that. 
 
         12                     On May 22nd, Region 1 verbally 
 
         13        informed me that now Digirad, DIS, could receive 
 
         14        RAM at the vans provided trained personnel was 
 
         15        there to receive it.  This was a verbal.  I said 
 
         16        I can't accept a verbal, you must write it down. 
 
         17        And they said there was really no way to do 
 
         18        that.  And I said okay, I will send a letter to 
 
         19        you confirming what we just discussed so that 
 
         20        you understand that I understand what the 
 
         21        situation is.  If you disagree, then please tell 
 
         22        me.  I did that. 
 
         23                     On May 26th, I received license 
 
         24        amendment number 44 that specifically says that 
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          1        we can deliver to vans provided trained 
 
          2        personnel are present.  So that helped that 
 
          3        issue. 
 
          4                     We still had the issue to resolve 
 
          5        of what is fixed, what is mobile, what is 
 
          6        leased, non-leased.  And there was a series of 
 
          7        e-mails and letters that I carried on with 
 
          8        people from NMSS, OGC from 5/17 to 7/13.  There 
 
          9        was some involvement in Headquarters in trying 
 
         10        to come to some resolution of this particular 
 
         11        issue.  And on July 17, in a cover letter to 
 
         12        license amendment number 46, it stated, "Client 
 
         13        site that is neither owned nor leased by DIS may 
 
         14        be listed on the license as a base location if a 
 
         15        written agreement between DIS and the client for 
 
         16        each site is provided."  Another reversal. 
 
         17                     At this time we had completed or 
 
         18        nearly completed the rewrite of all our leases 
 
         19        because this is what we were told we had to do 
 
         20        in order to get these affected base sites back 
 
         21        into our license as a legitimate base site. 
 
         22        So it was almost too late. 
 
         23                     In that particular license 
 
         24        amendment number 46, in that license amendment 
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          1        itself, Michigan City -- two of the sites were 
 
          2        added back into the license as a base site, and 
 
          3        the only difference was we had to say in the 
 
          4        lease agreement that we had exclusive control 
 
          5        over the radioactive materials, which we had all 
 
          6        the time.  It was understood.  The MOU, it was 
 
          7        understood in the MOU that was signed by 
 
          8        everyone.  Nothing changed. 
 
          9                     MR. KINNEMAN:  Could you talk about 
 
         10        those two words "exclusive control?"  What did 
 
         11        they mean in a practical sense?  Can you 
 
         12        describe the facility and how there actually was 
 
         13        limited -- the access was limited to Digirad 
 
         14        personnel? 
 
         15                     MR. EARLY:  Each one of these 
 
         16        affected sites had a hot lab locked, access was 
 
         17        restricted, only certain people had keys, the 
 
         18        pharmacy people, the -- us, the DIS people. 
 
         19        Then it would have to be that the owner of the 
 
         20        building would be able to have access, although 
 
         21        he knew that this was a restricted area and was 
 
         22        not -- that was not to be done unless in an 
 
         23        emergency. 
 
         24                     We have to give the right for 
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          1        policemen to go in there, for firemen to go in 
 
          2        there.  So the original concept was sole access 
 
          3        and sole access seemed to be so restrictive that 
 
          4        only we could go and we had to be able to have 
 
          5        the radiopharmacy deliver radioactive materials 
 
          6        in the morning so they had to have access as 
 
          7        well.  So the term "sole access" kind of morphed 
 
          8        into "exclusive control." 
 
          9                     MR. KINNEMAN:  Okay.  So there were 
 
         10        other people who had the ability to access the 
 
         11        material?  How did you -- what did you 
 
         12        communicate to them and how did you communicate 
 
         13        that? 
 
         14                     MR. EARLY:  Communication was 
 
         15        always through training -- when we signed the 
 
         16        leases -- now when we sign the leases, that's 
 
         17        made very clear. 
 
         18                     MR. KINNEMAN:  Back when you were 
 
         19        using Memorandums of Understanding -- 
 
         20                     MR. EARLY:  The Memorandum of 
 
         21        Understanding was to address that issue, 
 
         22        although it wasn't in that finite a terminology. 
 
         23                     MS. HENDERSON:  Who were the MOUs 
 
         24        to? 
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          1                     MR. EARLY:  To the management. 
 
          2                     MS. HENDERSON:  Of the suite? 
 
          3                     MR. EARLY:  Of the building. 
 
          4                     MS. HENDERSON:  The owner of the 
 
          5        building or the folks that were doing these -- 
 
          6                     MR. EARLY:  The owner of the 
 
          7        building I think.  I think they were all the 
 
          8        owner of the building, weren't they? 
 
          9                     MR. LEDDY:  I believe that's 
 
         10        correct, yeah. 
 
         11                     MR. KINNEMAN:  I'm still just a 
 
         12        little bit confused about that.  Maybe I just 
 
         13        didn't listen as closely as I need to so I ask 
 
         14        you to go back over it.  These are facilities 
 
         15        where this a building owned by -- what's -- I 
 
         16        mean is this just a person who owns buildings 
 
         17        and -- 
 
         18                     MR. EARLY:  Could be, could be 
 
         19        management, a building management company that 
 
         20        owns many buildings.  It could be the doctor 
 
         21        that owns the building. 
 
         22                     MR. KINNEMAN:  Let me ask you 
 
         23        probably a naive question, but why do they allow 
 
         24        you access to the building?  You didn't have a 
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          1        lease and weren't paying rent.  Why did they let 
 
          2        you use part of the building? 
 
          3                     MR. EARLY:  That was part of the 
 
          4        deal.  I mean we couldn't restrict the access -- 
 
          5                     MR. KINNEMAN:  I'm not talking 
 
          6        about restrict the access.  I'm just trying to 
 
          7        understand your relationship with the building 
 
          8        owner.  You don't have a lease with them.  Why 
 
          9        did they allow you to use the space?  I'm sure 
 
         10        there's a simple answer, but I'm not getting it. 
 
         11                     MR. EARLY:  It's an agreement that 
 
         12        they -- 
 
         13                     MR. CASNER:  Let me answer that, 
 
         14        Paul. 
 
         15                     MR. KINNEMAN:  Maybe I'm just being 
 
         16        incredibly dense. 
 
         17                     MR. CASNER:  I don't think you are. 
 
         18        I don't think we've been particularly articulate 
 
         19        either. 
 
         20                     MR. KINNEMAN:  Okay. 
 
         21                     MR. CASNER:  This is really an 
 
         22        agreement with the physician who leases the 
 
         23        space under the agreement with the management or 
 
         24        owner. 
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          1                     MR. KINNEMAN:  Okay. 
 
          2                     MR. CASNER:  And because of that 
 
          3        and because of the requirements, we actually 
 
          4        went above the physician lessee to the 
 
          5        management owner saying we need exclusive 
 
          6        control of these premises within the demised 
 
          7        space of the physician. 
 
          8                     MR. KINNEMAN:  So it's actually the 
 
          9        physician who's paying for the use of the space. 
 
         10        And because of your agreement with that 
 
         11        physician, that's why you have access to it. 
 
         12                     MR. CASNER:  Correct.  It's a 
 
         13        requirement obviously to have a controlled hot 
 
         14        lab within the space. 
 
         15                     MR. KINNEMAN:  I understand.  I 
 
         16        guess I was missing that part when you're 
 
         17        talking about the building management, 
 
         18        management doesn't let you use their space 
 
         19        unless there's somebody paying rent. 
 
         20                     MR. CASNER:  That's correct. 
 
         21                     MR. KINNEMAN:  So what access did 
 
         22        the physician have to that space? 
 
         23                     MR. CASNER:  None that we know of. 
 
         24        Again, as Paul stated, the only reason that we 
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          1        had to -- and maybe it's a semantic argument in 
 
          2        terms of what's sole control and exclusive 
 
          3        control -- quite frankly, between you and me, I 
 
          4        don't understand the difference anyway, but I 
 
          5        think the essence of this was during an 
 
          6        emergency -- it's probably the same in this 
 
          7        building as well -- that whoever owns this 
 
          8        building has to have access during an emergency, 
 
          9        police, fire.  And that's the only other access 
 
         10        for our space in any building at any hub that we 
 
         11        maintain. 
 
         12                     MR. KINNEMAN:  And so since you 
 
         13        were doing this, could you just go over again 
 
         14        how you made that clear to the -- since again 
 
         15        the physician's a knowledgeable person and 
 
         16        perhaps with less communication would understand 
 
         17        that, but now you're talking to a building 
 
         18        management that perhaps doesn't understand the 
 
         19        regulations and hazards about radioactive 
 
         20        material -- about how you made clear to them 
 
         21        under what circumstances they could have access 
 
         22        to the material. 
 
         23                     MR. CASNER:  I'm not sure it 
 
         24        differs really from building to building or 
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          1        owner to owner. 
 
          2                     MR. KINNEMAN:  Okay. 
 
          3                     MR. CASNER:  And quite frankly, 
 
          4        even within that, we lease a 70,000-foot 
 
          5        building in California, it's the same kind of 
 
          6        thing.  We have to provide keys to our building 
 
          7        -- and we have a very secure building -- but we 
 
          8        have to provide access to the building owner for 
 
          9        whatever.  They own the building. 
 
         10                     MR. KINNEMAN:  I understand. 
 
         11                     MR. CASNER:  I think in this 
 
         12        particular case it was the same kind of thing, 
 
         13        whether it was in this location or any other 
 
         14        base location it was, they requested, and in 
 
         15        fact it's part of the document, that we have to 
 
         16        provide keys to that space in the event of an 
 
         17        emergency. 
 
         18                     MR. KINNEMAN:  Right, I understand. 
 
         19                     MR. CASNER:  To our knowledge, it's 
 
         20        under the control of the building owner at that 
 
         21        point in time with the same, you know, with that 
 
         22        memo, Memorandum of Understanding in place that 
 
         23        access has to be limited. 
 
         24                     Now, I don't know that we audited 
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          1        whether they went into the hot lab. 
 
          2                     MR. KINNEMAN:  I understand. 
 
          3                     MR. CASNER:  I can't imagine they 
 
          4        would have. 
 
          5                     MR. KINNEMAN:  But I want to 
 
          6        understand entirely about what you communicated 
 
          7        to them. 
 
          8                     MR. CASNER:  So the document was 
 
          9        really to identify to them that this is a 
 
         10        necessary adjunct to our services.  We need to 
 
         11        maintain this locked environment.  But because 
 
         12        the owner owns the building, we have to provide 
 
         13        some access to that. 
 
         14                     MR. KINNEMAN:  I get that.  But you 
 
         15        say you have to maintain this locked.  What was 
 
         16        the communication to the building owner about 
 
         17        under what circumstances they could access it? 
 
         18        That's really what I'm asking. 
 
         19                     MR. CASNER:  Under an emergency. 
 
         20                     MR. KINNEMAN:  Only an emergency? 
 
         21                     MR. CASNER:  Correct. 
 
         22                     MR. KINNEMAN:  And any additional 
 
         23        instruction about what to be done if that 
 
         24        emergency occurs, whether they have to call you 
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          1        or take any other actions? 
 
          2                     MR. CASNER:  I don't know how that 
 
          3        part of it was communicated or whether that's 
 
          4        parted of the MOU, Paul. 
 
          5                     MR. EARLY:  No, it's not part of 
 
          6        the MOU, but it's on the signs that entering the 
 
          7        room that you must contact. 
 
          8                     MR. CASNER:  We have all the 
 
          9        warning signs and stuff up. 
 
         10                     MR. KINNEMAN:  Do you guys have any 
 
         11        questions or things you want to get at this 
 
         12        time? 
 
         13                     MS. LANZISERA:  A couple items. 
 
         14        Again, I'm just looking at one of these.  It was 
 
         15        done in 2004.  And I don't see anything -- 
 
         16                     MS. HENDERSON:  It's an MOU. 
 
         17                     MS. LANZISERA:  An MOU.  I don't 
 
         18        see anything that talks about the security of 
 
         19        the radioactive material.  Is that something 
 
         20        that's changed in your MOU? 
 
         21                     MR. EARLY:  Well, we submitted 
 
         22        the MOU that was rejected that said that very 
 
         23        thing.  And I was never quite sure the reason 
 
         24        for the rejection, but it was.  And as it turns 
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          1        out, the -- 
 
          2                     MR. KINNEMAN:  But I think the 
 
          3        question is about the MOU you actually used, not 
 
          4        one you submitted to us.  Did the MOU that you 
 
          5        actually used with these people contain language 
 
          6        about that? 
 
          7                     MR. EARLY:  No, it does not say 
 
          8        exclusive control.  It's understood by virtue of 
 
          9        the signature that they understood that that is 
 
         10        our space and they are not to access it. 
 
         11                     MS. LANZISERA:  And just to 
 
         12        clarify, the MOU that you're referring to is 
 
         13        that to meet the 3580 requirement that basically 
 
         14        says that you have to obtain a letter that 
 
         15        permits the use of byproduct material at that 
 
         16        facility? 
 
         17                     MR. EARLY:  That's what the MOU 
 
         18        does. 
 
         19                     MS. LANZISERA:  Okay.  So I guess 
 
         20        in this one I'm looking at -- and, you know, 
 
         21        maybe it's changed -- I don't see where their 
 
         22        responsibility is spelled out to them. 
 
         23                     MR. EARLY:  And of course we have 
 
         24        annual training with all the clinical staff.  So 
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          1        it's discussed there as well that this is an 
 
          2        area that anything with a sign on it that has 
 
          3        radioactive material you stay away from.  If 
 
          4        it's not in the right place, notify someone who 
 
          5        knows what to do about it.  That kind of thing. 
 
          6                     MR. KINNEMAN:  That's with the 
 
          7        clinical staff.  Was any of that with the owner 
 
          8        or manager staff? 
 
          9                     MR. CASNER:  I think we'd be hard 
 
         10        pressed to even answer that question.  I don't 
 
         11        know. 
 
         12                     MR. KEENAN:  On the sales 
 
         13        operations, when they do a change and they 
 
         14        educate the environment, there is that 
 
         15        discussion with the staff in the office, the 
 
         16        physician, including the staff.  I am not sure 
 
         17        about the building manager being in attendance. 
 
         18        We'd have to validate that. 
 
         19                     MR. KINNEMAN:  The reason why I'm 
 
         20        pursuing that is because I think what you're 
 
         21        representing is that -- at least the picture I'm 
 
         22        seeing, and please correct me if I'm wrong -- is 
 
         23        that you have a client who is leasing space. 
 
         24        That client has people who are familiar with 
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          1        what you're doing and with the regulatory 
 
          2        controls under it.  You provide to them some 
 
          3        additional instruction, but actually do they 
 
          4        have any access to the space we're talking 
 
          5        about? 
 
          6                     MR. CASNER:  No. 
 
          7                     MR. KINNEMAN:  So they don't have 
 
          8        any keys or access, and in fact they're not 
 
          9        present all of the time.  But then you do -- and 
 
         10        I understand your reasons for doing that -- you 
 
         11        provide keys, as you're required to by I assume 
 
         12        by that lease, to the building management who 
 
         13        are not aware of the significance -- obviously 
 
         14        the signs and things are there -- but are not 
 
         15        trained in this area, and the MOU doesn't seem 
 
         16        to discuss in any great detail the reasons for 
 
         17        security.  I guess you say it indicates that 
 
         18        this is your space, that they're not to access 
 
         19        it except in an emergency, but it appears that 
 
         20        that's really the question we're trying to 
 
         21        pursue is that access which you're allowing, was 
 
         22        that adequately controlled.  I just wanted to 
 
         23        make sure that I understand that clearly. 
 
         24                     MR. CASNER:  I'm not sure that your 
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          1        statement is accurate. 
 
          2                     MR. KINNEMAN:  Could you correct 
 
          3        it? 
 
          4                     MR. CASNER:  I'm not sure I can, 
 
          5        but you said that we haven't communicated that 
 
          6        to the building owners and I can't tell you that 
 
          7        we have or we haven't.  So we would need to 
 
          8        verify that. 
 
          9                     MR. KINNEMAN:  Okay.  So at this 
 
         10        point, clearly at the management level you can't 
 
         11        say that you did.  I'm not saying you didn't. 
 
         12        I'm just saying that clearly the management 
 
         13        isn't in a position to say that that was one of 
 
         14        the things that we considered as we developed 
 
         15        this program and said, well, the MOU is enough 
 
         16        and yet the MOU seems I guess fairly not to 
 
         17        address that issue very clearly. 
 
         18                     MS. HENDERSON:  Whereas with a 
 
         19        lease agreement, it's with the management of the 
 
         20        building or building owner and it's very clear. 
 
         21                     MR. KINNEMAN:  Okay.  I don't want 
 
         22        to belabor that.  I appreciate it. 
 
         23                     MR. SHAPIRO:  I think there's more 
 
         24        to be said on the topic before we move on.  The 
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          1        MOUs, at least the collection that I have, are 
 
          2        all identical. 
 
          3                     MR. KINNEMAN:  Okay. 
 
          4                     MR. SHAPIRO:  And they talk about 
 
          5        -- and maybe during the break you ought to read 
 
          6        it -- 
 
          7                     MR. KINNEMAN:  Would you explain to 
 
          8        me how it addresses the question I've asked? 
 
          9        I'd like to have that on the record. 
 
         10                     MR. SHAPIRO:  "The building 
 
         11        management recognizes the use of radioactive 
 
         12        material as licensed by the NRC and/or the State 
 
         13        in which the above facility is housed and do not 
 
         14        present a danger in any way if regulations as 
 
         15        dictated by the Government agencies are 
 
         16        followed." 
 
         17                     Concurrent with the training that 
 
         18        they provide each year -- 
 
         19                     MR. KINNEMAN:  To the building 
 
         20        management? 
 
         21                     MR. SHAPIRO:  No, to the clinical 
 
         22        staff, and the building management who signs 
 
         23        with all the signs, I think they make very clear 
 
         24        the expectations on access. 
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          1                     MR. KINNEMAN:  And that expectation 
 
          2        would be based on what you just said? 
 
          3                     MR. SHAPIRO:  You read further that 
 
          4        it's theirs, it's their control and that the 
 
          5        building owner won't deny access to Digirad 
 
          6        because it's their hot lab. 
 
          7                     MR. KINNEMAN:  Right, okay. 
 
          8                     MR. SHAPIRO:  Or other authorized 
 
          9        -- let me give you the exact word -- "authorized 
 
         10        individuals for the use of medical radioactive 
 
         11        materials and the ability of Digirad to secure 
 
         12        materials from unauthorized removal." 
 
         13                     MR. KINNEMAN:  Okay.  Let me ask 
 
         14        the question slightly differently.  Is there 
 
         15        anything that you can say that communicates or 
 
         16        that other things communicate to building 
 
         17        management that they can't enter the hot lab at 
 
         18        night to perform a major renovation to the 
 
         19        heating system that runs through the ceiling 
 
         20        there, if that were the case?  In other words, 
 
         21        that they would understand that there is a 
 
         22        hazard, that they need to clear that, not that 
 
         23        they can't do it, but that they can't simply 
 
         24        take their key, open the hot lab, and begin 
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          1        major work that doesn't affect that room but 
 
          2        that requires access to that through that room 
 
          3        and might disturb things in it. 
 
          4                     MR. SHAPIRO:  Not as specifically 
 
          5        as the lease agreements that were ultimately 
 
          6        executed.  The only change to the MOUs at the 
 
          7        end of the day was the addition of this 
 
          8        sentence:  "Lessees acknowledge and agree that 
 
          9        lessor and its employees or authorized agents 
 
         10        will at all times during the term of the lease 
 
         11        maintain exclusive control --" that was the 
 
         12        negotiated part -- "over that portion of the 
 
         13        lessee's site located at the location known as 
 
         14        the hot lab." 
 
         15                     MR. KINNEMAN:  Okay. 
 
         16                     MR. SHAPIRO:  At the end of the 
 
         17        day, and what Paul is about to get to, that's 
 
         18        precisely what Paul had suggested we do.  We 
 
         19        take the MOUs that didn't have the language as 
 
         20        specific as you're pushing us today to have, and 
 
         21        we had proposed initially that we'll revise the 
 
         22        MOUs at these sites to have that language.  That 
 
         23        resolution, as Paul explained, was rejected. 
 
         24        No, you need leases.  And therefore, we got 
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          1        pushed to do a lease at all of the affected 
 
          2        sites that were now considered client sites. 
 
          3                     At the end of the day, ultimately 
 
          4        the NRC decided you don't need leases and you 
 
          5        don't need to own it as long as you have an 
 
          6        agreement that guarantees exclusive control. 
 
          7        And that's what we tried to do in the first 
 
          8        place.  And that's what we proposed to do with 
 
          9        these MOUs that you find lacking.  We didn't 
 
         10        dispute that.  We could have, you could have 
 
         11        revised those MOUs in short order, in days or 
 
         12        less.  And then I don't want to steal your 
 
         13        thunder, but essentially avoided all of the 
 
         14        chain of event that followed. 
 
         15                     MR. KINNEMAN:  I understand your 
 
         16        frustration at the sequence as it happened.  I 
 
         17        don't -- I want to focus on where you were when 
 
         18        it started and that's why I was asking those 
 
         19        questions. 
 
         20                     MR. CASNER:  I think the other 
 
         21        thing that's important to remember is that the 
 
         22        hot labs themselves were in demised space that 
 
         23        was already under lease to that particular 
 
         24        client and they have certain protections as 
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          1        well.  I think it would be interesting, and I 
 
          2        again have not read all those leases, but my 
 
          3        guess is the physician/customer and themselves 
 
          4        have controlled access to their space.  And in 
 
          5        fact most leases, and I'd venture to say this 
 
          6        one as well, says they can't enter that premises 
 
          7        without advanced notice to the client and/or in 
 
          8        case of an emergency. 
 
          9                     So I think perhaps this is more a 
 
         10        semantic argument here, but I think we were 
 
         11        already protected under the underlying lease 
 
         12        that was already in place.  This was an 
 
         13        additional understanding that we had with the 
 
         14        owner to identify, because I'd also venture to 
 
         15        guess that this lease talks about the possession 
 
         16        of hazardous materials in the building, that's 
 
         17        usually a standard clause, and we had to 
 
         18        identify that and I think that's why we put the 
 
         19        MOUs in place in the first place. 
 
         20                     Now, my guess is that the 
 
         21        underlying lease with the physician/customer 
 
         22        probably offered the protection we needed 
 
         23        anyway. 
 
         24                     MR. KEENAN:  But if the physician 
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          1        didn't own the building, they couldn't sign off 
 
          2        on the MOU. 
 
          3                     MR. CASNER:  I understand.  But -- 
 
          4                     MR. KEENAN:  We need to validate 
 
          5        that.  Because we had a situation recently where 
 
          6        a physician signed the MOU and we rejected it 
 
          7        because he didn't own the building. 
 
          8                     MS. LANZISERA:  The other thing I'd 
 
          9        like to clarify, in the places that we went, we 
 
         10        confirmed that the physicians there, whether 
 
         11        they were owners or not, also had keys to those 
 
         12        areas, to those hot lab areas.  So I was curious 
 
         13        as what you've done to resolve that issue.  We 
 
         14        can talk about it in the corrective actions. 
 
         15                     MS. HENDERSON:  In addition, you 
 
         16        had mentioned that you have removed all the 
 
         17        material except for exempt material and ARM from 
 
         18        these facilities, and that is not accurate, 
 
         19        because we did go back and find material at some 
 
         20        of the sites. 
 
         21                     MR. EARLY:  Oh, yeah, that's 
 
         22        addressed in the next part. 
 
         23                     MR. KINNEMAN:  Any other questions 
 
         24        before we proceed?  Karl or Bob, do you have 
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          1        anything?  I know you have some more, but let's 
 
          2        just see does anybody on the phone have 
 
          3        questions? 
 
          4                     MR. MORRELL:  No, thanks. 
 
          5                     MS. WOODS:  Not at this time. 
 
          6        Thanks. 
 
          7                     MR. KINNEMAN:  Thanks for answering 
 
          8        those. 
 
          9                     MR. EARLY:  So in the conclusion of 
 
         10        apparent violation number two, the NRC required 
 
         11        lease agreements confirmed exactly the controls 
 
         12        and precautions that have existed since we got 
 
         13        into this business. 
 
         14                     Nothing changed with the exception 
 
         15        of the addition of the two words "exclusive 
 
         16        control."  However, this was always understood, 
 
         17        this was always practiced, and was evident I 
 
         18        presume by your inspections in July 20 to 25, 
 
         19        2006 when there was no mention of the fact that 
 
         20        the radioactive material that you did find was 
 
         21        not in control sites.  It was not insecure, it 
 
         22        was secure.  I don't see that in your report so 
 
         23        I'm assuming that if and when you found those 
 
         24        materials, you found them to be in a secured 
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          1        situation. 
 
          2                     All affected sites are now 
 
          3        reinstated on the regulatory material license, 
 
          4        and this was completed by 8/16/06, this is one 
 
          5        and a half years after I self-identified -- and 
 
          6        I want to make that clear -- self-identified 
 
          7        this issue of should we be addressing the fixed 
 
          8        versus mobile, and it's evolved into this 
 
          9        odyssey which has gone on all that time.  And 
 
         10        it's four and a half months after the affected 
 
         11        sites were removed from our radioactive material 
 
         12        license.  So we had to deal with these issues 
 
         13        for four and a half months. 
 
         14                     Digirad always maintained security 
 
         15        of licensed storage materials at the sites, and 
 
         16        that is in conformance with 20.1801 and 
 
         17        35.80(b). 
 
         18                     Had the NRC made clear early on 
 
         19        what it required, the CAL would have been 
 
         20        unnecessary, the existing MOUs could have been 
 
         21        quickly revised, and this situation avoided in 
 
         22        its entirety.  And that thought process should 
 
         23        apply also to violation number three, apparent 
 
         24        violation number three. 
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          1                     MR. KINNEMAN:  Do you have any 
 
          2        comment on -- I thought there was a comment on 
 
          3        the second point about the inspection findings. 
 
          4        Is there anything you need to say about that? 
 
          5                     MS. LANZISERA:  I guess my comment 
 
          6        on that would be that we did not find exclusive 
 
          7        control of those facilities.  However, Digirad 
 
          8        removed that material rather quickly from those 
 
          9        sites. 
 
         10                     MS. HENDERSON:  Once we identified 
 
         11        it was there. 
 
         12                     MR. EARLY:  So you actually found 
 
         13        radioactive material on the site when you were 
 
         14        there? 
 
         15                     MS. LANZISERA:  Correct.  And your 
 
         16        techs were there at that time and called back, 
 
         17        discussed it with you, and we called and 
 
         18        discussed it with you.  And my understanding is 
 
         19        the materials were moved quickly. 
 
         20                     MR. LEDDY:  Penny, could you talk 
 
         21        more specifically to that?  So this would have 
 
         22        been after the meeting of the 21st?  This would 
 
         23        have been on -- 
 
         24                     MS. LANZISERA:  Yes, it was that 
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          1        next week. 
 
          2                     MR. LEDDY:  That Tuesday.  And so 
 
          3        while the techs were there, certainly there was 
 
          4        trash and there was -- as there needs to be 
 
          5        during the operation -- during our operation. 
 
          6        What are you saying was there that was left 
 
          7        unsecured? 
 
          8                     MS. LANZISERA:  The radioactive 
 
          9        waste and some, you know, check sources. 
 
         10                     MR. LEDDY:  So that has to be there 
 
         11        and then it gets taken out at the end of the 
 
         12        day. 
 
         13                     MS. LANZISERA:  Correct. 
 
         14                     MR. LEDDY:  So you're saying on 
 
         15        Monday -- I'm not sure when you're saying that 
 
         16        we left it unsecured. 
 
         17                     MS. LANZISERA:  So that was not 
 
         18        taken out of those facilities at the end of the 
 
         19        day from, you know, when the Confirmatory Action 
 
         20        Letter was, you know, was -- 
 
         21                     MR. LEDDY:  I believe that it was 
 
         22        taken out on the 21st.  I had responded to you 
 
         23        guys initially -- you know, I think what this 
 
         24        gets to is on Friday when we talked, I had 
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          1        responded to you guys that yes, everything has 
 
          2        been removed.  Okay, this is on Friday, July 
 
          3        21st.  I then came back and said I'm wrong, 
 
          4        because what I did in the meantime -- actually I 
 
          5        was taking Paul to the airport -- but I went 
 
          6        ahead and called those sites to say hey, you 
 
          7        know, you guys have been removing everything as 
 
          8        our order, correct?  And found out that no, 
 
          9        indeed they had not removed the trash in all 
 
         10        cases, and in some cases they had.  So I then 
 
         11        let you guys know that I have to amend my 
 
         12        response and let you know that yes, indeed there 
 
         13        was stuff. 
 
         14                     So now -- but as of July 21st, 
 
         15        Friday, July 21st, going forward, you're of the 
 
         16        understanding that there had not been anything 
 
         17        left unsecured.  When you were there, you didn't 
 
         18        observe anything left unsecured; is that 
 
         19        correct?  It's by testimony. 
 
         20                     MS. LANZISERA:  No, when we were 
 
         21        there, your techs were there. 
 
         22                     MR. LEDDY:  It's by testimony, 
 
         23        right.  So it was really by testimony of the 
 
         24        techs that during that peak period leading up to 
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          1        that Friday meeting that we had left stuff. 
 
          2                     MS. LANZISERA:  Yes, and the 
 
          3        physicians as well. 
 
          4                     MR. LEDDY:  I just want to say 
 
          5        because --- and we don't, you know, disagree 
 
          6        with that.  We found that out and let you guys 
 
          7        then know about that. 
 
          8                     MR. KINNEMAN:  Does that clarify 
 
          9        your questions? 
 
         10                     MS. LANZISERA:  Yes. 
 
         11                     MR. EARLY:  I'm concerned about 
 
         12        your statement about the physician having keys 
 
         13        to the hot lab.  Why would you suggest that he 
 
         14        not be included as exclusive control? 
 
         15                     MS. LANZISERA:  Because he worked 
 
         16        for Digirad. 
 
         17                     MS. HENDERSON:  I think what I 
 
         18        heard you say was that you all had the keys 
 
         19        and the building owner had the keys and that was 
 
         20        it, that no one else had keys, and that's not 
 
         21        true. 
 
         22                     MR. EARLY:  We just said that the 
 
         23        exclusive control applies to our people, to the 
 
         24        radiopharmacy, and to management of the 
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          1        building.  But why would that also include the 
 
          2        physician? 
 
          3                     MR. KINNEMAN:  Because I think what 
 
          4        Penny is saying is you didn't, you said those 
 
          5        were the people that were limited, and we're 
 
          6        saying that our information is that the 
 
          7        physician also had it. 
 
          8                     MR. CASNER:  I think we should 
 
          9        just verify that.  I don't know that we can 
 
         10        testify -- 
 
         11                     MR. EARLY:  I don't either.  I 
 
         12        can't remember.  I know when we got into the -- 
 
         13        Tara, we got into the issue of sole access and 
 
         14        we said, you know, this is way too restrictive, 
 
         15        we've got to come up with a better terminology 
 
         16        and we agreed on exclusive control.  And you 
 
         17        said -- you asked what do you mean by exclusive 
 
         18        control.  And I defined it as best I could at 
 
         19        that time, but I don't remember if I included 
 
         20        the physician. 
 
         21                     MR. SHAPIRO:  Well, I think we need 
 
         22        to confirm that. 
 
         23                     MR. KINNEMAN:  And I think our 
 
         24        overarching point is that, to be perfectly blunt 
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          1        about it, is your -- it's unclear to management 
 
          2        -- you made the comment you have senior 
 
          3        management here managing the program -- what the 
 
          4        state of the program was at the time we're 
 
          5        talking about.  And from our standpoint, that's 
 
          6        a significant issue. 
 
          7                     I understand that you're talking 
 
          8        about there's a number of changes that have been 
 
          9        made, a number of clarifications have been made, 
 
         10        that you're concerned about the amount of 
 
         11        churning there was to get to this point, but 
 
         12        we're talking about a particular point in time, 
 
         13        and it's not clear -- or it seems to us not 
 
         14        clear what was going on at that time.  And I 
 
         15        think we understand that what you've explained, 
 
         16        but that it wasn't clear, it wasn't clear policy 
 
         17        to make sure that the people who had access had 
 
         18        the level of knowledge that we expect to control 
 
         19        access to radioactive material.  I think that's 
 
         20        our essential allegation of the violation at the 
 
         21        time the MOUs were in place.  I think that's 
 
         22        really the conclusion I keep coming to, and I 
 
         23        appreciate your attempts, you know, your 
 
         24        willingness to clarify those things.  But I 
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          1        think in summary, that's where we're at. 
 
          2                     MR. CASNER:  And let me just be 
 
          3        clear.  Your allegations are unsubstantiated at 
 
          4        this point in time. 
 
          5                     MR. KINNEMAN:  Okay. 
 
          6                     MR. CASNER:  And what we have 
 
          7        offered is we'd like to verify that.  We've 
 
          8        offered to do that at every point in time and we 
 
          9        will follow through on that. 
 
         10                     MR. KINNEMAN:  I understand. 
 
         11                     MR. CASNER:  If those allegations 
 
         12        are indeed true, we'll report back.  Well, we'll 
 
         13        report back either way.  But I think it needs to 
 
         14        be clear on the record that at the moment what 
 
         15        you are presenting are not factual statements. 
 
         16                     MR. KINNEMAN:  I don't understand 
 
         17        why you don't think they're factual.  What 
 
         18        you've presented is that you had established 
 
         19        exclusive control using the MOUs.  The text of 
 
         20        the MOU does not support that.  The basis that 
 
         21        you present doesn't support that, that you have 
 
         22        in place a management system that said that the 
 
         23        people you provided keys to understood the 
 
         24        importance and significance of the access you 
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          1        were providing to them. 
 
          2                     MR. CASNER:  Yes.  And what I've 
 
          3        told you also is that we need to verify that 
 
          4        that has occurred or not occurred.  You're 
 
          5        saying it hasn't occurred and I can't tell you 
 
          6        that it has. 
 
          7                     MR. KINNEMAN:  Okay. 
 
          8                     MR. CASNER:  So that's fine.  I 
 
          9        mean we're prepared to do that. 
 
         10                     MR. KINNEMAN:  Okay. 
 
         11                     MR. SHAPIRO:  Your concern is that 
 
         12        the physicians or authorized users having keys 
 
         13        to the hot lab somehow falls short of -- 
 
         14                     MR. KINNEMAN:  I think we were 
 
         15        focused on the management.  And then all the 
 
         16        discussion we've heard is management and you had 
 
         17        keys, never mentioned the physicians.  We bring 
 
         18        up the physicians and -- 
 
         19                     MR. SHAPIRO:  We're not sure. 
 
         20                     MR. KINNEMAN:  -- you're not sure 
 
         21        or you don't think it happened. 
 
         22                     MR. SHAPIRO:  Okay. 
 
         23                     MR. KINNEMAN:  I think that's -- I 
 
         24        think there's two levels of concern.  One is the 
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          1        thing that happened at the time.  And the 
 
          2        concern that I'm expressing is that management 
 
          3        is representing that they were in control of the 
 
          4        situation, yet they don't know the answer to the 
 
          5        questions. 
 
          6                     That in itself is not a violation. 
 
          7        I'm just simply saying that you're representing 
 
          8        that you were in control of the situation, and 
 
          9        it would seem to me you would know the answers 
 
         10        to those questions and you would have in place 
 
         11        what you represent as things that you've done in 
 
         12        other places, which is what you just described. 
 
         13        You said we needed to remove radioactive 
 
         14        material from the lab.  Well, what did you do? 
 
         15        You took some specific actions which you can 
 
         16        explain to us and then you went back and checked 
 
         17        on it and you said okay, we didn't quite make it 
 
         18        and that's the kind of response that I think we 
 
         19        were looking for.  And so I contrast the two. 
 
         20                     MR. LEDDY:  You know, I think what 
 
         21        I would say here is -- and as Mike had said 
 
         22        before -- there are a number of opportunities 
 
         23        where we discuss with the customer about the 
 
         24        operation.  There's, you know, sales is the 
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          1        first interface, then there's a sales to 
 
          2        operations meeting that goes on between the 
 
          3        customer, sales, and then operations as well. 
 
          4        In some cases, radiation safety may be there, in 
 
          5        some cases not.  But the operations person, you 
 
          6        know, can typically, you know, reflect, you 
 
          7        know, the importance of those things. 
 
          8                     So I think maybe we have to go back 
 
          9        and check to see in what regard those 
 
         10        communications have or, you know, have not 
 
         11        included this kind of thing. 
 
         12                     MR. KEENAN:  Again, the other thing 
 
         13        we need to research -- I don't know in this 
 
         14        specific instance, but is the fact that some of 
 
         15        the physicians are building owners.  So I don't 
 
         16        know what this situation is so I'd have to 
 
         17        research it. 
 
         18                     MR. KINNEMAN:  I know you want to 
 
         19        move on on this so I -- 
 
         20                     MR. EARLY:  Also probably some of 
 
         21        those physicians are authorized users. 
 
         22                     MS. WEIDNER:  Paul, that's what I 
 
         23        was going to say.  In this particular situation, 
 
         24        the physician was not an authorized user. 
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          1                     MR. EARLY:  Was not? 
 
          2                     MR. KEENAN:  But we're not sure if 
 
          3        he didn't own the building, but that's what we 
 
          4        have to find out. 
 
          5                     MR. SHAPIRO:  Couldn't that 
 
          6        physician still work under the supervision of an 
 
          7        authorized user and be under 3527? 
 
          8                     MR. KINNEMAN:  I think there are 
 
          9        many avenues that these violations could have 
 
         10        been prevented or may have been prevented. 
 
         11                     MS. LANZISERA:  And we had 
 
         12        discussions with them on that issue, whether 
 
         13        they were working under supervision, had been 
 
         14        provided training, and indicated that they 
 
         15        weren't aware of that and they were not provided 
 
         16        training specifically.  So, you know -- 
 
         17                     MR. EARLY:  I just wanted to touch 
 
         18        base here before we go to apparent violation 
 
         19        number three.  I just wanted to summarize the 
 
         20        impact that this had on our organization.  It's 
 
         21        formidable. 
 
         22                     First of all, patient care, 
 
         23        patients' appointments had to be canceled 
 
         24        because the radioactive material wasn't 
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          1        delivered or received on time due to personnel 
 
          2        problems, van problems, or weather, or whatever 
 
          3        the case may be.  And this was a potential risk 
 
          4        to patients with problems. 
 
          5                     As a consequence, of the six sites 
 
          6        that were cited in this issue, only four of them 
 
          7        were of any importance to us because the other 
 
          8        two were not ever used as a hub or base site. 
 
          9        And so these are the four that remain.  And of 
 
         10        those four, we lost three of those customers 
 
         11        because of the commotion and the frustration and 
 
         12        the concern and everything.  And of course 
 
         13        people hear this and competitors hear about this 
 
         14        and they start to plant doubt in the clients' 
 
         15        minds and so on.  So these are gone and that was 
 
         16        a tremendous cost. 
 
         17                     Just picking up the radioactive 
 
         18        material at the unaffected sites and taking them 
 
         19        to the affected sites and back and forth every 
 
         20        day, a lot of money spent on overtime, travel 
 
         21        expenses, the wear and tear on the van and so 
 
         22        on. 
 
         23                     And then it's hard to even pin a 
 
         24        number on the management time that required to 
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          1        work out the logistics of all this, make sure 
 
          2        that everything is done right, and to go and 
 
          3        secure the fact that it was.  And I had e-mails 
 
          4        from our field people that said they were there 
 
          5        and that there was no radioactive material left 
 
          6        in these affected hubs.  And somewhere along the 
 
          7        line they relaxed that.  You know, it's hard to 
 
          8        keep track of all that. 
 
          9                     The time spent managing the issue 
 
         10        created -- I mean the employee problems became 
 
         11        horrendous.  They were spending more time.  They 
 
         12        wanted to be home with their families.  They 
 
         13        could find a better job somewhere else that 
 
         14        didn't take them away from home and so on. 
 
         15                     During this time, we had a 
 
         16        technetium shortage.  The Commission had no 
 
         17        concern about that at all.  We had to order way, 
 
         18        way much more technetium to be delivered so that 
 
         19        it could be transported two hours to the first 
 
         20        dosage to be used.  So we had to have that much 
 
         21        more technetium.  That became a difficult issue 
 
         22        and there was a time when you couldn't deliver 
 
         23        the radioactive material to the van, you 
 
         24        couldn't deliver the radioactive material to the 
 
 
 
                          ALL POINTS REPORTING  (610)272-6731 



                                                                  81 
 
 
 
 
 
          1        client site.  And that's the only way it could 
 
          2        be done is to order it in the morning and have 
 
          3        to endure that cost as well as the cost to the 
 
          4        industry for all the amount of technetium that 
 
          5        had to be used to support these issues. 
 
          6                     And finally, just a potential risk 
 
          7        to our organization due to disruption of 
 
          8        service. 
 
          9                     I just wanted to let you know that 
 
         10        this was not an insignificant cost to our 
 
         11        organization. 
 
         12                     MR. KINNEMAN:  I appreciate that. 
 
         13        It's important to us to understand the effects 
 
         14        of the things we do.  We'll have a close look at 
 
         15        that as a separate matter and review what we did 
 
         16        and how we handled that.  Obviously we can't 
 
         17        change what we've done, but it's very important 
 
         18        to hear those.  And I appreciate your telling us 
 
         19        those things. 
 
         20                     One thing that occurs to me, you 
 
         21        talked about the packet that there's some 
 
         22        material you didn't want to submit because it's 
 
         23        business information.  Is this business also? 
 
         24                     MR. CASNER:  It is.  It's water 
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          1        under the bridge at this point, John. 
 
          2                     MR. KINNEMAN:  I understand that. 
 
          3        But in other words, that the materials that are 
 
          4        submitted here, normally we would make them part 
 
          5        of the record.  And so if you don't want that 
 
          6        done, you need to tell us that.  I mean I would 
 
          7        like to make most of this, but if something like 
 
          8        the numbers in there -- 
 
          9                     MR. CASNER:  We've lost those 
 
         10        customers, so we suffered that harm. 
 
         11                     MR. KINNEMAN:  That's fine, as long 
 
         12        as you -- I just wanted to make clear.  So it's 
 
         13        okay with you if we take this package and make 
 
         14        it part of the record and part of the public 
 
         15        record? 
 
         16                     MR. CASNER:  Daryl, do you have any 
 
         17        comment about that? 
 
         18                     MR. SHAPIRO:  We'll take a look. 
 
         19                     MR. KINNEMAN:  I wanted to make 
 
         20        sure that you thought this thing through. 
 
         21                     MR. SHAPIRO:  We'll take another 
 
         22        look, because I do want to talk to you about 
 
         23        this.  And we'll submit an affidavit. 
 
         24                     MR. CASNER:  When do you need to 
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          1        know? 
 
          2                     MR. KINNEMAN:  We'd like to know as 
 
          3        soon as you can. 
 
          4                     MR. FARRAR:  This is a public 
 
          5        meeting.  We discussed all these issues in the 
 
          6        public meeting.  I don't know that we're not 
 
          7        going to be able to put this in. 
 
          8                     MR. KINNEMAN:  I'm sorry, you're 
 
          9        right. 
 
         10                     MR. FARRAR:  I think we're going to 
 
         11        have to put this information in the record.  We 
 
         12        have a member of Pennsylvania here. 
 
         13                     MR. CASNER:  If we didn't want to 
 
         14        share it, we wouldn't have offered it.  It was 
 
         15        important again for us to make a point that this 
 
         16        cost us significant harm. 
 
         17                     MR. KINNEMAN:  Okay, and I 
 
         18        appreciate that point.  I agree with Karl. 
 
         19        We've already discussed it, it's on the record. 
 
         20        It would be hard to withdraw it from the record. 
 
         21                     MR. EARLY:  Just a comment on those 
 
         22        lost customers.  It isn't always the issue of 
 
         23        delivery of radioactive materials and all the 
 
         24        problems that was associated with that.  In one 
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          1        of these instances, it was the physician wanted 
 
          2        to be named as authorized users.  And because of 
 
          3        commitments we made in the first ADR where they 
 
          4        had to go back to the preceptor and have him 
 
          5        sign the preceptor statement with the disclaimer 
 
          6        at the bottom and he would not sign that.  And 
 
          7        the reason was that they were no longer friends, 
 
          8        and he just left.  So it became a huge problem 
 
          9        with them, why can't -- there are other people 
 
         10        that can do that.  And in fact they did.  They 
 
         11        went to another organization and they didn't 
 
         12        have to write that disclaimer, they could use 
 
         13        the preceptor statement that they had submitted 
 
         14        to us, which we turned around and said we can't 
 
         15        use this, we've got to have this.  So they're 
 
         16        now licensed, but it was something that we could 
 
         17        have done. 
 
         18                     MR. KINNEMAN:  Okay. 
 
         19                     MR. EARLY:  So we lost the 
 
         20        contract.  So these, you know, these issues on 
 
         21        the ADR have imposed upon us significant 
 
         22        problems in carrying out business that other 
 
         23        people don't have. 
 
         24                     MR. KINNEMAN:  I understand. 
 
 
 
                          ALL POINTS REPORTING  (610)272-6731 



                                                                  85 
 
 
 
 
 
          1                     I guess I would just point out that 
 
          2        a situation in which inaccurate information is 
 
          3        submitted is also fairly rare.  That we don't 
 
          4        have very many of those a year, and that that's 
 
          5        the reason why you agreed to those things during 
 
          6        the ADR.  We don't have many of these.  That's 
 
          7        why we look at them so closely. 
 
          8                     MR. EARLY:  And of course the 
 
          9        unbelievable situation is that we had two in a 
 
         10        row.  You couldn't make that up. 
 
         11                     MR. KINNEMAN:  All right.  Number 
 
         12        three? 
 
         13                     MR. EARLY:  Apparent violation 
 
         14        number three -- 
 
         15                     MR. SHAPIRO:  Let's take a 
 
         16        second.  Well, you've already talked about a lot 
 
         17        of number three in number two.  And in the 
 
         18        interest of time, you might just go right to 
 
         19        27. 
 
         20                     MR. EARLY:  Yeah, this is -- that's 
 
         21        a lot of just repetition. 
 
         22                     MR. SHAPIRO:  We've gone over those 
 
         23        details pretty specifically. 
 
         24                     MR. EARLY:  The confusion, the 
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          1        disruptions, we've all discussed those quite 
 
          2        extensively. 
 
          3                     MR. SHAPIRO:  They're there for 
 
          4        purposes of completeness. 
 
          5                     MR. KINNEMAN:  Sure, they're part 
 
          6        of the record. 
 
          7                     MR. SHAPIRO:  But pick up on 27. 
 
          8        And Dan has already talked about the 21st and 
 
          9        what we did, but -- 
 
         10                     MR. EARLY:  Yeah, and we also 
 
         11        talked about the Allentown before.  All right. 
 
         12        So I mean July 21, the Allentown meeting, right? 
 
         13                     MR. SHAPIRO:  Uh-huh. 
 
         14                     MR. EARLY:  Is there anything else 
 
         15        you want to add to that, Dan? 
 
         16                     MR. LEDDY:  No, I don't think so. 
 
         17                     MR. EARLY:  So we had in place this 
 
         18        directive that says all these things must be 
 
         19        done, as was covered later on by the 
 
         20        Confirmatory Action Letter.  And it was -- I 
 
         21        sent it out.  I got confirmation back from field 
 
         22        people that it was done.  That to me satisfied 
 
         23        our commitment.  The fact that during some lapse 
 
         24        of time and lapse of memory on the part of our 
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          1        service personnel in the clinical sites they 
 
          2        decided they weren't going to send the RAM back, 
 
          3        or whatever caused them to do that, because it 
 
          4        certainly wasn't that they didn't know it, but 
 
          5        why they would relax that and let their guard 
 
          6        down, I don't know. 
 
          7                     MS. HENDERSON:  But you understand 
 
          8        you're still responsible for that. 
 
          9                     MR. EARLY:  Yes. 
 
         10                     MR. SHAPIRO:  The only thing that's 
 
         11        important -- and we agreed with the violation -- 
 
         12        we're not -- 
 
         13                     MS. HENDERSON:  Well, actually on 
 
         14        page 24, it says, "Digirad disagrees with 
 
         15        portions." 
 
         16                     MR. SHAPIRO:  That's what I wanted 
 
         17        to get to.  It's on page five of your letter, 
 
         18        November 23rd, 2007.  It's the inspection report 
 
         19        and the request for a conference.  It lists -- 
 
         20                     MR. KINNEMAN:  Is that actually 
 
         21        page five of the report? 
 
         22                     MR. SHAPIRO:  Yes. 
 
         23                     MR. KINNEMAN:  I just want to make 
 
         24        sure we're in the right place.  Thank you. 
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          1                     MR. SHAPIRO:  Why don't you talk 
 
          2        about the material we think is exempt or not 
 
          3        covered?  We don't disagree that there was waste 
 
          4        being stored overnight in the hot lab and that 
 
          5        shouldn't have happened. 
 
          6                     MR. EARLY:  4/1 when you point to 
 
          7        the Cesium-137 dose calibrator check source, 
 
          8        that's a violation that should not have been 
 
          9        there.  That should have been removed from 
 
         10        there. 
 
         11                     And number two, Ridley Park, you 
 
         12        talked about radioactive waste in a Cesium-137 
 
         13        well counter.  Any Cesium-137 well counter that 
 
         14        I know of and that is on our tracking program 
 
         15        for that particular site shows only an exempt 
 
         16        quantity of .454 microcuries of Cesium-137. 
 
         17                     MS. HENDERSON:  It wasn't 
 
         18        distributed as an exempt quantity.  You can't 
 
         19        decay an exempt quantity.  It's how it's 
 
         20        distributed. 
 
         21                     MR. EARLY:  No, the exempt quantity 
 
         22        for Cesium is 10 microcuries.  You could never 
 
         23        use 10 so it had to be one microcurie upon 
 
         24        purchase. 
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          1                     MS. LANZISERA:  Tara and I actually 
 
          2        called a company that distributed those to see 
 
          3        how they would distribute that, and they said 
 
          4        that they distribute those sources only for 
 
          5        specific licensed use.  So they expected it to 
 
          6        be part of a specific license and not 
 
          7        distributed as exempt sources. 
 
          8                     MS. HENDERSON:  It's all in how 
 
          9        they're distributed whether they're exempt or 
 
         10        not, not the activity. 
 
         11                     MR. KINNEMAN:  Go ahead. 
 
         12                     MR. EARLY:  Can I just finish? 
 
         13        Even though part 30.70 I think it says exempt 
 
         14        quantities for Cesium, it doesn't talk anything 
 
         15        about how it was made. 
 
         16                     MS. HENDERSON:  But we have our 
 
         17        regulations that do. 
 
         18                     MR. KINNEMAN:  And I guess the 
 
         19        question I would have for you was was there a 
 
         20        conscious decision to say this is an exempt 
 
         21        source, therefore we can leave it there, or are 
 
         22        you simply looking back and saying because it's 
 
         23        an exempt source, it wasn't a violation? 
 
         24                     MR. EARLY:  Both.  I mean we're 
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          1        saying that the exempt quantity -- 
 
          2                     MR. KINNEMAN:  Well, obviously 
 
          3        you're doing the second.  The question is did 
 
          4        you do the first? 
 
          5                     MR. EARLY:  Yeah. 
 
          6                     MR. KINNEMAN:  So there was a 
 
          7        conscious decision that this is an exempt 
 
          8        source, therefore I don't have to take it -- 
 
          9                     MR. EARLY:  That's my -- that's 
 
         10        what I see, according to Part 30, it says -- 
 
         11                     MR. KINNEMAN:  That's not the 
 
         12        question.  I'm asking you about did management 
 
         13        make a decision to actually look at it and leave 
 
         14        it -- is that why it was left there? 
 
         15                     MR. EARLY:  Exactly. 
 
         16                     MR. SHAPIRO:  Well, you didn't make 
 
         17        a decision specific to that source.  Your 
 
         18        instructions were all licensed regulated 
 
         19        material can't stay, exempt material and ARM 
 
         20        can. 
 
         21                     MR. EARLY:  Yeah. 
 
         22                     MR. SHAPIRO:  I don't think you 
 
         23        made any specific directive about this. 
 
         24                     MR. EARLY:  Oh, that particular 
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          1        source, no. 
 
          2                     MR. KINNEMAN:  But you didn't give 
 
          3        -- but you did give that level of direction? 
 
          4                     MR. EARLY:  Yes.  And that was a 
 
          5        portion. 
 
          6                     MS. HENDERSON:  We're still in 
 
          7        disagreement. 
 
          8                     MR. EARLY:  Sounds like it. 
 
          9                     MR. KINNEMAN:  Okay.  Thanks for 
 
         10        that. 
 
         11                     MR. SHAPIRO:  There's no dispute 
 
         12        with 30.2. 
 
         13                     MS. HENDERSON:  So it's just the 
 
         14        Cesium well counter source. 
 
         15                     MR. SHAPIRO:  The other thing 
 
         16        that's important to confirm, this is Dan who 
 
         17        went and identified that we had lapsed in this 
 
         18        area, taken corrective actions to correct that, 
 
         19        and then we told you that.  But it's not clear 
 
         20        from the inspection report.  The way I read it, 
 
         21        you went to the sites and you found stuff that 
 
         22        shouldn't be there. 
 
         23                     MS. LANZISERA:  I would say for the 
 
         24        well counter source, that's correct.  I'm sorry, 
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          1        not for the well counter source, for the dose 
 
          2        calibrator source, that was correct.  For the 
 
          3        well counter source, you know, Tara and I 
 
          4        identified that at the facility, but you've 
 
          5        given your position on why you believe it's 
 
          6        exempt. 
 
          7                     MR. SHAPIRO:  Right.  And for the 
 
          8        waste as well that Dan had identified that, had 
 
          9        it corrected, and told you.  Then your 
 
         10        inspection confirmed what Dan had told you. 
 
         11                     MS. LANZISERA:  Yeah.  On the first 
 
         12        day of the inspection, going step by step 
 
         13        through the Confirmatory Action Letter, Dan 
 
         14        realized that he didn't remove the waste from 
 
         15        the sites. 
 
         16                     MR. SHAPIRO:  It wasn't clear to me 
 
         17        in reading the report that it wasn't the case 
 
         18        that you went to the sites, found stuff and 
 
         19        that's how we knew about it.  Okay. 
 
         20                     MR. EARLY:  So just go to the 
 
         21        conclusion? 
 
         22                     MR. SHAPIRO:  Yes. 
 
         23                     MR. EARLY:  In some cases, our 
 
         24        employees did not ensure that licensed material 
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          1        in the form of waste and a sealed source was 
 
          2        removed from the affected sites on a daily 
 
          3        basis.  This material, however, was always 
 
          4        secured in the hot lab at each site so RAM 
 
          5        security was not violated.  Each of the affected 
 
          6        sites are now permitted to receive and store 
 
          7        licensed material, going back to the point that 
 
          8        had this decision been made in a timely fashion 
 
          9        that this never would have happened. 
 
         10                     MR. KINNEMAN:  I understand. 
 
         11                     MR. SHAPIRO:  Are you okay?  Do you 
 
         12        need any time?  We're going on to a whole new 
 
         13        section. 
 
         14                     MR. KINNEMAN:  We'll go off the 
 
         15        record then, please. 
 
         16                            (Recess.) 
 
         17                               --- 
 
         18                     MR. KINNEMAN:  Let's go back on the 
 
         19        record then.  We're going to begin again. 
 
         20                     MR. EARLY:  All right. 
 
         21                     MR. KINNEMAN:  Thank you very much. 
 
         22                     MR. EARLY:  I'd like to discuss our 
 
         23        immediate corrective actions.  After the Greco 
 
         24        application, we decided we had to further 
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          1        enhance our practice to verify credentials for 
 
          2        authorized users and preceptors.  So now we 
 
          3        verify the credentials of all AU applicants, not 
 
          4        just the 10 percent and 25 percent, and this 
 
          5        exceeds the ADR commitments. 
 
          6                     We endeavor to call the preceptors 
 
          7        and verify that they did in fact do the 
 
          8        supervision of the training and experience of 
 
          9        that particular applicant. 
 
         10                     We've created a Memorandum of 
 
         11        Understanding, an MOU, just for the authorized 
 
         12        user who wants to be named on our license.  And 
 
         13        we felt that there should be some recognition of 
 
         14        what their duties are as an authorized user, and 
 
         15        so we make them commit to complying with our 
 
         16        radioactive material safety program, and if 
 
         17        requested, that they will provide guidance to 
 
         18        our staff and to our technologists and so on in 
 
         19        the use and transfer of radioactive material. 
 
         20        This exceeds the ADR commitment. 
 
         21                     We have a preceptorship check-off 
 
         22        list must be completed by all preceptors.  And 
 
         23        you saw this, it's a check-off of Dr. Greco. 
 
         24        This is beyond the ADR commitment. 
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          1                     Preceptors are contacted to 
 
          2        validate their information.  This was not a 
 
          3        requirement of the ADR.  We have two Attestation 
 
          4        Statements now, one for the preceptor and one 
 
          5        for the authorized user, both of them committing 
 
          6        to the fact that they, in the case of preceptor, 
 
          7        they verify that the physician satisfies NRC 
 
          8        regulations for licensure and that the preceptor 
 
          9        holds the proper credentials as far as licensing 
 
         10        to serve in that capacity. 
 
         11                     The authorized user attestation is 
 
         12        to say that anything that he submits is valid 
 
         13        and that the information provided by the AU 
 
         14        would be accurate and constitutes a serious 
 
         15        violation if it isn't. 
 
         16                     We have an internal document which 
 
         17        we were passing around at the break.  It's a 
 
         18        verification of AU credentials.  This is a 
 
         19        document that address all three possibilities, 
 
         20        either the physician is already named as an 
 
         21        authorized user in another license, one.  Number 
 
         22        two, it could be someone that's Board certified. 
 
         23        And then there's the third one that is neither 
 
         24        Board certified or AU.  And all -- each one of 
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          1        these has a different tracking program and 
 
          2        credential pathway. 
 
          3                     MR. SHAPIRO:  This checklist 
 
          4        applies to you. 
 
          5                     MR. EARLY:  Yeah, this has been 
 
          6        already submitted in a previous setting.  I 
 
          7        thought maybe it was -- I'm seeing it as listed 
 
          8        as Exhibit A, so I'm thinking that I did this -- 
 
          9                     MS. WEIDNER:  The one you just 
 
         10        showed us? 
 
         11                     MR. EARLY:  No. 
 
         12                     MS. WEIDNER:   I haven't seen any 
 
         13        license amendments.  I think when we were in 
 
         14        Allentown that day, you showed it. 
 
         15                     MR. FARRAR:  Do you want this 
 
         16        admitted? 
 
         17                     MR. SHAPIRO:  No.  Again, this is 
 
         18        business information that we're happy to share 
 
         19        it with you.  No, we don't want it on the 
 
         20        license. 
 
         21                     MR. EARLY:  Further, all 
 
         22        supervisors of NMTs receive the specific 
 
         23        guidance on the changes in the NRC regulations. 
 
         24        And they are required to train all NMTs on these 
 
 
 
                          ALL POINTS REPORTING  (610)272-6731 



                                                                  97 
 
 
 
 
 
          1        changes. 
 
          2                     All NMTs that did not follow my 
 
          3        direction have been disciplined.  They are made 
 
          4        aware that any future inattention to these 
 
          5        details will be cause for as much as 
 
          6        termination. 
 
          7                     We hold employees accountable for 
 
          8        complying with these procedures by reinforcing 
 
          9        the requirements and consistently applying our 
 
         10        progressive disciplinary policy.  And our Human 
 
         11        Resources has a sequence of when you do what and 
 
         12        so on all the way up to termination.  And just 
 
         13        for an example, just a couple weeks ago, we had 
 
         14        to terminate one of our technologists for being 
 
         15        unwilling to follow procedures. 
 
         16                     At present and future lease 
 
         17        agreements carry the language of exclusive 
 
         18        control.  This provision will be emphasized at 
 
         19        the time of the signing and will -- the control 
 
         20        issue will also be reinforced in the annual 
 
         21        education of both our staff and the clinical 
 
         22        staff. 
 
         23                     Hopefully, we never see another 
 
         24        one.  That's the end of my presentation. 
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          1                     MR. CASNER:  Turn it over to Traci. 
 
          2                     MR. SHAPIRO:  Why don't you, before 
 
          3        you go to Traci, just describe your new role as 
 
          4        RSO Emeritus and what Traci is going to do.  I 
 
          5        think that would be new for him. 
 
          6                     MR. CASNER:  Maybe I can answer 
 
          7        that for Paul, rather than putting him on the 
 
          8        spot.  Clearly Paul is -- and this is a deserved 
 
          9        recognition -- I think Paul is an absolute 
 
         10        legend in the nuclear medicine field.  And we 
 
         11        want him to stay a part of our organization.  We 
 
         12        also recognize that he'd like to spend more time 
 
         13        with his grandchildren and do some other things, 
 
         14        so Paul will step into an emeritus role.  He 
 
         15        will still be employed by Digirad.  We expect 
 
         16        great things from him. 
 
         17                     He's working with Traci.  And her 
 
         18        appointment was just effective January 1st of 
 
         19        this year.  So he'll continue to work with Traci 
 
         20        and the rest of the other RSOs in the company to 
 
         21        provide insight that he's had for many years. 
 
         22        We have been fortunate to have Paul in our team. 
 
         23        We lured him out of retirement and we've been 
 
         24        reluctant to let him fully slip back into it. 
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          1        And so he'll still be a part of our team and 
 
          2        help Traci as she comes up to speed here.  So, 
 
          3        Traci. 
 
          4                     MS. HOLLINGSHEAD:  All right.  I'm 
 
          5        going to continue on the long-term corrective 
 
          6        actions and talk about some very positive items 
 
          7        that Digirad has in place ensuring compliance. 
 
          8                     We've made significant enhancements 
 
          9        to the radiation safety program over the past 18 
 
         10        months.  We've developed three regions, the 
 
         11        Northeast, the Southeast, and the West.  As Mark 
 
         12        explained, we developed the radiation emeritus 
 
         13        position that Paul will provide, and that will 
 
         14        be an oversight of the entire radiation safety 
 
         15        and compliance program. 
 
         16                     We've expanded the RSO staff from 
 
         17        three to five Radiation Safety Officers, again, 
 
         18        Paul, myself, and then three regional RSOs, and 
 
         19        we have one position in the West to be filled. 
 
         20                     We've looked at our structure and 
 
         21        developed some additional layers of supervision 
 
         22        within our staff.  We've developed a hub 
 
         23        operation supervisor position.  And this person 
 
         24        monitors operations at each hub in an effort to 
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          1        provide another layer of supervision which 
 
          2        includes the radiation safety policies and 
 
          3        procedures. 
 
          4                     We've expanded the Area Operations 
 
          5        Manager program which includes two to three 
 
          6        managers in each region.  And they provide yet 
 
          7        another layer of supervision for us. 
 
          8                     We have expanded the third party 
 
          9        oversight program.  We have contracted with a 
 
         10        third party consulting firm that provides a 
 
         11        comprehensive oversight of our entire radiation 
 
         12        safety program.  They come in periodically 
 
         13        throughout the year and conduct audits for us. 
 
         14                     We hold biweekly radiation safety 
 
         15        teleconferences even though a Radiation Safety 
 
         16        Committee is not required of Digirad.  Attendees 
 
         17        are physicians, management, operations, and 
 
         18        nuclear med techs.  We hold biweekly radiation 
 
         19        safety meetings with the RSO team. 
 
         20                     We're very proud of our expanded 
 
         21        and surprise audit program which performs 
 
         22        unannounced audits of the clinical teams while 
 
         23        out in the field.  Again, this is not a 
 
         24        requirement, but an internal standard that we've 
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          1        created to audit ourselves and work on the areas 
 
          2        that need to be addressed.  The goal is that we 
 
          3        would audit each clinical team at once about 
 
          4        once a year which creates about 100 audits 
 
          5        internally annually. 
 
          6                     We've expanded the Radiation Safety 
 
          7        and ALARA Review from annual as required by 
 
          8        regulation to semiannual reviews as requested by 
 
          9        Digirad's executive team. 
 
         10                     MR. KEENAN:  One of the things that 
 
         11        clearly we're embracing, and that is to continue 
 
         12        to increase the visibility throughout the entire 
 
         13        organization of our regulatory requirements.  I 
 
         14        did want to say that I've been here about 20 
 
         15        months, Mark's been here about two and a half 
 
         16        years, and this certainly has been an emphasis 
 
         17        of what we're trying to do.  The entire 
 
         18        management team development is relatively new, 
 
         19        to put in layers of management that didn't exist 
 
         20        before. 
 
         21                     We felt they were a little bit 
 
         22        removed in the past years and the hub operation 
 
         23        supervisor directly works at our site, so we 
 
         24        have a manager at our site now.  Then we have a 
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          1        manager over a group of those sites and then we 
 
          2        have a regional vice president over a group of 
 
          3        those area managers.  So our -- we believe that 
 
          4        our infrastructure will help support better 
 
          5        communication consistent with follow-up 
 
          6        activities.  And that's why the executive team 
 
          7        has elevated this whole process to be able to 
 
          8        report to the executive team. 
 
          9                     MS. HOLLINGSHEAD:  Adding to what 
 
         10        Paul discussed earlier, we have enhanced our 
 
         11        process for verifying credentials and training 
 
         12        potential authorized users.   We've added 
 
         13        several steps in confirmation that includes both 
 
         14        written and verbal confirmations.  We've 
 
         15        developed a preceptor check-off list, again that 
 
         16        Paul mentioned.  This is again another check to 
 
         17        reiterate that all information provided on the 
 
         18        form is accurate and true. 
 
         19                     We've developed a checklist for 
 
         20        verification of authorized user credentials, and 
 
         21        I believe that's the form that you reviewed 
 
         22        while we were on break.  It lists out the three 
 
         23        categories of potential authorized users and 
 
         24        gives our RSOs a path to follow to verify that 
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          1        we do indeed have all the appropriate 
 
          2        documentation needed before we submit to the NRC 
 
          3        or the states to add that procedure to our 
 
          4        license.  The checklist is used for all 
 
          5        authorized users now going forward. 
 
          6                     And as we've discussed, we've 
 
          7        developed a Memorandum of Understanding between 
 
          8        an authorized user and Digirad.  And what that 
 
          9        entails is that the physician is willing to 
 
         10        follow our policies and procedures and provide 
 
         11        the supervision and guidance required by an 
 
         12        authorized user.  We're committed to continuing 
 
         13        to focus and evaluate this process on an ongoing 
 
         14        basis. 
 
         15                     We initiated a multi-media computer 
 
         16        based radiation safety and DOT hazmat training 
 
         17        program.  We believe that this provides a more 
 
         18        effective method of training staff and storing 
 
         19        training records.  An electronic system makes it 
 
         20        easier to update training modules and keep 
 
         21        current with policies and procedures as they 
 
         22        change. 
 
         23                     We've created an electronic 
 
         24        tracking program which has become an important 
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          1        tool used by the Radiation Safety Officers.  The 
 
          2        tracking program is accessed daily and is a very 
 
          3        important tool to track and monitor equipment 
 
          4        calibrations, sealed source and other items of 
 
          5        importance to ensure testing is done on time. 
 
          6        In addition, the tracking program also stores 
 
          7        important regulatory items such as license 
 
          8        expiration dates and professional licensing 
 
          9        records. 
 
         10                     MR. EARLY:  This is an incredible 
 
         11        device.  This has been three years in the 
 
         12        making.  And Digirad has spent a great deal of 
 
         13        money and time and personnel developing this 
 
         14        because there was no way we could do this within 
 
         15        anything that's commercially available at this 
 
         16        time.  You can do it on a limited basis where 
 
         17        you might have a hospital or a hospital and 
 
         18        several satellites, but not where we have a 
 
         19        hundred vans with a hundred clinical teams. 
 
         20        There was just nothing that could handle it.  So 
 
         21        we brought this internal in.  It's been three 
 
         22        years and we're just about ready to go. 
 
         23                     MR. KINNEMAN:  Having tried to do 
 
         24        some of those things in the NRC, we know how 
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          1        frustrating that can be.  I wish you well on 
 
          2        that.  I hope it works well for you. 
 
          3                     MS. HOLLINGSHEAD:  The tracking 
 
          4        program is also used by the nuclear medicine 
 
          5        technologists on a weekly basis.  There's a 
 
          6        weekly checklist that they're required to 
 
          7        complete.  This is a review of the areas we 
 
          8        previously had regarding QC, dose 
 
          9        administration, waste disposal, to name a few. 
 
         10        It's a review for the med tech to ensure that 
 
         11        they're following procedures as they should be. 
 
         12                     This information is reviewed weekly 
 
         13        by the Radiation Safety Officers and a monthly 
 
         14        summary is sent to Mike Keenan who addresses any 
 
         15        items of concern with his regional vice 
 
         16        presidents and management staff. 
 
         17                     We are in the process of finalizing 
 
         18        an expansion to the electronic tracking program. 
 
         19        And what this will do is change our daily 
 
         20        radiation worksheet to an online version.  One 
 
         21        of the benefits to this is that the Radiation 
 
         22        Safety Officers will be able to access that data 
 
         23        each day as necessary so we can look at our 
 
         24        staff and daily know what they're doing rather 
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          1        than have to go to the particular site to review 
 
          2        records. 
 
          3                     MR. EARLY:  So you ask what I'm 
 
          4        going to be doing in my emeritus status, I'm 
 
          5        just sitting in front of my computer pulling up 
 
          6        the daily records. 
 
          7                     MS. HOLLINGSHEAD:  Another benefit 
 
          8        to this, and it's similar to the syn track 
 
          9        program, if you're familiar with that, it will 
 
         10        flag certain items.  For example, if they do a 
 
         11        QC test and it falls out of range, the system 
 
         12        will flag that in red to trigger the 
 
         13        technologist that maybe that piece of equipment 
 
         14        should not be used that day.  So that's clearly 
 
         15        a benefit to us. 
 
         16                     Another example would be that it 
 
         17        would trigger the technologist if they forgot to 
 
         18        do end-of-day surveys for example.  Before the 
 
         19        system would shut down, it would require either 
 
         20        that data to be completed or a reason why it's 
 
         21        not done.  Looking forward to those changes. 
 
         22                     And we also believe that it will 
 
         23        create efficiencies as far as recordkeeping for 
 
         24        us.  It's hard to maintain regulatory documents. 
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          1        We have paper, and especially with the kind of 
 
          2        program we have. 
 
          3                     We continue to make updates to our 
 
          4        Radiation Safety Procedure Manual.  And given 
 
          5        the fact that we operate in so many states, one 
 
          6        generic manual does not work for us.  So we are 
 
          7        making state specific manuals.  And as you know, 
 
          8        as regulations and our policies change, that's 
 
          9        going to continue to be an ongoing process. 
 
         10                     We've developed an RSO storage 
 
         11        site.  And what this is used for is the storage 
 
         12        of all our licensing documents.  We, all of the 
 
         13        RSO team, has access to this site.  The 
 
         14        applications, the license amendments, those type 
 
         15        of things are stored in that site and accessible 
 
         16        to all of us.  We store the data consistent so 
 
         17        it's all the same and easy to find. 
 
         18                     So those are the big items.  And in 
 
         19        summary, I just want to say that we are 
 
         20        committed to a strong radiation safety and 
 
         21        compliance program.  And, you know, in the short 
 
         22        time that I have been with Digirad, I have a 
 
         23        strong feeling that management is committed and 
 
         24        willing to provide the resources necessary to 
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          1        our team to, you know, get the job done and have 
 
          2        a strong radiation safety and compliance team. 
 
          3                     MR. KINNEMAN:  Thank you. 
 
          4                     MS. HENDERSON:  Question with 
 
          5        regard to the MOU, where you discuss the AU 
 
          6        applicant having a willingness to provide 
 
          7        guidance and supervision, what kind of 
 
          8        supervision could the AUs provide to other 
 
          9        physician clients? 
 
         10                     MS. HOLLINGSHEAD:  Well, and Paul 
 
         11        can help answer this too, supervision how I see 
 
         12        is supervising our technologists in the 
 
         13        procedures that are being done.  If there is a 
 
         14        question as far as, you know, the amount of 
 
         15        dosage or a radiation spill, that type of thing, 
 
         16        we would consult with the authorized user. 
 
         17                     As far as the authorized users 
 
         18        consulting with other physicians, if it's 
 
         19        necessary, we would put them in touch with the 
 
         20        appropriate people. 
 
         21                     MS. HENDERSON:  So in terms of a 
 
         22        client physician who may be onsite, is any 
 
         23        training provided to that individual that may be 
 
         24        onsite to read the scans or whatever? 
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          1                     MS. HOLLINGSHEAD:  As far as 
 
          2        radiation safety practice? 
 
          3                     MS. HENDERSON:  Uh-huh. 
 
          4                     MS. HOLLINGSHEAD:  You know, I 
 
          5        believe -- and maybe Mike can help answer this 
 
          6        question, or Mark -- I believe that training is 
 
          7        done during the sales and operations transition 
 
          8        when we set up the customers. 
 
          9                     MR. KEENAN:  That is correct. 
 
         10                     MS. HOLLINGSHEAD:  If you want to 
 
         11        expand on that. 
 
         12                     MR. KEENAN:  There is a process 
 
         13        where the physician is taken through basically 
 
         14        all of the operating items in regards to how we 
 
         15        practice really within the office on a mobile 
 
         16        site. 
 
         17                     MS. HENDERSON:  Does that include 
 
         18        radiation safety practices and transfer and 
 
         19        surveys and security and things of that nature? 
 
         20                     MR. KEENAN:  Yes. 
 
         21                     MS. HENDERSON:  Since they're the 
 
         22        supervisory individuals onsite. 
 
         23                     MR. KEENAN:  Yes, it is. 
 
         24                     MS. HENDERSON:  Okay, thank you. 
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          1                     MS. LANZISERA:  A couple questions. 
 
          2        You talked about the audit, the outside auditor 
 
          3        coming in.  Has that practice started? 
 
          4                     MS. HOLLINGSHEAD:  Yes, yes.  It's 
 
          5        been ongoing for many years. 
 
          6                     MR. EARLY:  It's been since -- 
 
          7                     MR. CASNER:  The last five years. 
 
          8                     MR. EARLY:  At least.  It started 
 
          9        when I came on board in '71. 
 
         10                     MR. CASNER:  Not '71. 
 
         11                     MR. EARLY:  2001. 
 
         12                     MR. CASNER:  You're 71. 
 
         13                     MR. EARLY:  2001.  I'm 71.  Yeah, 
 
         14        2001. 
 
         15                     MS. LANZISERA:  Those findings I 
 
         16        guess would come to you then at this point? 
 
         17                     MR. EARLY:  They do.  They come to 
 
         18        me and then I check them over and then I 
 
         19        transfer them to the regionals. 
 
         20                     MS. LANZISERA:  One thing I was 
 
         21        curious of in this checklist that you have for 
 
         22        verifying the credentials, I didn't see anything 
 
         23        in here about the preceptor verification. 
 
         24        Somehow verifying that preceptor, you know, has 
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          1        the appropriate training, I didn't see anything 
 
          2        in your presentation here.  I'm not sure if you 
 
          3        have it in your document. 
 
          4                     MS. HOLLINGSHEAD:  Well, we have 
 
          5        implemented where we will obtain a radioactive 
 
          6        material license showing the preceptor. 
 
          7                     MR. CASNER:  Paul talked about that 
 
          8        during his presentation, that that was going to 
 
          9        be one of the absolute requirements that they 
 
         10        provide. 
 
         11                     MR. EARLY:  That's one of the 
 
         12        check-offs here. 
 
         13                     MR. CASNER:  You had talked about 
 
         14        that sometime earlier, Paul. 
 
         15                     MS. LANZISERA:  And then again on 
 
         16        that checklist, not really as part of this form, 
 
         17        but I know Tara had at least two other amendment 
 
         18        requests from you which just included the CBNC. 
 
         19        So I was curious whether that form included a 
 
         20        requirement that they get a preceptor at the 
 
         21        station along with the CBNC certificate. 
 
         22                     MR. EARLY:  A CBNC, no, that's -- 
 
         23        we do have -- let's see, for the physician, CBNC 
 
         24        certified, yeah. 
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          1                     MS. LANZISERA:  I believe both of 
 
          2        those were retracted.  Those amendment requests, 
 
          3        however, going forward, if you have this 
 
          4        checklist to use -- 
 
          5                     MS. HENDERSON:  And you can make 
 
          6        sure you submit it with the application. 
 
          7                     MR. SHAPIRO:  Right.  That's the 
 
          8        intent behind it you.  But when you're relying 
 
          9        on the CBNC you're not going to get a preceptor. 
 
         10                     MS. LANZISERA:  No, you need a 
 
         11        preceptor. 
 
         12                     MR. CASNER:  I think this was how 
 
         13        we chose to deal with it. 
 
         14                     MR. EARLY:  According to the letter 
 
         15        from -- Karen Sear's letter -- 
 
         16                     MR. LEDDY:  In 35.290, the 
 
         17        preceptor at the station applies to item C. 
 
         18        There's C-1 and C-2, C-1 being all the records 
 
         19        and so on.  C-2 being the Attestation Statement. 
 
         20        But A and B, you know, are separate from that 
 
         21        and they refer to either the case where Board 
 
         22        certified for an acceptable certification or an 
 
         23        on existing agreement or NRC license. 
 
         24                     MS. LANZISERA:  The regulations 
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          1        actually say that, you know, they can be 
 
          2        certified by a board recognized or CBNC 
 
          3        certainly and who meets the requirements in C-2, 
 
          4        which is C-2 is a preceptor attestation.  So 
 
          5        they have to have both of those.  They have to 
 
          6        meet both of those requirements to be added as 
 
          7        an authorized user.  So just, you know, as a 
 
          8        comment for your form. 
 
          9                     MR. EARLY:  I thought we were 
 
         10        absolved from doing that with Karen Sear's 
 
         11        letter. 
 
         12                     MS. LANZISERA:  I think your 
 
         13        question -- 
 
         14                     MR. EARLY:  I do have it on here as 
 
         15        part of my checklist though, but I don't think 
 
         16        it's necessary. 
 
         17                     MS. LANZISERA:  The question I 
 
         18        believe -- and you can correct me if I'm wrong 
 
         19        -- is if somebody is already on an NRC or 
 
         20        agreement state license, do you do anything 
 
         21        further.  And her answer was no, you do not. 
 
         22                     MR. SHAPIRO:  Or has been certified 
 
         23        by one of the approved certification boards.  I 
 
         24        don't think we need to answer that here, but you 
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          1        all need to make sure you're on the same page. 
 
          2        You may have a different expectation from the 
 
          3        licensing standpoint and you should make sure. 
 
          4                     MR. KINNEMAN:  It sounds like what 
 
          5        I'm hearing is that you've included it on your 
 
          6        checklist. 
 
          7                     MR. EARLY:  Actually we have, yeah. 
 
          8                     MR. KINNEMAN:  But that you believe 
 
          9        based on the letter from Karen Sear that in the 
 
         10        area of certification, you don't require a 
 
         11        preceptor statement. 
 
         12                     MR. EARLY:  That was my 
 
         13        understanding. 
 
         14                     MR. KINNEMAN:  And our position? 
 
         15                     MS. HENDERSON:  We don't believe 
 
         16        that's correct. 
 
         17                     MR. CASNER:  Can we just get some 
 
         18        clarification? 
 
         19                     MR. KINNEMAN:  We'll do that.  This 
 
         20        is not the place to settle that. 
 
         21                     MS. HENDERSON:  No. 
 
         22                     MR. SHAPIRO:  It's the April 14 
 
         23        letter.  You have that? 
 
         24                     MR. KINNEMAN:  Yes. 
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          1                     MR. SHAPIRO:  Great. 
 
          2                     MR. KINNEMAN:  I'm not going to try 
 
          3        and read a lawyer's letter. 
 
          4                     MR. SHAPIRO:  To make sure we're 
 
          5        really accurate, we wrote to her and the 
 
          6        response is from Tom Essig.  But it's responding 
 
          7        to our -- 
 
          8                     MR. KINNEMAN:  Right.  And it would 
 
          9        have been done with appropriate concurrences I'm 
 
         10        sure.  So we should be able to answer that 
 
         11        question. 
 
         12                     MR. SHAPIRO:  That was driven by a 
 
         13        response, in all of the correspondence, it says, 
 
         14        "No official interpretation of these regs is 
 
         15        valid except as by the General Counsel." 
 
         16                     MR. KINNEMAN:  I understand.  It's 
 
         17        drilled into us in our early training that we 
 
         18        can't interpret anything.  Of course then when 
 
         19        the letter is written, we have to interpret the 
 
         20        letter, but that's another problem, but Karl 
 
         21        will help us with that. 
 
         22                     MR. FARRAR:  Just one question on 
 
         23        exclusive control.  In your presentation, you 
 
         24        talk about the things that you're going to do 
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          1        with annual education of staff, both Digirad and 
 
          2        clinical staff.  And you said that you're going 
 
          3        to emphasize at the time of the signing the 
 
          4        lease agreement is the control position.  What 
 
          5        does that mean in terms of discussing that with 
 
          6        the lessor or the owner of the building?  Are 
 
          7        you going to actually tell them what's in the 
 
          8        hot lab and why you need exclusive control or 
 
          9        what kind of -- 
 
         10                     MR. KEENAN:  We do explain why 
 
         11        we're using that space, and so there are 
 
         12        sometimes questions in regards to the building 
 
         13        owner.  Well, what is in there and they have 
 
         14        covenants that they have to abide by with the 
 
         15        physician.  So clearly we explain to them what 
 
         16        we're doing and why we need the exclusivity of 
 
         17        that space. 
 
         18                     MR. FARRAR:  And in the event of an 
 
         19        emergency, are you going to have them explain to 
 
         20        them what precautions they need to take in event 
 
         21        of an emergency? 
 
         22                     MR. KEENAN:  Well again, that's the 
 
         23        thing that we need to follow up on specifically 
 
         24        all the itemized things that are going over, I 
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          1        did not bring that with me and I can't recite 
 
          2        each one of those. 
 
          3                     MR. CASNER:  But you've made that 
 
          4        point very clear and we will respond to that. 
 
          5                     MR. EARLY:  There are certain times 
 
          6        when the fire department does get involved and 
 
          7        they ask that very question, what happens if you 
 
          8        have a fire, what do we do. 
 
          9                     MR. KEENAN:  I know it's gone over, 
 
         10        but I don't know specifically. 
 
         11                     MR. KINNEMAN:  And you're right, 
 
         12        that's a very important set of answers to 
 
         13        question. 
 
         14                     MR. EARLY:  We've answered it on a 
 
         15        number of occasions. 
 
         16                     MR. SHAPIRO:  We're going to take a 
 
         17        few moments and talk about -- 
 
         18                     MR. KINNEMAN:  I'm sorry, I keep 
 
         19        forgetting to do this, otherwise we'll have to 
 
         20        drag you back, Mark and Suzanne, do you have any 
 
         21        questions at this point?  Greg.  I'm sorry.  I 
 
         22        was thinking the wrong person. 
 
         23                     MR. MORRELL:  I don't have 
 
         24        anything, John.  Thanks. 
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          1                     MS. WOODS:  This is Suzanne Woods 
 
          2        at Headquarters.  I just had a quick 
 
          3        clarification.  And I apologize, there's a 
 
          4        little bit of in and out on this line.  I just 
 
          5        wanted to clarify with regards to obtaining 
 
          6        copies of the licenses that was under your 
 
          7        immediate corrective actions, are you still 
 
          8        doing that under your long term for preceptors? 
 
          9                     MR. KINNEMAN:  Yes, they're all 
 
         10        nodding their heads. 
 
         11                     MR. CASNER:  Sorry, you can't hear 
 
         12        rocks moving. 
 
         13                     MR. KINNEMAN:  And the court 
 
         14        reporter can't write that down.  So I think we 
 
         15        asked that question and I believe they've 
 
         16        answered in the affirmative. 
 
         17                     MR. CASNER:  Yes. 
 
         18                     MS. WOODS:  Once licensees commit 
 
         19        to obtaining copies of other licensees' licenses 
 
         20        or State licenses, several issues can come up. 
 
         21        That is, those individual licenses, licensees 
 
         22        may be competitors, those individual licensees 
 
         23        may have licenses which cannot be released due 
 
         24        to security concerns.  Have you considered that 
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          1        in your commitment of corrective action plan and 
 
          2        how do you feel that you can fulfill that? 
 
          3                     MR. EARLY:  That's a good point.  I 
 
          4        think that's why I prefaced it by "endeavor." 
 
          5        Didn't I preface that by "endeavor" to receive 
 
          6        that? 
 
          7                     MR. CASNER:  Maybe the more 
 
          8        important question is, I'm not sure we've ever 
 
          9        -- 
 
         10                     MR. SHAPIRO:  Encountered that. 
 
         11                     MR. CASNER:  Yeah, nor have we 
 
         12        approved anybody where we've run into that. 
 
         13        So far it's been a non-issue for us, Suzanne. 
 
         14                     MS. WOODS:  Okay.  Thank you. 
 
         15                     MR. SHAPIRO:  I think what would 
 
         16        reasonably happen, if we ever encountered that, 
 
         17        is we'd tell you and we'd tell you with a 
 
         18        license application that for this reason, the 
 
         19        license could be provided to us.  This is the 
 
         20        number, we've researched it to the best we can 
 
         21        and it seemed valid, but -- 
 
         22                     MS. HENDERSON:  We can verify that. 
 
         23                     MR. SHAPIRO:  You could certainly 
 
         24        verify it, but we'd tell you that. 
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          1                     MR. KINNEMAN:  Okay.  Anything 
 
          2        else, Suzanne? 
 
          3                     MS. WOODS:  That's it.  Thank you. 
 
          4                     MR. KINNEMAN:  Thanks. 
 
          5                     MR. SHAPIRO:  In your invitation to 
 
          6        the conference, you invited us to address the 
 
          7        enforcement policy.  And I'm going to run 
 
          8        through that very quickly and not repeat much of 
 
          9        what Paul and others have said today. 
 
         10                     With respect the first apparent 
 
         11        violation, we couldn't emphasize enough that 
 
         12        this is not willful, neither in the sense of 
 
         13        intentional or in careless disregard of our 
 
         14        obligations and requirements. 
 
         15                     We accept and realize that we are 
 
         16        held responsible for all information we submit 
 
         17        in licensing submittals.  And we realize very 
 
         18        unfortunately that this is repetitive.  But we 
 
         19        hope you understand that our corrective actions 
 
         20        that began in the ADR process and have continued 
 
         21        put us in excess of what any of our peers in our 
 
         22        industry do in terms of verifying and validating 
 
         23        information we include in our licensing 
 
         24        submittals.  And I think it's fair to say that 
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          1        we were and remain stunned that despite all of 
 
          2        the efforts to verify the information and Dan's 
 
          3        conversation in painstaking detail with Dr. 
 
          4        Fisher, that the information he provided to us 
 
          5        was false.  And as a result, the information or 
 
          6        some of the information we provided in our 
 
          7        licensing submittal was false.  It's stunning 
 
          8        that Fisher would do this, and stunning given 
 
          9        the timing, the very next application after the 
 
         10        first one.  It's very unfortunate. 
 
         11                     And I think it's fair to describe 
 
         12        our practice now as everything short of a lie 
 
         13        detector.  And I'm not sure what anyone can do 
 
         14        to stop and catch people who are going to lie. 
 
         15        And you have interviewed, or your Office of 
 
         16        Investigations has interviewed Fisher, and he 
 
         17        can account for why he misrepresented to us. 
 
         18                     But in terms of a process now and 
 
         19        corrective actions, we're without any further 
 
         20        ideas because we think what we have built is 
 
         21        comprehensive and goes well beyond what anyone 
 
         22        else is doing.  And can we guarantee this will 
 
         23        never happen again, no.  Can we guarantee that 
 
         24        someone, despite every effort we make isn't 
 
 
 
                          ALL POINTS REPORTING  (610)272-6731 



                                                                 122 
 
 
 
 
 
          1        going to lie to us, we hope that never happens. 
 
          2        But you have the same conundrum that we do.  And 
 
          3        some people for very bad reasons give you false 
 
          4        information.  We hope it never happens again. 
 
          5        We think we've built a safety net to prevent it. 
 
          6        But I think you appreciate the issue the same 
 
          7        way we do. 
 
          8                     There was no actual or potential 
 
          9        safety significance with respect to the Greco 
 
         10        application.  Indeed, you never issued or added 
 
         11        him to our license because you caught it.  Even 
 
         12        if you had, given what we know about Dr. Greco, 
 
         13        he's eminently qualified to perform nuclear 
 
         14        medicine. 
 
         15                     We believe that this violation 
 
         16        should be cited as a level 4 consistent with the 
 
         17        enforcement policy in supplement 7.  It was not 
 
         18        caused by "inadequate actions on the part of 
 
         19        licensing officials."  Indeed, as we continue to 
 
         20        emphasize, we went over and above our ADR 
 
         21        commitments, commitments contained in the 
 
         22        confirmatory order, and the actions that went 
 
         23        well past that.  It was caused by inaccurate 
 
         24        statements provided by a non-employee, Dr. 
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          1        Fisher. 
 
          2                     If you cite it as a level 3, it 
 
          3        should be considered our first non-willful in 
 
          4        the last two years.  Now, as part of the ADR 
 
          5        agreement, we agreed to disagree on the issue of 
 
          6        careless disregard.  We couldn't resolve it, you 
 
          7        couldn't resolve it with Digirad, but we wanted 
 
          8        to resolve the enforcement issue.  At that time 
 
          9        we were doing everything expected of licensees 
 
         10        and everything that our peers were doing. 
 
         11                     Careless disregard, the way I 
 
         12        understand it, is best defined as a blind 
 
         13        indifference to regulatory requirements or 
 
         14        knowing responsibilities.  And I don't think 
 
         15        that characterizes what happened here. 
 
         16                     As a result of considering this not 
 
         17        willful, and we don't have a willful violation 
 
         18        in the last two years, if you credit corrective 
 
         19        action even as a level 3 under the civil penalty 
 
         20        process, we come out to zero. 
 
         21                     MR. FARRAR:  Wasn't a violation 
 
         22        issued in the ADR agreement? 
 
         23                     MR. SHAPIRO:  Yeah, but we agreed 
 
         24        to disagree as to whether or not it was willful. 
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          1                     MR. FARRAR:  I thought we agreed to 
 
          2        issue a severity level 3 Notice of Violation in 
 
          3        that agreement. 
 
          4                     MR. SUMMERS:  I think we did. 
 
          5                     MR. FARRAR:  If you look at the 
 
          6        confirmatory order. 
 
          7                     MR. SHAPIRO:  But level 3 can still 
 
          8        be non-civil. 
 
          9                     MR. FARRAR:  Right. 
 
         10                     MR. SHAPIRO:  And therefore not 
 
         11        counted as a prior when you go into the process, 
 
         12        you know, is it your first non-willful in the 
 
         13        last two years. 
 
         14                     MR. SUMMERS:  And I think, Daryl, I 
 
         15        think where Karl is coming from he's asking the 
 
         16        question did we not issue a level 3 in the last 
 
         17        two years.  We think you may be misinterpreting 
 
         18        that logic statement. 
 
         19                     MR. SHAPIRO:  The reason you did is 
 
         20        because you considered it careless disregard and 
 
         21        that got it to escalated enforcement. 
 
         22                     MR. SUMMERS:  But it was a level 3 
 
         23        violation in the last two years. 
 
         24                     MR. SHAPIRO:  That's the position 
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          1        you took.  If you look at the order, we agreed 
 
          2        to disagree on that.  It's important in this 
 
          3        respect, you can't give us credit for 
 
          4        identification on apparent violation one. 
 
          5                     MR. FARRAR:  I think we agreed to 
 
          6        disagree on the deliberateness or the careless 
 
          7        disregard nature of the violation, but we did 
 
          8        issue a level 3 violation in that confirmatory 
 
          9        order. 
 
         10                     MR. SHAPIRO:  But that's what gets 
 
         11        you to level 3.  If it wasn't careless 
 
         12        disregard, then you're at level 4. 
 
         13                     MR. FARRAR:  But we still issued 
 
         14        the severity level 3 violation. 
 
         15                     MR. SHAPIRO:  Because you 
 
         16        considered it 3. 
 
         17                     MR. FARRAR:  But we could not 
 
         18        agree. 
 
         19                     MR. SHAPIRO:  My point is I think 
 
         20        you should look back, look at our culpability 
 
         21        then and now in considering whether a fine is 
 
         22        appropriate.  And when you track the civil 
 
         23        penalty assessment process, it's easier to get 
 
         24        to zero if all you need is corrective action. 
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          1        That forces you on the top tier of the process 
 
          2        which is no to the first question.  You always 
 
          3        have the ability to exercise discretion.  Even 
 
          4        if that formulaic approach gets you to a number, 
 
          5        you still have the discretion to go up or down, 
 
          6        in this case down to zero. 
 
          7                     With respect to apparent violation 
 
          8        number two, you have heard our position that we 
 
          9        disagree that it's a violation.  We believe that 
 
         10        the MOUs that existed at the time met the 
 
         11        requirements of Part 35.  We've had a lengthy 
 
         12        discussion and we don't need to repeat the fact 
 
         13        that they could have been bolstered, they could 
 
         14        have been revised.  And we were very willing to 
 
         15        do that.  Indeed, I don't know if you've seen 
 
         16        this and I'll share it, we had prepared a 
 
         17        revision of the MOU.  Unfortunately, the 
 
         18        position taken at the time was you needed lease 
 
         19        agreements or ownership, and no matter what you 
 
         20        put in the MOU, this wasn't an acceptable 
 
         21        resolution.  It is now.  We never did it because 
 
         22        by the time you reached that position, the lease 
 
         23        agreements were either done or almost done and 
 
         24        the success path was just to finish them. 
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          1                     MR. KINNEMAN:  Could I just -- the 
 
          2        first statement you said is even when all of 
 
          3        that began, you believe you were in compliance 
 
          4        at that time. 
 
          5                     MR. SHAPIRO:  Yes.  And we need to 
 
          6        be more specific and we will supplement our 
 
          7        presentation today when we confirm with 
 
          8        ourselves what precise controls were in place 
 
          9        with respect to building owners, clinicians, 
 
         10        clinic employees, physicians, authorized users, 
 
         11        then and now.  We know that's important to you 
 
         12        and we don't want to be imprecise. 
 
         13                     MR. KINNEMAN:  Okay. 
 
         14                     MR. SHAPIRO:  If in the alternative 
 
         15        you consider that a violation, it's important 
 
         16        that you recognize that this process started 
 
         17        because Paul Early, after resolving an issue 
 
         18        with New Jersey, raised it to you and wanted to 
 
         19        make sure you didn't have a concern.  And if you 
 
         20        did, he wanted to discuss it and resolve it. 
 
         21                     MR. KINNEMAN:  So that's the action 
 
         22        you say Digirad identified the circumstances? 
 
         23                     MR. SHAPIRO:  Yes.  So as you go 
 
         24        through the enforcement process and the civil 
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          1        penalty assessment process, I think credit for 
 
          2        self-identification is clearly warranted and 
 
          3        corrective action even more so.  We -- and Paul 
 
          4        has gone through this -- we responded to every 
 
          5        direction we got.  And hopefully we've all 
 
          6        learned from that process and we do better as an 
 
          7        industry and as a regulator the next time. 
 
          8                     I think the enforcement policy 
 
          9        gives you the ability to mitigate and exercise 
 
         10        discretion based on the chronology of events 
 
         11        with respect to apparent violation two.  And I 
 
         12        think we've detailed significant reasons for 
 
         13        doing that. 
 
         14                     With respect to number three, with 
 
         15        the exception of an issue that we may still 
 
         16        disagree on, the violation occurred.  It 
 
         17        occurred due to the acts of low level employees 
 
         18        who did not over time consistently implement the 
 
         19        RSO's instruction.  We understand that we are 
 
         20        and should be held responsible for that.  We 
 
         21        have corrected that. 
 
         22                     Indeed, I think it's fair to say 
 
         23        we self-identified that issue to you.  During 
 
         24        the inspection, we made a statement.  We went 
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          1        back and double checked and found that in some 
 
          2        cases we were not consistent in ensuring the 
 
          3        licensed material was removed on a daily basis. 
 
          4        At no time was there a health or safety issue. 
 
          5        The material was always stored at the hot lab. 
 
          6        And we think that the corrective action we've 
 
          7        taken in the short term was effective and became 
 
          8        obsolete when the affected sites went back on 
 
          9        the license.  We think this is a level 4 
 
         10        violation and as such no civil penalty would be 
 
         11        warranted. 
 
         12                     In the end, we don't believe a 
 
         13        civil penalty should be assessed for any of the 
 
         14        apparent violations.  And we think the ones that 
 
         15        you would conclude are violations are low level 
 
         16        violations, 4s or non-cited violations.  And to 
 
         17        the extent you get to 3, we think discretion and 
 
         18        mitigation are called for. 
 
         19                     MR. KINNEMAN:  Do you have any 
 
         20        other questions, Karl, on that? 
 
         21                     MR. FARRAR:  No. 
 
         22                     MR. KINNEMAN:  Bob, on those do you 
 
         23        have any questions? 
 
         24                     MR. SUMMERS:  No, but I'd like to 
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          1        go back and verify whether or not there was a 
 
          2        prior severity level 3 violation within the 
 
          3        two-year period just to clarify your logic. 
 
          4                     MR. SHAPIRO:  You want to do it on 
 
          5        the record? 
 
          6                     MR. SUMMERS:  Yes.  I believe we 
 
          7        issued a severity level 3 violation. 
 
          8                     MR. SHAPIRO:  I have it.  You did. 
 
          9        But I think it's crucial that in our view the 
 
         10        reason you got there is because you determined 
 
         11        willfulness and in this case careless disregard. 
 
         12        And we agreed to disagree in order to reach 
 
         13        agreement through the ADR process. 
 
         14                     MR. SUMMERS:  So I understand your 
 
         15        point, when you're characterizing this as if we 
 
         16        should treat violation one as the first 
 
         17        non-willful severity level 3 violation in 
 
         18        accordance with the NRC policy, that it's based 
 
         19        on your position that the prior issued severity 
 
         20        level 3 violation is not really a severity level 
 
         21        3 violation in your mind. 
 
         22                     MR. SHAPIRO:  Correct. 
 
         23                     MR. SUMMERS:  And that that should 
 
         24        be considered a severity level 4 violation with 
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          1        respect to our implementation of the policy at 
 
          2        this time. 
 
          3                     MR. SHAPIRO:  Precisely. 
 
          4                     MR. SUMMERS:  Okay.  I understand 
 
          5        that. 
 
          6                     MR. SHAPIRO:  And to the extent you 
 
          7        do consider it 3, you ought to mitigate it, you 
 
          8        ought to exercise discretion based on indeed 
 
          9        what we did.  We got lied to then, we got lied 
 
         10        to implementing a verification process that 
 
         11        everyone else did.  And we didn't turn a blind 
 
         12        eye to the information we got and we didn't in 
 
         13        an irresponsible or flippant manner just put it 
 
         14        in the license.  That to me is what amounts to 
 
         15        careless disregard and I don't think it 
 
         16        describes the actions taken here. 
 
         17                     MR. SUMMERS:  Okay. 
 
         18                     MR. KINNEMAN:  Since we had that 
 
         19        discussion on the record, what we're actually 
 
         20        talking about is the January 27th, 2006 letter 
 
         21        with enclosed Notice of Violation is where that 
 
         22        was discussed. 
 
         23                     MR. SHAPIRO:  That's correct. 
 
         24                     MR. KINNEMAN:  That's the actual 
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          1        document we're talking about.  Okay. 
 
          2                     MR. SHAPIRO:  It's also attaches 
 
          3        the confirmatory order.  That's where the 
 
          4        agreement to disagree is contained. 
 
          5                     MR. KINNEMAN:  Right.  All three of 
 
          6        those documents, the letter, the enclosed Notice 
 
          7        of Violation, and the enclosed confirmatory 
 
          8        letter are what we're talking about. 
 
          9                     Bob, anything else? 
 
         10                     MR. SUMMERS:  No. 
 
         11                     MR. KINNEMAN:  Any other questions? 
 
         12        Suzanne or Greg, do you have any questions on 
 
         13        that part of the presentation? 
 
         14                     MR. MORRELL:  No, John, thanks.  I 
 
         15        don't. 
 
         16                     MS. WOODS:  I'm fine.  Thank you. 
 
         17        No questions. 
 
         18                     MR. KINNEMAN:  I didn't mean to cut 
 
         19        you off, if you're finished. 
 
         20                     MR. SHAPIRO:  You're good.  I was 
 
         21        finished. 
 
         22                     MR. KINNEMAN:  Okay.  Do you want 
 
         23        to proceed? 
 
         24                     MR. CASNER:  I just have a few 
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          1        closing remarks, John.  Thank you.  We have the 
 
          2        privilege as a company of being involved with a 
 
          3        number of oversight agencies.  I'll just name a 
 
          4        few:  The FDA on our product side, the NRC on 
 
          5        the imaging side, the Medicare program on our 
 
          6        reimbursement side, and the Federal Government 
 
          7        obviously because we're a public company.  I 
 
          8        think it's important for us to let you know we 
 
          9        take this very seriously. 
 
         10                     It's not just our radiation safety 
 
         11        program with the folks that are here and a 
 
         12        couple that aren't.  We have a VP of quality 
 
         13        assurance that oversees all of our manufacturing 
 
         14        and handles all of those audits and the FDA 
 
         15        requirements.  We have another compliance 
 
         16        committee that does nothing but deals with 
 
         17        things that don't fall under the NRC or don't 
 
         18        fall under the FDA, that is a compliance 
 
         19        committee of which I am a member. 
 
         20                     As a public company, we have a 
 
         21        board of directors composed of both an audit and 
 
         22        a governor's committee where we are required 
 
         23        quarterly to report to them.  The compliance 
 
         24        officer, while he's a member of my staff, in 
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          1        that role reports directly to the board of 
 
          2        directors.  And everyone including me is subject 
 
          3        to that review process.  It's very interesting 
 
          4        as I sit through those compliance meetings, the 
 
          5        last activity is that I leave the room so that 
 
          6        they can conduct CEO compliance. 
 
          7                     So I just want you to know that we 
 
          8        understand there were some issues here.  And we 
 
          9        don't take this very stuff very lightly.  In 
 
         10        fact we take it very seriously, that's why all 
 
         11        of us are here today. 
 
         12                     I have found the process today to 
 
         13        be actually quite educational.  And what it 
 
         14        tells me is that, you know, our ability to 
 
         15        interpret things may require us to be more 
 
         16        proactive in our approach as opposed to 
 
         17        reactive.  Rather than think that we know what 
 
         18        the rules and regulations are, perhaps we need 
 
         19        to question you when we have some doubt in our 
 
         20        mind as to what the intent was or what the 
 
         21        requirements actually want us to do. 
 
         22                     I think you can see, and hopefully 
 
         23        again through this process, many of these things 
 
         24        were self-reported.  I don't know whether you 
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          1        would not have discovered some of this on your 
 
          2        own, but in point of fact which started out as 
 
          3        apparent violation number two was entirely 
 
          4        something that Paul generated.  It led to a 
 
          5        rather circuitous odyssey for a fairly long 
 
          6        period of time and in fact caused us a severe 
 
          7        financial harm.  And we know that you can't take 
 
          8        that into consideration, but I don't think your 
 
          9        penalties can exceed the value of the lost 
 
         10        business that we've already suffered in excess 
 
         11        of two million dollars a year. 
 
         12                     So I appreciate the opportunity 
 
         13        quite frankly to come here to learn about this, 
 
         14        be heard.  I think it's a great opportunity for 
 
         15        us to offer our comments as well.  And I hope 
 
         16        not to come back as well.  So -- but thank you 
 
         17        for the opportunity to be heard on all of these 
 
         18        matters today.  And we will get back to you on 
 
         19        all the items that we said we would follow up on 
 
         20        as well. 
 
         21                     MR. KINNEMAN:  Can you give us some 
 
         22        idea of when you'll get back to us?  Because one 
 
         23        of the things Bob will talk about is that we're 
 
         24        going to try -- there's a decision to be made 
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          1        here, we try to make that decision very quickly. 
 
          2        And if we're going to consider it, we need that 
 
          3        information fairly soon. 
 
          4                     MR. CASNER:  I can tell you this is 
 
          5        the highest priority.  Michael, what would you 
 
          6        like to have me commit you to? 
 
          7                     MR. KEENAN:  I think we can get 
 
          8        everything sent to you within the week, within 
 
          9        seven days. 
 
         10                     MR. KINNEMAN:  That okay, Bob? 
 
         11                     MR. SUMMERS:  That is.  Thank you. 
 
         12                     MR. CASNER:  That's that. 
 
         13                     MR. KINNEMAN:  Thanks.  I 
 
         14        appreciate that. 
 
         15                     MR. KEENAN:  Just to segueway here 
 
         16        a little bit here with Mark, first of all, thank 
 
         17        you for taking the time to meet with us.  And 
 
         18        unfortunately we're meeting under these 
 
         19        circumstances.  I hate to meet people the first 
 
         20        time in this type of forum.  So maybe the next 
 
         21        time it can be a different forum. 
 
         22                     The clear thing though that I see 
 
         23        is that, one, there is an open communication. 
 
         24        I'm glad we self-report because it does elevate 
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          1        issues and opportunities.  And there clearly is 
 
          2        development needs on both sides.  And we are 
 
          3        committing to that and we will put these things 
 
          4        in place.  We will continue to elevate those. 
 
          5        We have made significant focus investment and 
 
          6        priority because we certainly want to be the 
 
          7        leading organization in what we do.  We are a 
 
          8        national company.  We are growing, but we're not 
 
          9        growing abundantly.  It's very slow growth, but 
 
         10        we plan on putting in the investment required to 
 
         11        grow along with that. 
 
         12                     And when you take a look at the 
 
         13        expansion, the number of RSOs that we have, 
 
         14        keeping Paul on, bringing Traci on, we're 
 
         15        clearly sending the message that that investment 
 
         16        is occurring. 
 
         17                     And then finally, I think that in 
 
         18        order for us to keep this open communication, as 
 
         19        much as we can learn from you we appreciate. 
 
         20        And we'll continue to ask and maybe even send 
 
         21        more information to you saying does this work, 
 
         22        does this fit the scope of the intent of what 
 
         23        you want done.  So hopefully we can continue 
 
         24        that.  So thank you. 
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          1                     MR. KINNEMAN:  Any other comments 
 
          2        from anyone?  All right.  Well, then I guess 
 
          3        what I'll do is I'll just make a couple of 
 
          4        remarks and then Bob has again some things to 
 
          5        make sure that we've gone over the appropriate 
 
          6        parts of the policy. 
 
          7                     Again, we also appreciate the 
 
          8        opportunity to talk to you, to listen to you, to 
 
          9        have some questions and have them answered. 
 
         10        That's very helpful to us.  And so we appreciate 
 
         11        your commitment to coming in and all of you 
 
         12        coming and all of you attending the conference. 
 
         13        That's extremely helpful to us because we have 
 
         14        some very important decisions to make. 
 
         15                     Suzanne or Greg, are you still 
 
         16        there? 
 
         17                     MS. WOODS:  I'm here. 
 
         18                     MR. KINNEMAN:  That's our issue. 
 
         19        We'll worry about that.  We'll brief him on 
 
         20        whatever we need to do. 
 
         21                     So we appreciate that.  It's very 
 
         22        important to us.  I guess the two closing 
 
         23        thoughts that I have is in addition to 
 
         24        appreciating it that I echo part of the note I 
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          1        had made to myself is that you're exactly right, 
 
          2        you do need to be proactive.  That I understand 
 
          3        the issues you've raised about people have lied 
 
          4        to you and misrepresented to you, and you have 
 
          5        accepted responsibility that you understand that 
 
          6        as an organization that you're required to be 
 
          7        responsible for that.  And I appreciate that 
 
          8        because that's very important to us. 
 
          9                     And that's a key point, that it is 
 
         10        important for an organization like yours to 
 
         11        identify the ways in which you can assure that 
 
         12        you are in compliance, not only with the 
 
         13        accuracy of the information that you submit but 
 
         14        also with such things as when you give out a 
 
         15        direction that it's carried out.  And we all 
 
         16        know that there's going to be times when that's 
 
         17        not the case and you need assistance for 
 
         18        identifying that.  So that's extremely important 
 
         19        to us. 
 
         20                     I would mention one thing is you 
 
         21        did -- one of the statements was made that, you 
 
         22        know, you were lied to by a non-employee.  And I 
 
         23        would just point out that that person was going 
 
         24        to assume a fairly important role, even though 
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          1        not in the management of the company, in the 
 
          2        delivery of the service that you sell to your 
 
          3        clients as part of the service.  So it's a 
 
          4        fairly significant individual.  The physicians 
 
          5        are an integral part of the service that's 
 
          6        delivered. 
 
          7                     With that, that's what's on my 
 
          8        mind.  Again, I'll say a few words when we're 
 
          9        done, but Bob, will you go over the other parts? 
 
         10                     MR. SUMMERS:  Yes.  In closing 
 
         11        regarding the process, we'll consider the 
 
         12        information that you provided to us today as 
 
         13        well as the information that you've committed to 
 
         14        provide to us in conjunction with that 
 
         15        information that we've already gathered in our 
 
         16        inspection which we've described to you in the 
 
         17        inspection report that we provided.  And then 
 
         18        we'll reach a final enforcement decision in 
 
         19        coordination with our staff and Headquarters. 
 
         20                     There could be a number of 
 
         21        outcomes, and you're well aware of this, but the 
 
         22        outcomes could take the form of issuing a Notice 
 
         23        of Violation.  And if that Notice of Violation 
 
         24        includes a significant violation, say severity 
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          1        level 3, 2, or 1, we could also issue other 
 
          2        actions including up to an order to modify the 
 
          3        license to either suspend or revoke it or, you 
 
          4        know, otherwise modify it or propose that you 
 
          5        could pay a civil penalty of some type for the 
 
          6        violation, all the way down to, as you are well 
 
          7        aware, again down to the refrain from taking any 
 
          8        action at all.  So we've got a full gamut of 
 
          9        options in front of us for our decision making. 
 
         10                     I want to emphasize though that if 
 
         11        we do take an action where it involves issuance 
 
         12        of either an order or a proposed civil penalty, 
 
         13        we would normally issue a press release for that 
 
         14        type of activity.  So I want you to be aware 
 
         15        that that's a normal outcome if it's a 
 
         16        significant action such as a civil penalty or an 
 
         17        order. 
 
         18                     Once we've made a final decision, 
 
         19        we'll notify you of that.  And our goal is to 
 
         20        try to do that within the next 30 days.  So if 
 
         21        you can endeavor to get the additional 
 
         22        information that you've agreed to provide as 
 
         23        soon as possible, that will help us to stay 
 
         24        within that 30-day window.  And that's it for 
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          1        the process steps at this point.  And if there 
 
          2        are any other additional remarks, John. 
 
          3                     MR. KINNEMAN:  Actually there's one 
 
          4        other, and then if obviously you have anything 
 
          5        else to say, we'll certainly listen to that. 
 
          6                     You've indicated that our process 
 
          7        caused you some difficulty along the way, and 
 
          8        you laid that out in a very clear fashion.  And 
 
          9        again, I appreciate hearing that.  That's 
 
         10        important to us.  We'll look at that closely to 
 
         11        see what we can learn from that -- those 
 
         12        situations and see if we need to make any 
 
         13        changes.  So again, I appreciate you taking the 
 
         14        time to lay that out.  And we will look out to 
 
         15        see whether we need to do any of that. 
 
         16                     And with that, that's I think -- do 
 
         17        we have anything else to say on this side? 
 
         18        Anybody on the phone have anything to say? 
 
         19                     MR. MORRELL:  No questions, John. 
 
         20                     MS. WOODS:  No.  Thank you. 
 
         21                     MR. SUMMERS:  Greg, you're back. 
 
         22        Greg and Suzanne, we're going to put you on mute 
 
         23        for just a couple seconds and we'll get back to 
 
         24        you about whether we're -- what time we may hold 
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          1        a caucus, but I want to talk to you before you 
 
          2        hang up about that. 
 
          3                     MR. KINNEMAN:  Do you have anything 
 
          4        else you'd like to put on the record?  With 
 
          5        that, we'll close the enforcement conference 
 
          6        then.  Thank you again. 
 
          7                      (Proceedings closed.) 
 
          8                               --- 
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          1                          CERTIFICATION 
 
          2 
 
          3               I, Loretta B. Devery, do hereby certify 
 
          4        that the testimony and proceedings in the 
 
          5        foregoing matter, taken on January 17, 2008, are 
 
          6        contained fully and accurately in the 
 
          7        stenographic notes taken by me and that it is a 
 
          8        true and correct transcript of the same. 
 
          9 
 
         10                                 _____________________ 
                                              LORETTA B. DEVERY 
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         14                               --- 
 
         15               The foregoing certification of this 
 
         16        transcript does not apply to any reproduction of 
 
         17        the same by any means unless under the direct 
 
         18        control and/or supervision of the certifying 
 
         19        reporter. 
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