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Attachment A 

INFORMATION COLLECTION INTERVIEW OUTLINE 

Inspector’s name and Region: 
Date of Inspection: 10116-2012006 

Oarrel Wiedeman 

A. Ganeral facility information 

1. Facility namellocation: IUPUlllndiana University Medical Canter 

2. License number: 13-02752 
Rlky Childrens Hospital <-- (I--L[ ear /IGd;d e- 

3. Docket number: 030-01609 

4. Number of beds: 2 <a 
5 .  Estimated number of procedures admlnistered annually: 

4 s  ./&+ lnpatient diagnostic 
I ~ c o  Outpatient diagnostic 
0 Inpatient therapeutic (radiopharmacuetical) 
is Outpatient therapeutic (radiopharmacuetical) 
0 Inpatient manual brachytherapy (35.400 and 35.1 000) 
Q Outpatient manual brachytherapy (35.400 and 35.1000) 

6. TOP 5 common diagnostic and therapeutic procedures involving unsealed 
byproduct material or implants containing byproduct material at this 
fa ci I ity ; 

issue Date: 10/13/06 
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8. General information on individual interviewed 

3. Years of experience: 3 b 

4. Years of experience in th i s  facility: I 9 

5. In which of the following step@) of byproduct material administration are you 
involved? 

@& Informing individuals that they will be receiving unsealed 
byproduct material or implants containing byproduct material 

0 Making a decision on when an individual can be released 
from the facility 

Communicating risk and safety information to individual 

C. Procedure for individuals with detectable amounts of radioactivity who may 
activate monitors installed In public locations for increased security 

1. Are you familiar with the NRC Information Notice issued on December 9, 
2003 entitled “Heightened Awareness for Patients Containing Detectable 
Amounts of Radiation from Medical Administrations” and voluntary actions 
recommended in this notice? 

2800/039, Attachment I A1-2 Issue Date: .I 0/13/06 



2.  Are the  individuals administered thergPeutlc radiopharmaceuticals or tnanuai 
- brachvthyaw irnDlants informed that they may activate radiation detectors at 
airports, tunnels, and other public places? 

Not appllcable 
u Yes 
0 Why not? 

3. Are the individuals administered diagnostic radiophamac-eutici& informed 
that they may activate radiation detectors at airports, tunnels, and other 
public places? 

0 Not applicable 
Yes 
No. Why not? 

4.  Does your facility provide documents to individuals to use if they are 
questioned by law enforcement or security personnel? 

5 Yes. What types of documents are provided? PIease 
provide us with a copy 

$T No. Is your facility prepared to offer such documents on 
request? 

5. How can law enforcement or security personnel verify that an individuat has 
received a procedure involving byproduct material in your facility? 

6 y  calling a telephone number we provided to t h e  individual 
D Will not be able to verify 

Other. Please explain. 
h, c c . c l < w  & A ' - L :  47L 

Issue Date: IO11 3/06 2800/039, Attachment 1 A1-3 
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6. I f  your facility provides a card or documentation for the individual to carry, 
who is the  facility contact listed on the  documentation? (provide no names 
please, just position or title) 

7 .  Is this contact available at all tlmes? 

0 Yes 
0 No 

8. What procedures are in place in your facility to ensure that the contact person 
listed can get access to updated information related to the individual who 
carries t he  documentation? 

9. In your experience, has your facility ever been contacted because somebody 
activated a radiation detector? 

d No 
Yes, Please describe how your facility responded. 

10. In your experience, are the current procedures regarding released individuals 
who can activate radiation detectors adequate? 

Is Yes 
0 No. What changes would you recommend? 

D. Informed consent 

1. How are individuals informed that they will receive unsealed byproduct 
material or an implant containing byproduct material? 

90 'd 

2800/039, Attachment 1 
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2. When are individuals informed? (e.g., at registration, immediately before 
administration) 

p e o c  ta groc€L3LLcrL 

3. Who informs them? 

E, Making a decision on release of individuals from your facility 

For each of the questions, please specify if the answer for iodine 
adrnjnnistrations is the same or different than for other radionuclides. 

1. How do you determine when an individual who received byproduct material or 
implants containing byproduct material can be released from your facility? 

El By using default values (specify source) 
0 Based on adrnihistered activity 
0 Based on dose rate measured from patient 
@, Dose calculations using patient-specific parameters 
0 Other (specify) 

Please explain how each applicable category is used. Only address methods 
used at your facility. 

2. Do you make this decision alone or in collaboration with others? 

0 Alone 
E With others. Please explain respective roles 

f’ Ay s.; -e- 

3. When is the determination on the timing of release made? 

Before administratian of radiopharmaceutical or implant 
D After administration of radiopharmaceutical or implant 

issue Date: I011 3/06 
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4 If an individual indicates that they cannot meet release criteria (e.g, must take 
public transportation or cannot have sole use of bathroom) what additional 
information is coltected to support release? 

5. Based on your experience, please estimate what percent of patients indicate 
that they cannot meet at least one of the release criteria: 

Please indicate the  most frequent release criteria for which concerns are 
raised: 

0 Maintaining distance from other persons, including separate 
sleeping arrangements 

0 Minimizing time in pub\ic places (e.g. using public 
transportation, shopping, visiting restaurants, etc) 

0 Taking procedures to rEduce the spread of contaminatton 
(eg. sole use of bathroom) 

@ Minimizing time with children and pregnant women 

6. Have there been any changeslrevisions to the procedures of releasing 
individuals in the past five years? 

No 
0 Yes.  Please describe the changes 

7 ,  In your view, are the current facility procedures adequate? 

e y e s  
0 No. What changes would you recommend? 

2800/039, Attachment I 
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F. Providing instructions to individuals upon release from your facility on 
actions recommended for maintaining doses to other individuals as low as is 
reasonably achievable 

Please Drovide-us with c a e s  of all materials 

1. Do you use specific guidelines in making a decision on what types of 
instructions are prowded to individuals? 

a NO 
$ifl Yes, Please explain 

s:c: i L *  '-1 
L i A s 4 - u ~  4 >o.% -&r- .&- d y  f;-.'W 

2. If the total effective dose equivalent to any other individual is likely to exceed 4-3 +L/';r 
I mSv (0.1 rem), the individual released from your facility receives: 

@Both oral and written instructions 
n Written instructions only 
0 Oral instructions only 
rl No specific instructions 

3. i f  the total effective dose equivalent to any other individual is NOT likely to 
exceed 1 mSv (0.1 rem), the individual released from your facility receives 

0 Both oral and written instructions 
@ Written instructions only 

0 No specific instructions 
e r a 1  instructions only 

4. Do the instructions diffar depending on the  radionuclide? 

LG No 
0 Yes. Please elaborate. 

Issue Date: 10/13/06 

80 'd 

A? -7 

'ON XW.4 

28001039, Attachment 1 



US NRC RXIX IMIS F45E 1 1  

6. Which of the following may influence the type of instructions given to the 
released individual? Please explain. 

Individual breast-feeds an infant 
c3 Individua! cares for an infanvyoung child but does NOT 

breast-feed 

7 .  If the released individual needs constant care from a caregiver at home, are 
instructions provided for the caregiver? 

ap Yes 
13 No 

8. If an individual asks questions or expresses concerns about unsealed 
byproduct materials or implants, is additional information or counseling 
offered? 

Q NQ 
CX Yes. Who provides the information/counseling? 

+ - L o  I o ;s+ 0 r f ( r s r L ; c L o  J 
9. Based on your experience, please estimate what percent of individuals 

express concerns related to radiation or radioactivity and/or request additional 
information? 

0 1 ndlviduals never express concerns or request Information a 10% 
0 1043Oo/9 
0 30-50% 
0 !%-70°/o 
u 70% 

28001039, Attachment 1 
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I O .  Have you received any training in patient educationlcounseling? 

D Yes. Please elaborate 

,,& 7 I Have there been any changes/revisions to patient cornnrunication procedures 
ar instructional materials in your facility in the past five years? p L  

a No 
U Yes. Please elaborate 

12. In your experlence, are the current patient communication procedures 
adequate? 

@ Yes 
No. What changes would you recommend? 

13. Is it possible for an individual administered therapeutic radioaharrnaceu&& 
or manual brachytherapv implants to leave your facility without the knowledge 
that they emit detectable levels of radiation remaining from their procedure? 

cell No 
Yes. Please give examples how this might happen. 

Issue Date. 10/13/06 
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14. IS it possible for an individual administered diaqnostic radiopharmaceuticals 
to leave your facility without the knowledge that they emit detectable levels of 
radiation remaining from their procedure? 

&No 
0 Yes. Pfease give examples how this might happen, 

PLEA$E REMEMBER TO PROVIDE COPIES OF ALL 
EDUCATIONALISAFETY INSTRUCTIONS AS WELL AS MATERIALS FOR 

PRESENTATION AT SECURITY CHECKPOINTS. 
THANK YOUl 

issue Date; 10/73/06 
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'Diagnostic Estimated number Range of 
Procedures of procedures radioactivity 

performed administered (mCi) 
annually per individual 

1. 
2. 

4. 
5 .  

, 3. 

F'LGE 84 

Percentage 
treated as 
outpatient 

Attachment A 

INFORMATION COLLECTION INTERVIEW OUTLINE 

Inspector's name and Region: 
Date of inspection: 1Oll6-2012006 

Darrel Wiedernan 

A. General facility information 

1. Facility name/location: Indiana University School of Medicine 

2. License number: 13-02752-08 
Radiation Oncology -6- 

3. Docket number: 030-09792 

4. Number of beds: 

5. Estimated number of procedures administered annually: 

Inpatient diagnostic 

Inpatient therapeutic (radiopharmacuetical) 
L 10 J Outpatient therapeutic (radiopharmacuetical) 

L L!@ r/ Inpatient manual brachytherapy (35.400 and 35.1000) 
L-10 1, Outpatient manual brachytherapy (35.400 and 35.1 000) 

- Outpatient diagnostic 

6. TOR 5 common diagnostic and therapeutic procedures involving unsealed 
byproduct material or implants containing byproduct material at this 
facility, 

Issue Date: 10/13/06 A1 -1 28001039, Attachment 1 
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6 .  Zr-ICia L 1 0  30-2a.Zc, d 

B. General information on individual interviewed 

3. Years of experience: \ E 
4. Years of experience in this facility: 10 

5. In which of the  following step(s) of byproduct material administration are you 
involved? 

Cl Informing individuals that they will be receiving unsealed 
byproduct material or implants containing byproduct material 

E$ Making a decision on when an individual can be released 
from the  facility 

I% Communicating risk and safety information to individual 

C. Procedure for individuals with detectable amounts of radioactivity who may 
activate monitors installed in public locations for increased security 

1. Are you familiar with the NRC Information Notice issued on December 9, 
2003 entitled “Heightened Awareness for Patients Containing Detectable 
Amounts of Radiation from Medical Administrations” and voluntary actions 
recommended in this notice? 

‘.0‘ Yes  
0 No 

2800/039. Attachment 1 A I  -2 Issue Date: 1011 3/06 
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2. Are the individuals administered theraDeutic radiopharmaceuticals or manual 
brachytherapy imdants informed that they may activate radiation detectors at 
airpor"ts, tunnels, and other public places? 

Not applicable 
0 Yes 
0 Why not? 

3. Are the individuals administered diaqnostic radiopharmace-uticals informed 
that they may activate radiation detectors at airports, tunnels, and other 
public places? 

LCl Not applicable 
0 Yes 
0 No. Why not? 

4 .  Does your facility provide documents to individuals to use if they are 
questioned by law enforcement or security personnel? 

@, Yes. What types of documents are provided? Please 
provide us with a copy X ~ , , ~ ~ ~ ~ Q ~ U ~ \ ~ S  ib~pwa.T kN3 W ' k & d A 3 L  
No, Is your facility prepared to offer such documents on 
request? 

0 Yes 
0 No 

5. How can law enforcement or security personnel verify that an individual has 
received a procedure involving byproduct material in your facility? 

@ By calling a telephone number we provided to the individual 
Will not be able to verify 

0 Other. Please explain. 

Issue Date: 10/13/06 A I  -3 2800/039. Attachment 1 
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6 If your facility provides a card or documentation for the individual to carry, 
who is the facility contact listed on the documentation? (provide no names 
please, just position or title) 

L 

< J W I ~ ~ \ ;  c \ ~ K ~ N  -wPie, & , ~ T O K  '->kQ% jL/ C $ ~ I  

8. What procedures are in place in your facility to ensure that the contact person 
listed can get access to updated information related to the individual who 
carries the documentation? 

1-tj.t;' p?d.)&j-la,\ ~r\ l iLLCuq (2&rrnT I+% -3s 
Imne oi%iiwuc~ m I m ) n A :  O N C D O L ~  ~-b%&- 

9. In your experience, has your facility ever been contacted because somebody 
activated a radiation detector? 

w No 
0 Yes. Please describe how your facility responded. 

10. In your experience, are the current procedures regarding released individuals 
who can activate radiation detectors adequate? 

D. Informed consent -1kmq 1 

1. How are individuals informed that they will receive unsealed byproduct 
material or an implant containing byproduct material? 

'&y 

Cpk5W-T W L  -i l&~\@~- 
;)h=?(z f+-hl5rC/@, -QE ?W@l\J 3h' 

2800/039, Attachment 1 A1-4 Issue Date: 10/13/06 
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2. When are individuals informed? (e.g., at registration, immediately before 
administration) 

3. Who informs them? 

E. Making a decision on release of individuals from your facility 

For each of the questions, please specify if the answer for iodine 
administrations is the same or different than for other radionuclides. 

1. How do you determine when an individual who received byproduct material or 
implants containing byproduct material can be released from your facility? 

0 By using default values (specify source) 
€d Based on administered activity 
Dd Based on dose rate measured from patient 
0 Dose calculations using patient-specific parameters 

Other (specify) 

Please explain how each applicable category is used. Only address methods 
used at your facility. 

s.2~ a w d ’  +ab I 9 

2. Do you make this decision alone or in collaboration with others? 

Cl Alone 
With others. Please explain respective roles 

3. When is the determination on the timing of release made? 

Before administration of radiopharmaceutical or implant 
@ After administration of radiopharmaceutical or implant 

Issue Date: 10/13/0G A I  -5 2800/039, Attachment 1 
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4. 

5. 

6. 

If an individual indicates that they cannot meet release criteria (e.9. must take 
public transportation or cannot have sole use of bathroom) what additional 
information is collected to support release? 

Based on your experience, please estimate what percent of patients indicate 
that they cannot meet at least one of the release criteria: 

Please indicate the most frequent release criteria for which concerns are 
raised: 

d Maintaining distance from other persons, including separate 
sleeping arrangements 

0 Minimizing time in public places (e 9. using public 
transportation, shopping ~ visiting restaurants, etc) 

0 Taking procedures to reduce the spread of Contamination 
(e.g. sole use of bathroom) 

-LZ( Minimizing time with children and pregnant women 

Have there been any changes/revisions to the procedures of releasing 
individuals in t h e  past five years? 

C Yes Please describe t h e  changes 

7. In your view, are the current facility procedures adequate? 

?5 Yes 
0 No. What changes would you recommend? 

28001039, Attachment 1 AI-6 Issue Date: 10/13/06 
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F. Providing instructions to individuals upon release from your facility on 
actions recommended for maintaining doses to other individuals as low as 
reasonably achievable 

Please provide us with coDies of  all materials 

1. Do you use specific guidelines in making a decision on what types of 
instructions are provided to individuals? 

d No 
0 Yes. Please explain 

2. If the total effective dose equivalent to any other individual is likely to exceed 
1 mSv (0.l rem), the individual released from your facility receives: 

,d Both oral and written instructions 
Written instructions only 

0 Oral instructions only 
No specific instructions 

3.  If the total effective dose equivalent to a n y  other individual is NOT likely to 
exceed 1 mSv (0.1 rem), the individual released from your facility receives: 

f4 Both oral and written instructions 
0 Written instructions only 
0 Oral instructions only 
0 No specific instructions 

4. Do the instructions differ depending on the radionuclide? 

Issue Date: 10/13/06 A I  -7 2 800/0 39, Attach men t I 
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5. 

6. 

7 .  

8.  

9. 

When are the instructions provided? 

0 Before t h e  procedure 
0 After the procedure 
P f  Either before or after 

Which of the following may influence the type of instructions given to the  
released individual? Please explain. 

El;' Individual breast-feeds an infant 
E3 Individual cares for an infant/young child but does NOT 

b re as t -f e e d 
Qn*oLal c / a f %  P a m  15 %cri" d - c a m l t ~  - /fm*WrAa- 

bL - ~ $ L ~ ~ / c - - ~ s L L s  
If the released individual needs constant care from a caregiver at home, are 
instructions provided for the caregiver? 

If an individual asks questions or expresses concerns about unsealed 
byproduct materials or implants, is additional information or counseling 
offered? 

0 No 
.kif Yes. Who provides the infarmation/counseling? 

2WSf (2 lS?, QetyS, 6 s  bs w p c  cw3 'C 

Based on your experience, please estimate what percent of individuals 
express concerns related to radiation or radioactivity andlor request additional 
inform at i o n ? 

CI Individuals nFver express concerns or request information 
a( 10% [ L 10 /') 
0 10-30% 
0 3O-5Oo/0 
0 50-70% 
0 70% 

2800/039. Attachment 1 A1-8 Issue Date: 10/13/06 
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10 Have you received any training in patient educationkounseling? 

El' Yes. Please elaborate 

D No. Would you consider such training beneficial? 
Yes 

0 No 

7 1. Have there been any changes/revisions to patient communication procedures 
or instructional materials in your facility in the past five years? 

-& No 
U Yes. Please elaborate 

12. In your experience, are the current patient communication procedures 
adequate? 

& Yes 
0 No. What changes would you recommend? 

13. Is it possible for an individual administered therapeutic radiopharmaceuticals 
or manual brachytherapy implants to leave your facility without the knowledge 
that they emit detectable levels of radiation remaining from their procedure? 

d No 
Yes. Please give examples how this might happen. 

Issue Date 10/13/06 A I  -9 2800/039, Attachment 1 



14. Is it possible for an individual administered diaqnosjic radiopharmaceuticals 
to leave your facility without the knowledge that they emit detectable levels Of 
radiation remaining from their procedure? 

K/)U 
n NO 
0 Yes. Please give examples how this might happen. 

PLEASE REMEMBER TO PROVIDE COPIES OF ALL 
EDUCATlONALlSAFETY INSTRUCTIONS AS WELL AS MATERIALS FOR 

PRESENTATION AT SECURITY CHECKPOINTS. 
THANK YOU! 

Issue Date; 10/13/06 AI-10 2800/039, Attachment 1 



PERMANENT IMPLANT 
DOSE RATE SURVEY FORM - 

Patient Name: 
mol- UNNMRI 

MRN: 

IMPLANT INFORMATION: 

Radionuclide Used: o ' ~ ~ I  01°3Pd 019*Au 

Activity Implanted (mCi): 

Dose Rate Measurement at 1 meter: 

Date & Time of Implant: 

mR/hr 
NOTE: Permanent implant patients may be released if they meet the following criteria: 

103 

198 

125 

Pd total activity is I 4 0  mCi or the dose rate at 1 meter is 5 3 mR/hr. 
Au total activity is I 9 3  mCi or the dose rate at 1 meter is I 2 1  mR/hr. 
I total activitv is 19 mCi or the dose rate at 1 meter is I1 m R h .  

Use the dose rate at 1 meter and the table below to determine the length of time patients should follow the 
special instructions indicated in Section B of the Home Guidelines for Patients Receiving Permanent 
Radiation Implants form. 

KUUM SUKVKY: 

Room Number: 

Radiation levels at or below background: o YES 

If the radiation levels are not at or below background please give explanation or describe the corrective 
action taken to rectify the situation: 

o NO 

Instructions provided to the patient? o YES o NO 

S w e  yo r : 

Instrument Used: 

Date: 

o Victoreen 450B ## 1548 o Victoreen 470A ## 104 138 
o Ludlum 3 ** o Other: 
**EntcrA faLudlum 3 SM 111720. B for SM 1211506 r fMS/N l O I 9 I C  n f- W?d 71 IQTd r: fnr P l h l 3 1 3 M X  



Attachment A 

INFORMATION COLLECTION INTERVIEW OUTLINE 

Inspector's name and Region: 
Date of inspection: 10116-2012006 

Darrel Wiedeman 

A. General facility information 

I. Facility name/location: IUPUlllndiana University Medical Canter 

2. License number: 13-02752 
Wishard Memorial Hospital 

3. Docket number: 030-01609 

4 .  Number of beds: 47s 

5. Estimated number of procedures administered annually: 

>#?Inpatient diagnostic 

3 Inpatient therapeutic (radiopharmacuetical) 
7a Outpatient therapeutic (radiophannacueticai) 

Outpatient diagnostic 

Inpatient manual brachytherapy (35.400 and 35.1.000) 
Outpatient manual brachytherapy (35.400 and 35.1 000) 

6. TOP 5 common diagnostic and therapeutic procedures involving unsealed 
byproduct material or implants containing byproduct material at this 
fa ci I ity : 

Issue Date: I 0/13/06 A I - I  2800/039, Attachment 1 



B. General information on individual interviewed 

1. 

2. 

3. 

4. 

5. In which of the following step(s) of byproduct material administration are you 
involved? 

Cl Informing individuals that they will be receiving unsealed 
byproduct material or implants containing byproduct material 

0 Making a decision on when an individual can be released 
from the facility 

d Communicating risk and safety information to individual 

C. Procedure for individuals with detectable amounts of radioactivity who may 
activate monitors installed in public locations for increased security 

1. Are you familiar with the NRC Information Notice issued on December 9, 
2003 entitled "Heightened Awareness for Patients Containing Detectable 
Amounts of Radiation from Medical Administrations" and voluntary actions 
recommended in this notice? 

d Yes 
0 No 

2800/039. Attachment 1 A I  -2 Issue Date: 10/13/06 
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2. Are the individuals administered therapeutic radiopharmaceuticals or manual 
brachytherapy implants informed that they may activate radiation detectors at 
airports, tunnels, and other public places? 

0 Not applicable 
0 Yes 

3.  Are the i n d iv i d u a I s ad m i n i s te r ed d i aq no s tic rad io p ha r m a c.e-u$& i n f o r m e d 
that they may activate radiation detectors at airports, tunnels, and other 
public places? 

0 Not applicable 
Yes 

4. Does your facility provide documents to individuals to use if they are 
questioned by law enforcement or security personnel? 

0 Yes. What types of documents are provided? Please 
provide us with a copy d No. Is your facility prepared to offer such documents on 
request? 

d Yes 
0 No 

5. How can law enforcement or security personnel verify that an individual has 
received a procedure involving byproduct material in your facility? 

&By calling a telephone number we provided to the  individual 
D Will not be able to verify 
0 Other. Please explain. 

Issue Date: 1011 3/06 A I  -3 2800/039, Attachment 1 
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6 If your facility provides a card or documentation for the individual to carry, 
who is the facility contact listed on the documentation? (provide no names 
please, just position or title) 

-b &A p<L;'(va< Gk C C d A  

7. Is this contact available at all times? 

Yes 
U No 

8. What procedures are in place in your facility to ensure that the contact person 
listed can get access to updated information related to the individual who 
carries the documentation? 

9 .  In your experience, has your facility ever been contacted because somebody 
activated a radiation detector? 

d No 
0 Yes. Please describe how your facility responded. 

10. In your experience, are the current procedures regarding released individuals 
who can activate radiation detectors adequate? 

d y e s  
0 No. What changes would you recommend? 

D. Informed consent 

1. How are individuals informed that they will receive unsealed byproduct 
material or an implant containing byproduct material? 

physic\O-x\5 MA CK ~ ~ ~ c J ~ ~ ~ \ ~  h 
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2. When are individuals informed? (e.g., at registration, immediately before 
administration) 

p&,-ccr- pcGce&< e- 

E. Making a decision on release of individuals from your facility 

For each of the questions, please specify if the answer for iodine 
administrations is the same or different than for other radionuclides. 

1. How do you determine when an individual who received byproduct material or 
implants containing byproduct material can be released from your facility? 

By using default values (specify source) 
0 Based on administered activity 
0 Based on dose rate measured from patient 
W D o s e  calculations using patient-specific parameters 
5 Other (specify) 

Please explain how each applicable category is used. Only address methods 
used at your facility. 

I kc  Qucs4rcn-e &m 

2. Do you make this decision alone or in collaboration with others? 

d A l o n e  
0 With others. Please explain respective roles 

3. When is the determination on the timing of release made? 

d B e f o r e  administration of radiopharmaceutical or implant 
0 After administration of radiopharmaceutical or implant 

Issue Date: 1011 3/06 A I  -5 2800/039. Attachment 1 
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4. If an individual indicates that they cannot meet release criteria (e.g. must take 
public transportation or cannot have sole use of bathroom) what additional 

5 .  Based on your experience, please estimate what percent of patients indicate 
that they cannot meet at least one of the release criteria: 

Please indicate the most frequent release criteria for which concerns are 
raised: 

0 Maintaining distance from other persons, including separate 
sleeping arrangements 

0 Minimizing time in public places ( e g .  using public 
transportation, shopping, visiting restaurants, etc) 

0 Taking procedures to reduce the spread of contamination 
(e.g. sole use of bathroom) d Minimizing time with children and pregnant women 

6. Have there been any changeshevisions to the procedures of releasing 
individuals in the past five years? 

d No 
0 Yes. Please describe the changes 

7. In your view, are the current facility procedures adequate? 

d Yes 
0 No. What changes would you recommend? 

2800/039, Attachment 1 A1-6 Issue Date: 10/13/06 
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F. Providing instructions to individuals upon release from your facility on 
actions recommended for maintaining doses to other individuals as low as is 
reasonably achievable 

Please provide us with coDies of all materials 

1. Do you use specific guidelines in making a decision on what types of 
instructions are provided to individuals? 

Id No 
0 Yes. Please explain 

2. If the total effective dose equivalent to any other individual is likely to exceed 
A mSv (0.1 rem), the  individual released from your facility receives: 

d B o t h  oral and written instructions 
0 Written instructions only 
0 Oral instructions only 
13 No specific instructions 

3.  If the total effective dose equivalent to any other individual is NOT likely to 
exceed 1 mSv (0.1 rem), the individual released from your facility receives: 

id Both oral and written instructions 
0 Written instructions only 
c1 Oral instructions only 
n No specific instructions 

4. Do the instructions differ depending on the  radionuclide? 

Ed No 
0 Yes. Please elaborate. 

Issue Date: 10/13/06 A? -7 28001039, Attachment 1 
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5. When are the instructions provided? 

d Before the procedure 
0 After the procedure 
0 Either before or after 

6. Which of the following may influence the type of instructions given to t h e  
released individual? Please explain. 

d lndiv idual  breast-feeds an infant \Os+! 

0 Individual cares for an infant/young child but does NOT 

'CCt v\cj+ 4-6 !Ne& LXd 
+f +'"fla,a 

breast-feed I>"<' * 

7 .  If the released individual needs constant care from a caregiver at home, are 
instructions provided for the caregiver? 

8. If an individual asks questions or expresses concerns about unsealed 
byproduct materials or implants, is additional information or counseling 
offered? 

U No 
E f  Y e s . W h o p r o v id e s the info r m at i o n /co u n s e 1 in g ? 

P hisict i  n 

9. Based on your experience, please estimate what percent of individuals 
express concerns related to radiation or radioactivity andlor request additional 
inform at i o n ? 

individuals never express concerns or request information d l O ? h  iczssuwb 
0 10-30% 
0 30-50°/0 
0 5O-7O% 
U 70% 
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10. Have you received any training in patient education/counseling? 

0 Yes Please elaborate 

d No. Would you consider such training beneficial? 
0 Yes 
&No 

11. Have there been any changeslrevisions to patient communication procedures 
or instructional materials in your facility in the past five years? 

sd No 
U Yes. Please elaborate 

12. In your experience, are the current patient communication procedures 
adequate? 

d Yes 
0 No. What changes would you recommend? 

13. Is it possible for an individual administered therapeutic radiouharmaceuticals 
or manual brachytherapy implants to leave your facility without the knowledge 
that they emit detectable levels of radiation remaining from their procedure? 

id No 
0 Yes. Please give examples how this might happen. 

Issue Date 10/13/06 A I  -9 2800/039, Attachment 1 
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14. Is it possible for an individual administered diaqnostic radioDharmaceuticals 
to leave your facility without the knowledge that they emit detectable levels Of 
radiation remaining from their procedure? 

d N 0  
0 Yes. Please give examples how this might happen. 

PLEASE REMEMBER TO PROVIDE COPIES OF ALL 
EDUCATIONALISAFEN INSTRUCTIONS AS WELL AS MATERIALS FOR 

PRESENTATION AT SECURITY CHECKPOINTS. 
THANK YOU1 
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. AttachmentA 

Docket number: 030.01609 

Number of beds: 

Estimated number of procedures administered fmwfdty: 
'3 3 0  sedCLym1- 

INFORMATION COLLECTION INTERVIEW OUTLINE 

inspector's name and Region: 
Date of inspection: 1 O I I  6-2Ok006 

Oarrel Wiedemdn 

A. General facility information 

1. 

2. 

3. 

4. 

5. 

6. 

s q  Inpatient dtagnostic 
1 1.79 Outpatient diagnostic 
0 Inpatient therapeutic (radiopharrnacuetical) 

7 g Outpatient therapeutic (radiopharrnacuetical) 
Inpatient manual brachytherapy (35.400 and 35.1000) 
Outpatient manual brachytherapy (35.400 and 35.1 000) 

TOP 5 common diagnostic and therapeutic procedures involving udsealed 
byproduct material or implants containing byproduct material at thi 
facility : 

Issue Date: 10/13/06 A I - I  2800/039, Atta E hment 1 
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I I I 

B. General information on individual interviewed 

-1. Name: mL\3n3L)RYLmm 

2. TitlelPosiZion: 77% 4khg 

5. 

3. Years of experience: \5 
4. 

In which of the following step($) of byproduct material administration a 

Years of experience in this facility: \ 5 

involved? 
you I 

0 Informing individuals that they will be receiving unseaed 
byproduct material or implants containing byproduct raterial 

Making a decision on when an individual can be relea ed 
from the facility t $, Cornrnunicatlng risk and safety information to individu I 

C. Procedure for individuals with detectable amounts of radioactivity wh 

1. 

activate monitors installed En public locations for increased security 

Are you familiar with the NRC Information Notice issued on 
2003 entitled “Heightened Awareness for Patients 
Amounts of Radiation from Medical 
recommended in this notice? 

81 Yes 
0 No 

2800/039, Attachment 1 A1-2 Issue Date: 1 /13/06 D 



brachytherapv irmlants informed that they may activate radiation 
airports, tunnels, and other public places? 

0 Not applicable 
I$ Yes 
U Why not? 

detectors at 

I 
3. Are the individuals administered &nostic radiopharmaceuticals info med 

that t h e y  may activate radiation detectors at airports, tunnels, and 0th r 
public places? i 

4. Does your facility provide documents to individuals to use if they are I , 
questioned by law enforcement or security personnel? I 

CI Yes. What types of documents are provided? Pleas 
provide us with a copy 

request? 
i$ No. Is your facility prepared to offer such 

f;b Yes 
No 

5.  How can law enforcement or security personnel verify that an individu4 has 
received a procedure involving byproduct material in your facility? 

0 
O Will not be able to verify 
El Other. Please explain. 

By calling a telephone number we provided to the 

I 
t t-@~?iTfPL*U6CQk~d J""'? 
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I 

6.  

7. 

8. 

9. 

I O .  

I f  your facility provides a card or documentation for the individual to darrv! 
who is the facility contact listed on the documentation? (provide no nbmes 
please, just position or title) 

vlq 
Is this contact available at all times? I I 

0 Yes 
I7 No 

What procedures are in place in your facility to ensure that the conta 
listed can get access to updated information related to the individual 
carries t he  documentation? 

In your experience, has your facility ever been contacted because so ebody 
activated a radiation detector? I 9 No 

0 Yes, Please describe how your facility responded. j 
I 

In your experience, are the current procedures regarding released ind' iduals 
who can activate radiation detectors adequate? 

1 
I 

@ Yes 
0 No. What changes would you recommend? 

D. Informed consent 

I .  How are individuals informed that they will receive unsealed byproduct I 
I material or an implant containing byproduct material? 

2800/039, Attachment 1 
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2. When are individuals informed? (e.g., at registration, immediately b et ore 

3. Who informs them? 

3% 

E. Making a decision on release of individuals from your facility 

For each of the questions, please specify if the answer for iodine 
administrations is the same or different than for other radionuclides. 

1. How do you determine when an individual who received byproduct material or 
implants containing byproduct material can be released from your fac' ity? 1 

0 By using default values (specify source) 
# Based on administered activity 
17 Based on dose rate measured from patient 

F O o s e  calculations using patient-specific parameters 
Other (specify) 

Please explain how each applicable category is used. Only address 
used at your facility. 

2. Do you make this decision alone or in collaboration with others? 
I 

I 

I 
i 

c3 Alone 
B With others. Please explain respective roles 
y-w ag- m m  W l ~ ~ I S , O r ,  

3. When is t h e  determination on the timing of release made? 

t I$ Before administration of radiopharmaceutical or implan 
O After administration of radiopharmaceutical or implant I 

Issue Date: 10/13/06 
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I 
4 If an individual indicates that they cannot meet release criteria (e.g. rhust take 

public transportation or cannot have sole use of bathroom) what add ional 
information is collected to support release? 

fiN'fSwiN6 TstftT fi bfmy Gxm L 
I TlttIS7r2- 57rUh-lm 

5. Based on your experience, please estimate what percent of patients indicate 
that they cannot meet at least one of the release criteria: 

I 

Please indicate the most frequent release criteria for which concerns ire 
raised: 

0 Maintaining distance from other persons, including s parate 
sleeping arrangements 

0 Minimizing time in public @aces (8.9. using public 
transportation, shopping, visiting restaurants, etc) 

(@.go sole use of bathroom) 
0 Minirnizlng time with children and pregnant women , 

{, 
$if Taking procedures to reduce the spread of contamin 

6. Have there been any changeshevisions to the procedures of releasing 
individuals in the  past five years? 

CB No 
0 Yes. Please describe t he  changes 

7. In your view, are the current facility procedures adequate? 

x Yes No. What changes would you recommend? 

2800/039. Attachment 1 
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F. Providing instructions to individuals upon release from your facility n 
actions recommended for maintaining doses to other individuals as I w as is 
reasonably achievable t i 

. 

PIease wovide us with coDies of all materials 

1. Do you use specific guidelines in making a decision on what types of 
instructions are provided to individuals? 

np No 
CI Yes, Please explain 

2. If the  total effective dose equivalent to any other individual is likely to 
1 mSv (0.1 rem), the individual released from your facility receives: 

Both oral and written instructions 
0 Written instructions only 
0 Oral instructions only 
0 No specific instructions 

3. If the total effective dose equivalent to any other individual is NOT likel’ to 
exceed 1 mSv (0.1 rem), the  individual released from your facility recei, 6 es: 

Both oral and written instructions E Written instructions only 
r3 Oral instructions only 
I3 No specific instructions 

4. Do t he  instructions differ depending an the radionuclide? 

Issue Date. 10/13/06 
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5. When are the instructions provided? j 
I @ Before the procedure 

D After the procedure 
0 Either before or after 

6. Which of the following may influence the type of instructions given to h e  
re leased i nd bid u a 13 Please explain. 

a Individual cares for an infanuyoung child but does N T 
0 Individual breast-feeds an infant 

breast-feed 1 
4 m  - W \ L  W T - 0  m e @ w F u - l d L  

+ L ~ f l l T  T i W B  ZF 1 1 3 1  I 

7. If the  released individual needs constant care from a caregiver at ho 
instructions provided for the caregiver? 

8. If an individual asks questions or expresses concerns about 
byproduct materials or implants, is additional information or counselin 
offered? 

D No 
l)if Yes. Who provides the inforrnation/counseling? 1 

T DiL OR R P m h o n S  

9. Based on your experience, please estimate what percent of individuals' 
express concerns related to radiation or radioactivity and/or request ad itional 
information? 

CI Individuals never express concerns or request informa on F 
~ 

::&!/o 
30-50% I 

0 50-7O% 
13 70% 

2800/039, Attachment 1 
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10 Have you received any training in patient educationlcounseling? 

[3 Yes. Please elaborate 

I Y, > I 
11. Have there been any changes/revisions to patient communication prccedures 

or instructional materials in your facility in the past five years? 

0 No 
Yes. Please elaborate 

A W S  Ci3W,r\sb-@m- 

,PmY-f-"nC 
12. In your experience, are the  current patient communication procedures' I 

adequate? 

:ykVhat changes would you recommend? 

13. Is it possible for an individual administered 
or manuat brachvth-erapv implants to leave 
that they emit detectable levels of radiation 

Y No D Yes. Please give examples how this might happen. 1 
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14. Is it possible for an individual administered 
to leave your facility without the knowledge 
radiation remaining from their procedure? 

ifp((N0 L+ ~ 

Bf Yes Please give examples how this might happen I 

EDUCATIONAUSAFEW INSTRUCTIONS AS WELL AS MATERIA 
PRESENTATION AT SECURITY CHECKPOINTS. 

THANK YOU1 
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