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questions. If you have any questions, please contact our office. Thank you.

Sincerely,

Jeff Mason, Assistant RSO
IUPUI/TU Medical Center

Clinical Building 159
341 Clinical Drive
Indianapolis, Indiana

46202-51H
3172744797
Fax: 317-274-2332

10 School of Medicine
JU Medical Center &
Associated Facilitios

RECEIVED NOV 1 6 2006



18/23/2986

c0 'd

18:21

6365151259

US NRC RITI DNMS PAGE B1

Attachment A
INFORMATION COLLECTION INTERVIEW OUTLINE

Inspector’s name and Region:  Darrel Wiedeman

Date of inspection: 10/16-20/2006

A. General facility information

1. Facility name/location: 1UPUlfIndiana University Medical Canter

Riley Childrens Hospital & ——— Nuwcleoar Med:ene

2. License number; 13-02752

3 Docket number: 030-01609

4. Number of beds: 23O

5. Estimated number of procedures administered annually:

152;:33 Inpatient diagnostic
[(eoO Outpatient diagnostic
o__ Inpatient therapeutic (radiopharmacuetical)
| £ Outpatient therapeutic (radiopharmacuetical)
o _ Inpatient manual brachytherapy (35.400 and 35.1000)
O_ Outpatient manual brachytherapy (35.400 and 35.1000)

8. Top_ 5 common diagnostic and therapeutic procedures involving unsealed
byproduct material or implants containing byproduct material at this
facility:

Diagnostic Estimated number } Range of Percentage

Procedures of procedures radioactivity treated as

performed administered (mCi) | outpatient
annually per indlvidual )

1, Genrtolr: oy 200 X100 pa Co EdS

2. Guesbo N‘Q-S“?Jc—f LSO O ~ Q/ w ! A

3 Musculoskele bof 325 a3 =~ 25

| 4Canliovostuler 20 530 g0
57T1¥n9ai, o < O+ 2T ~ 3 o O ‘J£)C7cﬁ
Issue Date: 10/13/06 At-1 2800/039, Attachment 1
‘ON X94 )
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Therapeutic Estimated number | Range of Percentage

Procedures of procedures radioactivity treated as
petformed administered (mCi) | outpatlient
annually per individual

LTy Y= 1070 mCe /00 /o

2.

3.

4.

5.

B. General information on individual interviewed

1.  Name: al’\ef‘“{“ \SKP"L“'

Title/Position: +eam (eader

Years of experience: 26

LS A

Years of experience in this facility:

19

in which of the following step(s) of byproduct material administration are you
involved?

(X Informing Individuals that they will be receiving unsealed

byproduct material or implants containing byproduct material

from the facility

O Making a decision on when an individual can be released

{)Zf 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 1

£0 'd

JZﬁLYes
O No

Al-2

‘ON %44

lsstie 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?

¥ Not applicable
O Yes
0 Why not?

3. Are the individuals administered diagnostic radiopharmaceuticals informed

that they may activate radiation detectors at airports, tunnels, and other
public places?

0 Not applicable
X Yes
O No. Why not?

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

O Yes. What types of documents are provided? Please
provide us with a copy

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

& Yes
0O No

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

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

¢ Other. Please explain.

(?«l-‘ TS Q:VQ,./\ TA5+FM,4‘:CA —(\O‘_""*—
~4/— A8 ¢ '/é/[u o-.)ﬁm«j J’Lﬂ_ﬁf(.f’f
/OAA, ICiwnR'S Aeean &S on ol 7fcr‘,.\ B

Issue Date: 10/13/06 A1-3 2800/039, Attachment 1
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6. If your facility provides a card or documentation for the individuatl to carry,

who is the facility contact listed on the documentation? (provide no names
please, just position or titie)

7. Is this contact available at all times?

O Yes
O No

8. What pracedures 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. Inyour experience, has your facility ever been contacted because somebody
activated a radiation detector?

[ﬂNo

O Yes. Please describe how your facility responded.

10. In your experience, are the current procedures regarding released individuals

who can activate radiation detectors adequate?

=X Yes ,
0O 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?

D TS SSron WD JJ\ ’L.Q_ L[L"-O /aj ¢ )[/ f] LT Al Sey- SUg

2800/039 Attachment 1 Al-4 lssue Date: 10/123/06
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2. When are individuals informed? (e.q., at registration, immediately before
administration)

Pr’%c(‘ +€ 6)/‘0 C,&_(;‘.u_r-Q_,

3. Who informs them?

—TQ-C,LbV\O( 03; S“u /Io A‘,il' & O

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?

O] By using default values (specify source)
O Based on administered activity
) Based on dose rate measured from patient

(C& Dose calculations using patient-specific parameters
O Other (specify)

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

P‘\ﬂ ST Cio c.o.w(ale,l-eé A

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

O Alone
B With others_ Please explain respective roles

P L\{ St Glave

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

X Before administration of radiopharmaceutical or implant
0O After administration of radiopharmaceutical or implant

issue Date: 10/13/06 A1-5 2R800/039, Attachment 1

ON X4 Wd 85:10 43M 9002-92-1.00
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4. If anindividual indicates that they cannot meet release criteria (e.g. must take
public transpartation or cannot have sole use of bathroom) what additional
information is collected 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:

O Maintaining distance from ather persons, including separate
sleeping arrangements
- O Minimizing time in public places (e.g. using public
transportation, shopping, visiting restaurants, etc)
O Taking procedures to reduce the spread of contamination
(e.g. sole use of bathroom)
. Minimizing time with children and pregnant women

( siblinasy

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

(& No

(O Yes. Please describe the changes.

7. Inyour view, are the current facility procedures adequate?

X Yes

0O No. What changes would you recommend?

2800/033, Attachment 1 A1-6 (ssue 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 copies of all materials

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

0 No
§L Yes. Please explain

’T_Akw-a_‘o ‘o~(—5. beove o deiscusston
w e .4ﬂ(,
MReceive. Tasbtracdcon £ rome @ f"“\c‘"‘

2. If the total effective dose equivalent to any other individual is likely to exceed +o ‘H-"""f’y
1 mSv (0.1 rem), the individual released from your facility receives:

VLUL-C/{-QO-F M&. P[\.75.‘L~\ (YN Cn\_N'{

3= Both oral and written instructions
O Wiitten instructions only
O Oralinstructions only
0 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:

0 Both orai and written instructions
O Written instructions only

K Oral instructions onty
O No specific instructions

4. Do the instructions differ depending on the radionuclide?

(:Q{NO

J Yes. Please elaborate,

Issue Date: 10/13/06 Al1-7 2800/028, Attachment 1
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_T‘k_LI*CL‘Og{ ‘:JH- e Cesve wr:u—e.\
TASLN;__.L: o 1S 4—«LL c:LL\{ Ph\)r’

. . L
5.  When are the instructions provided” o o e o L 'de y
e - . .
{4 Before the procedure ° + “py - Oral FECU-S AT
O After the procedure (5w dh e chue 103 it
O Either before or after 3‘“7 P,-ru' - _LQ ~L—L,n_—N‘— /O\‘.{ O-Nt‘i
w b oMy e &L7 o “\MP»/
6. Which of the following may influence the type of instructions given ta the
released individual? Please explain.
O Individual breast-feeds an infant
O Individual cares for an infant/young child but does NOT
breast-feed
N/a
7. If the released individual needs canstant care from a caregiver at home, are
instructions provided for the caregiver?
X Yes
O No
8. If anindividua) asks questions or expresses concerns about unsealed
byproduct materials or implants, is additional information or counseling
offered?
O No
O Yes. Who provides the information/counseling?
4’%'\&.0'03:5{- (vl 'o‘w]sr(;:cu.«
8. Based on your experience, please estimate what percent of individuals
express concerns related to radiation or radioactivity and/or request additional
information?
O Individuals never express concerns or request information
& 10%
O 10-30%
O 30-50%
O 50-70%
0 70%
2800/039, Attachment 1 A1-8 {ssue Date: 10/13/08
A0 0N ¥4
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10. Have you received any training in patient education/counseling?

O Yes. Please elaborate
/’!0'&{ e ILP)/s'i“ij dees her

Conaliegr | b ot e
7( : _No. Would you consider such training beneficial?
o hae o~ O Yes

Bpual fnseyvca FxNo

B)\I m},«gv 11 Have there been any changes/revisions to patient communication procedures
Pt ar instructional materials in your facility in the past five years?

4 No

O Yes. Please elaborate

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

¥ Yes

O 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?

A No
[0 Yes. Please give examples how this might happen.

issue Date. 10/13/06 A1-9 2800/039, Attachment 1
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.14, Is it possible for an individual administered diagnostic radiopharmaceuticals

to leave your facility without the knowledge that they emit detectable levels of
radiation remaining from their procedure?

tﬁ/\No

[ Yes. Please give examples how this might happen.

PLEASE REMEMBER TO PROVIDE COPIES OF ALL
EDUCATIONAL/SAFETY INSTRUCTIONS AS WELL AS MATERIALS FOR
PRESENTATION AT SECURITY CHECKPOINTS.

THANK YOU!

Issue Date; 10/13/06 A1-10 2800/038, Attachment 1
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Attachment A

INFORMATION COLLECTION INTERVIEW OUTLINE

Inspector’'s name and Region:  Darrel Wiedeman
Date of inspection: 10/16-20/2006

A. General facility information

1.

Facility name/location: Indiana University School of Medicine
Radiation Oncology <—

2. License number. 13-02752-08
3. Docket number: 030-09792
4. Number of beds:
5. Estimated number of procedures administered annually:
Inpatient diagnostic
Outpatient diagnostic
Inpatient therapeutic (radiopharmacuetical)
£ (0 v Outpatient therapeutic (radiopharmacuetical)
£ wO___ Inpatient manual brachytherapy (35.400 and 35.1000)
L{0___V 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
facility:
Diagnostic Estimated number | Range of Percentage
Procedures of procedures radioactivity treated as
performed administered (mCi) | outpatient
annually per individual
1.
2.
3.
4.
5.
NI/ X

Issue Date: 10/13/06 A1-1 2800/039, Attachment 1
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Therapeutic

Estimated number | Range of Percentage
Procedures of procedures radioactivity treated as
performed administered (mCi) | outpatient
annually per individual
1. 05 13F @Y NE 50 S~ D0 (@)
2._P-3 a1 A /00
| 3. L A4AS S 28 -SD (20
4 Pl 103 R JS-SU (00
5 Ay-148 LS 30- oML, (DO
6. Ir-162 L 1O 30 - 200 ¢, o

B. General information on individual interviewed

1.  Name: CLLEN IS (s end

~

Title/Position: WD (0 AL PluDIesT
3. Years of experience: |3

4. Years of experience in this facility: O

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

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

% 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?

‘& Yes
O No

2800/0398, Attachment 1 A1-2 |ssue 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?

M Not applicable
O Yes

O Why not?

3. Are the individuals administered diagnostic radiopharmaceuticals informed

that they may activate radiation detectors at airports, tunnels, and other
public places?

K Not applicable
3 Yes
O 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 TRSNUACNONS H22 PATANT AND CALCAVEY L
O No. Is your facility prepared to offer such documents on

request?

O 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
O Other. Please explain.

Issue Date: 10/13/06 A1-3 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 titie) _

RADIANOG TRCoUDe DEYTT, RaD ml10oN SFEETY O i CE
APTER Htw S, kA AR ON O\ (D00 Res e ok Al
7. Is this contact available at all time'?% \I L{ &

™ Yes
O No

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

e RAOATNION ONCOLOL 2&W0eT HNS ALEPS5S
TO Tue 0A@TTS M0 ANDR ONCDLO0 ] LA

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

X1 No
O Yes. Please describe how your facility responded.

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

O Yes
O No. What changes would you recommend?

NOME OF e gopmS (N 2AdANSN o Lo MENTION SETTING
o Darerons /S T Neessed €0 P-32, 10 -0y D -1037
- NoULD NOT Ex@eel THRE HSE Toandes Woul-D ReT o=

D. Informed consent WETERATK §

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

By MO PHUSICaN , ThE PANIENTS Dt
CoNSENT  Foz TReNTmMENT

2800/039, Attachment 1 A1-4 Issue Date: 10/13/06



R S Fa ] 1k 21 HEoRsls1?

53 US MRC RIIT DNMS PAGE

2. When are individuals informed? (e.qg., at registration, immediately before
administration)

e

3. Who informs them?

P SICUAN [P D T PHUS N

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?

O By using default values (specify source)

¥ Based on administered activity

X Based on dose rate measured from patient

O Dose calculations using patient-specific parameters
O Other (specify)

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

swee attacked +oble

2. Do you make this decision alone or in collaboration with others?
e TP (7))
O Alone

Jol With others. Please explain respective roles

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

O Before administration of radiopharmaceutical or implant
' After administration of radiopharmaceuticatl or implant

Issue Date: 10/13/06 A1-5 2800/039, Attachment 1
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2800/039, Attachment 1 A1-6
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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 collected to support release?

N /K

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

My,

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

[f Maintaining distance from other persons, including separate
sleeping arrangements
- O Minimizing time in public places (e.g. using public
transportation, shopping, visiting restaurants, etc)
O Taking procedures to reduce the spread of contamination
(e.g. sole use of bathroom)
Minimizing time with children and pregnant women

Have there been any changes/revisions to the brocedures of releasing
individuals in the past five years?

’fﬁ No

C Yes Please describe the changes.

In your view, are the current facility procedures adequate?

ﬁs Yes

O No. What changes would you recommend?

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 copies of all materials
1. Do you use specific guidelines in making a decision on what types of
instructions are provided to individuals?
d No
O Yes. Please explain
2. If the total effective dose equivalent to any other individual is likely to exceed
1 mSv (0.1 rem), the individual released from your facility receives:
;ﬁ Both oral and written instructions
O Wiritten instructions only
O Oral instructions only
O 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:
S/ Both oral and written instructions
O Written instructions only
O Oral instructions only
J No specific instructions
4. Do the instructions differ depending on the radionuclide?
B’ No -
™ Yes. Please elaborate. _
SepeD VS UNSEPLEY N/ 23S
Issue Date: 10/13/06 Al1-7 2800/039, Attachment 1
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5. When are the instructions provided?

O Before the procedure
O After the procedure
X Either before or after

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

™ individual breast-feeds an infant

B Individual cares for an infant/young child but does NOT
breast-feed

EXTENOED CLLEE CANTPCT 1S NOT ECOMMENDD B CONTAC
Ot - Hues feasses
7. If the released individual needs constant care from a caregiver at home, are
instructions provided for the caregiver?

K Yes, I CALEGNER AAILABRLE
O No

8. If anindividual asks questions or expresses concerns about unsealed

byproduct materials or implants, is additional informatjon or counseling
offered?

O No
B Yes. Who provides the information/counseling?

PUSICST, PhtSician ; RSO ~s APPLLend €

9. Based on your experience, please estimate what percent of individuals

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

O Individuals ngver express concerns or request information
BT 10% ( £107.)

O 10-30%

0 30-50%

O 50-70%

O 70%

2800/038, Attachment 1 A1-8 Issue Date: 10/13/06
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10. Have you received any training in patient education/counseling?

B Yes. Please elaborate

sy comdect! BT THE Iasprunon WHeRe T @£ oy w@@‘fim OALS
1> eoviEeS  fr SEMINADS Wen& oA e -+ AT
fed LRSS O No. Would you consider such training beneficial?
O Yes
O No

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

B No

O Yes. Please elaborate

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

E§ Yes

O No. What changes would you recommend?

13. s 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?

& No

O Yes. Please give examples how this might happen.

Issue Date: 10/13/06 A1-9 2800/039, Attachment 1
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14. Is it possible for an individual administered diagnostic radiopharmaceuticals
to leave your facility without the knowledge that they emit detectable levels of
radiation remaining from their procedure?

N/

3 No
O Yes. Please give examples how this might happen.

PLEASE REMEMBER TO PROVIDE COPIES OF ALL
EDUCATIONAL/SAFETY INSTRUCTIONS AS WELL AS MATERIALS FOR
PRESENTATION AT SECURITY CHECKPOINTS.

THANK YOU!

Issue Date: 10/13/06 A1-10 2800/039, Attachment 1
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i FYY i PERMANENT IMPLANT
; A“? i DOSE RATE SURVEY FORM
E ﬁ Patient Name:

MRN:

Radionuclide Used: 0'*°1 0o'®pd 0'%Au

Activity Implanted (mCi): Date & Time of Implant:

Dose Rate Measurement at 1 meter: mR/hr

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

P4 total activity is < 40 mCi or the dose rate at | meter is < 3 mR/hr.
%8 Au total activity is <93 mCi or the dose rate at 1 meter is < 21 mR/hr.
123 total activity is <9 mCi or the dose rate at 1 meter is <1 mR/hr.

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.

25-3.0 e 17-21 adays. 1 0.9- 1
20-24 =51 13- 16 e 1 08-09 S
1.5-1.9 St 10- 12 Hdays 1 0.7-08 w0
10-14 | 2] 8-9 BAE 1 06-07
07-9 | endd 6-7 3 4 0.5-0.6
<0.7 WP 4 S B9 04-05 N
= : .4 0.3-04
=102-03  [GEK

-4 <0.2 : g

lmcs provided to the patieht.

Room Number:

Radiation levels at or below background: 0 YES 0O NO

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

Instructions provided to the patient? 0 YES 0 NO

Surveyor: Date:

Instrument Used: o Victoreen 450B #1548 o Victoreen 470A #104138
o Ludlum 3 ** o Other:

**Enter A for Ludlum 3 S/N 111720. B for S/N 128506 C for S/N 193935 D for S/N 211884 F far /N 219004
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P&GE
Attachment A

INFORMATION COLLECTION INTERVIEW OUTLINE

Ingpector’s name and Region:
Date of inspection: 10/16-20/2006

Darrel Wiedeman

A. General facility information

1. Facility name/location: 1UPUl/Indiana University Medical Canter
Wishard Memorial Hospital <«<——

2. License number: 13-02752

3. Docket number: 030-01609

4. Number of beds: 75

5. Estimated number of procedures administered annually:

240 Inpatient diagnostic
/7(4. Outpatient diagnostic
3 Inpatient therapeutic (radiopharmacuetical)
7A_Outpatient therapeutic (radiopharmacuetical)
Inpatient manual brachytherapy (35.400 and 35.1000)
QOutpatient 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
facility:

Diagnostic Estimated number | Range of Percentage

Procedures of procedures radioactivity treated as

performed administered (mCi) | outpatient
annually per individual

1 MYpchtoiat [[O05 (O - 35 mC 722

2. BoNE J15 o= 30 ml 70 2

3. Thyrowd Uskke/, EYFN O« Ml 9120

4WBC Scen /19 0.3 - 0 LMo Y%

5. LuNGS /32 d-G ml 187

issue Date: 10/13/06

A1-1
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P&GE

Therapeutic Estimated number | Range of Percentage

Procedures of procedures radioactivity treated as
performed administered (mCi) | outpatient
annually per individual

1) d L5 /5 -20 992

2. 1 O {00 100D

3.

4.

5.

B. General information on individual interviewed
1. Name: M, acee Coff - .
2. Title/Position: S&W\lt&f\f Nucleowr ™Medicini
3. Years of experience: [
4. Years of experience in this facility: L—}
5. In which of the following step(s) of byproduct material administration are you
involved?
O informing individuals that they will be receiving unsealed
byproduct material or implants containing byproduct material
O 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?

E{ Yes

0 No
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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?

1 Not applicable
O Yes

Whynot? © ¢ tpscAge o Praéltm

Never encouwn

3. Are the individuals administered diagnostic radiopharmaceuticals informed

that they may activate radiation detectors at airports, tunnels, and other
public places?

(0 Not applicable
O Yes

? , ‘ . ~sle v~
N LR e bk e o okl

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

O Yes. What types of documents are provided? Please
provide us with a copy

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

E( Yes

O No

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

E(By calling a telephone number we provided to the individual

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

™ Nt Poovide o Cace
Is this contact available at all times?

O Yes
0 No

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?

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

E{NO

O Yes. Please describe how your facility responded.

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

(z(Yes

O 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?

p\r\\(s(uwfxs cundk o< ’\/QCL'\Y\C:\CG‘QI?}'_S
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2. When are individuals informed? (e.q., at registration, immediately before
administration)

%k{& protedaice_

3. Who informs them?

P\m(sw:tcm omo‘\} Techecel ¢ gJ”

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?

O By using default values (specify source)

0O Based on administered activity

0 Based on dose rate measured from patient
B~Dose calculations using patient-specific parameters
O Other (specify)

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

Use Quc&#uonwc b

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

& Alone

O With others. Please explain respective roles

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

IE/Before administration of radiopharmaceutical or implant
O After administration of radiopharmaceutical or implant

Issue Date: 10/13/06 A1-5 2800/039, Attachment 1
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4. If anindividual indicates that they cannot meet release criteria (e.g. must take
public transportation or cannot have sole use of bathroom) what additional
information is collected to support release?

&\VE/ NEATTN @Mt-‘—lcw Fime Yo be able to meet-
VNS Cet benie

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

—

2 %

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

O Maintaining distance from other persons, including separate
sleeping arrangements
- @O 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)
m/ Minimizing time with children and pregnant women

6. Have there been any changes/revisions to the brocedures of releasing
individuals in the past five years?

E/No

O Yes. Please describe the changes.

7. Inyour view, are the current facility procedures adequate?

[{ Yes

O 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 copies of all materials

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

M No
O Yes. Please explain

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

@/Both oral and written instructions
O Wiritten instructions only

O Oralinstructions only

O 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:

E{Both oral and written instructions
O Written instructions only

O Oral instructions only

3 No specific instructions

4. Do the instructions differ depending on the radionuclide?

Z{No

(0 Yes. Please elaborate,

Issue Date: 10/13/06 A1-7 2800/039, Attachment 1
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When are the instructions provided?

lz( Before the procedure
O After the procedure
O Either before or after

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

b e ool
@ Individual breast-feeds an infant \nSruck ot 4o breasyfeo

OJ Individual cares for an infant/young child but does NOT Il;tﬁ
breast-feed clat -

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

E(Yes (Amx/usJ PJQCM“J”W‘@ Trme | Dighanc <
O No

If an individual asks questions or expresses concerns about unsealed

byproduct materials or implants, is additional information or counseling
offered?

O No
& Yes. Who provides the information/counseling?

Physician

Based on your experience, please estimate what percent of individuals

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

O Individuals never express concerns or request information
Q{ 10% 1ess Hham

0 10-30%

O 30-50%

O 50-70%

0O 70%

2800/039, Attachment 1 A1-8 lssue Date: 10/13/06
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10. Have you received any training in patient education/caunseling?

. Y, O Yes. Please elaborate
fote’! 724, /{0-‘/" ;
adxz) Are  Cordvdt b

%L /Q,{‘a /”4 an~ 7 No. Woulsyou consider such training beneficial?
U Yes
1PV No

Lo wed

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

E(No

J Yes. Please elaborate

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

EZ/ Yes

O No. What changes would you recommend?

13. s 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?

lZ(No

O Yes. Please give examples how this might happen.

Issue Date: 10/13/06 A1-9 2800/039, Attachment 1
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14. s it possible for an individual administered diagnostic radiopharmaceuticals
to leave your facility without the knowledge that they emit detectable levels of
radiation remaining from their procedure?

E/No

O Yes. Please give examples how this might happen.

PLEASE REMEMBER TO PROVIDE COPIES OF ALL
EDUCATIONAL/SAFETY INSTRUCTIONS AS WELL AS MATERIALS FOR
PRESENTATION AT SECURITY CHECKPOINTS.

THANK YOU! '

Issue Date: 10/13/06 A1-10 2800/039, Attachment 1



inspector's name and Region:  Darrel Wiedeman
Date of inspection: 10/16-20/2006

INLI_ =1 e L 274 17796 P.Bl_/_l@

Attachment A
INFORMATION COLLECTION INTERVIEW OUTLINE

A. General facility information
1. Facility name/location: 1UPUl/Indiana University Medical Canter
Indiana University Hospital <—
2. License number: 13-02752
3. Docket number: 030-01609
4, Number of beds: .
330 S ot WD Jo)
5. Estimated number of procedures administered apntatly:
2R84 Inpatient diagnostic
1179 Outpatient diagnostic
Q Inpatient therapeutic (radiopharmacuetical)
1% Outpatient therapeutic (radiopharmacuetical)
Inpatient manual brachytherapy (35.400 and 35.1000)
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 thi
facility: r
Diagnostic Estimated number | Range of Percentag
Procedures of procedures radioactivity treated as

performed administered (mCi) | outpatient

_ annuall per individual
ooy 4 %5 %‘30 }r%"z
N A %%’
[

&9‘”‘

o v 2

o4l Bl [Sod Id o
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Therapeutic Estimated number | Range of Percentage

Procedures of procedures radioactivity treated as
performed administered (mCi) | outpatient
annually per individual

1. (Yl 15 100%

2. " 100

TN o A ek A 00

4.

5.

B. General information on individual interviewed

1. Name: DAL SURECHACDT
2. Title/Position: &AM LEAD

3. Years of experience: |5
4. Years of experience in this facility: |5

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

0O Informing individuals that they will be receiving unseated
bypreduct material or implants containing byproduct material

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

A Communieating risk and safety information to individual

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

1. Are you familiar with the NRC Information Notice issued on December B,
2003 entitled “Heightened Awareness for Patients Cantaining Detectaljle -

Amounts of Radiation from Medical Administrations” and voluntary actions
recommended in this notice?

& Yes

O No

2800/038, Attachment 1 A1l-2 Issue Date: 10/13/06




Sod T ke PR 154} = e D)

274 1796  P.03/10

- |
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?

O Not applicable
¥ Yes |
O Why not?

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

O Not applicable

3 Yes

2B No. Why not?

BECF\—\E(:" R PLOCEDVES HAS N DT

BSBEY pmaemermsd ArTHS TS .

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

|

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

I No. Is your facility prepared to offer such documentson
request?

™ Yes |
O No

3. 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
O Will not be able to verify
® Other. Please explain.

Coud CatlL Heso el $we coyld /étzmy
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6. If your facility provides a card or documentation for the individual to qarry‘
who s the facility contact listed on the documentation? (provide no names
please, just position or title) /

7. Is this contact available at all times? 1
O Yes \

[0 No

listed can get access to updated information related to the individual who

8. What procedures are in place in your facility to ensure that the contagt person
carries the documentation?

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

¥ No

O Yes, Please describe how your facility responded.

who can activate radiation detectors adequate?

K Yes

;
10. In your experience, are the current procedures regarding released ind}L/iduals
O 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? \

YOL ThaeAPy 7 THesV ¢ES |

\

!
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2. When are individuals informed? (e.g., at registration, immediately DELOFE

administration) BE‘ZO‘Q—S’ A’Dmlf\l%tm \

|

|

|
3. Who informs them? ’\

L \

L
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?

O By using default values (specify source)
¥ Based on administered activity
O Based on dose rate measured from patient

X Dose calculations using patient-specific parameters
O Other (specify)

|

Please explain how each applicable category is used. Only address methods
used at your facility, ’T
l

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

0 Alone
™ With others. Please explain respective roles

e DK MRESS THhsDS CisS)on

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

¥ Before administration of radiopharmaceutical or implanx
O After administration of radiopharmaceutical or implant L

i

|

Issue Date: 10/13/06 A1-5 2800/038, Attachmlent 1
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|

If an individual indicates that they cannot meet release criteria (e.g. must take
public transportation or cannot have sole use of bathroom)

what addiional
information is collected to support release?

ANYTHING THAT & DIRsTTLy  FILATED
TREW- SITLATION

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

1
EE; %

|

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

\

O Maintaining distance from other persons, including separate
sleeping arrangements

- O Minimizing time in public places {e.g. using public
transportation, shapping, visiting restaurants, etc)

Taking procedures to reduce the spread of cbntamin tion
(e.g. sole use of bathroom)

O Minimizing time with children and pregnant women

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

M No ;!
3 Yes. Please describe the changes. \

‘t

1

|

7. Inyour view, are the current facility procedures adequate? \
b

Yes 3
No. What changes would you recommend? \‘

i

|

\

i

@
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F. Providing instructions ta individuals upon release from your facility gn
actions recommended for maintaining doses to other individuals as low as is
reasonably achievable ‘

Please provide us with copies of all materials

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

. No
QO Yes. Please explain

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

B Both oral and written instructions ‘\
0O Written instructions only ‘
0O Oral instructions only

(0 No specific instructions

3. Ifthe total effective dose equivalent to any other individual is NOT likel\{ to
exceed 1 mSv (0.1 rem), the individual released from your facility receives

Both oral and written instructions
Written instructions only

O Oral instructions only

[J No specific instructions

4. Do the instructions differ depending on the radionuclide?

3 Ne
¥ Yes. Please elaborate.

OGN GWE | NETEUCT s Foe B/
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5. When are the instructions provided?

™ Before the procedure
0 After the procedure
O Either before or after

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

O Individual breast-feeds an infant

O Individual cares for an infant/young child but does NOT
breast-feed

Bott - witL. s IO S’TOPBWSFFGBDM(,

LWy T s TP 12 |
7. If the released individual needs constant care from a caregiver at home, are
instructions provided for the caregiver?

¥ Yes

O No l

8. If an individual asks questions or expresses concerns about unsealed |

byproduct materials or implants, is additional information or counselin
offered?

O No
@ Yes. Who provides the information/counseling? |

DL OR RADIANM DN SB‘F'ET\f 2
|

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

d Individuals never express concerns or request informa ion

g 10% !
10-30% !
30-50% 1

0O 50-70%

O 70%

2800/039, Attachment 1 A1-8 lassue Date: 10/13/06
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10. Have you received any training in patient education/counseling?

et & T 3 Yes. Please elaborate
| /Lcj/yfﬂo@ fee
| ; ) {d,v |
it s e $‘ No. Would you consider such training beneficial?
Lo (en il | O Yes
g No
Jin appol  uev) 24
11.

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

O No
M Yes. Please elaborate

ALxYS Crfnd NL DB E MNET
le"A’T‘tVs,

|

a

|
‘ : _— 1
12. In your experience, are the current patient communication procedures!
adequate?

!

|
Yes
No. What changes would you recommend?

|

!
|
i

13. s it passible 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?

No

O Yes. Please give examples how this might happen.

)
|

issue Date: 10/13/06 2800/039, Attachment 1



L NN =) 274 1796 ) ,F.\;.}@/}

A
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- 14. s it possible for an individual administered diagnostic ra@pharrnaceluticals
to leave your facility without the knowledge that they emit detectable Tevels of

radiation remaining from their procedure?

BxNo L"ﬂ\ \\

¥ Yes. Please give examples how this might happen.|
NnotT ,\)B;‘m oNE  VNDELSTAMS |
- CADIOFSInE LS, '
PLEASE REMEMBER T% PROVIbE COPIES OF ALL
EDUCATIONAL/SAFETY INSTRUCTIONS AS WELL AS MATERIA

PRESENTATION AT SECURITY CHECKPOINTS.
THANK YOU!

FOR

|
|
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