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Preparation
Materials

Label material to be evaluated, to be noted in the report document.
Tex-wipe sterile alcohol swipes

Whatman AG/2 filter paper disks — Scm diameter

Wet wipes (water)

250mL beaker filled with water

Three (3) TheraSphere lead pots

Three (3) TheraSphere Lucite shields

Three (3) TheraSphere Administration Sets

Equipment

HP LaserJet IV Printer —- KOB1-ISO_TECHPOOL-Q
Fisher Isotemp Vacuum Oven — model 281
Calibrated thermocouple — Type K

Calibrated Type K Thermocouple Thermometer — FLUKE 52 K/J Thermometer

Humidity Meter — Omega Model RH70
Microbiology Freezer Room 1229
Digital Camera

Procedure

[ -‘ \ ; - Ty ’Y{/
Label Material: {)G&L Arech - alandaid popee fosed Lt %’u’ V)

5.1

5.1.1

5.1.2
5.1.3

Alcohol Swipe Test

Print the TheraSphere label production template, using dummy lot
numbers and expiry dates, on label samples using the HP Laser Jet IV
located in Radiopharm. Print nine (9) copies of each sample.
Properly identify each sample by the following numbering system
(pl, p2, p3 — for pots; sl, s2, s3 — for shields, al, a2, a3 — for
administrative sets).

Label all pots, shields, and administrative sets with the label samples.

Swipe in circular motions the paper label with a Tex-wipe alcohol
swipe, ensuring to swipe over all printed areas.

Performed
by

1 1

A

Witnessed
by
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5.1.6

Observe if the ink smeared, if the printed image is clear and if the
paper integrity was damaged from the alcohol swipe test. The ink
should not smear, the image should remain clear, and the paper
integrity should not be damaged.

Repeat steps 5.1.3 to 5.1.4 two additional times on the same paper
sample.

Repeat steps 5.1.3 to 5.1.5 for all remaining samples. Observe the
clarity of the printed image and paper integrity of the samples. Take
pictures of all label samples and attach to this document. Record all
observations.

Performed

Witnessed
by

Table I Label Integrlty Observatlons Alcohol SW|pe Test

pOt #1 ¢ GC'—{’V \i‘\"-"‘{ Hi@v NG Sy Rbil O‘L
por#2 | DO BRE e | e
pot #3 v ne P
shield #1 5”"‘?(""“‘& Sty \
A NN PP
shield #3 prant ‘
admin #1
Admin #2 !
Admin #3 iy J w N NV P v
Label Integrity Acceptance Criteria Met? (YES or NO)
Lead Pot: Nes Co. |a1,2j68
Lucite Shield: Vs \ "
Administration Sets: Veg, ¥ NE

5.2

5.2.1

522

523

Dry Swipe Test

Swipe the labels on the pots, shields, and administration sets using a
circular motion with a Whatman filter paper disk. Ensure all printed
areas are wiped.

Observe if the ink smears, if the printed image is clear and if the
paper integrity is damaged from the alcohol swipe test. The ink
should not smear, the image should remain clear, and the paper
integrity should not be damaged.

Repeat steps 5.2.1 to 5.2.2 two additional times on the same paper
sample.

Performed
by
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Witnessed

Performed
by by
524 Repeat steps 5.2.1 to 5.2.3 for all remaining samples. Observe the
clarity of the printed image and paper integrity of the samples. Take G~
pictures of label samples if a change is noticed and attach to this
document. Retain all samples for the wet swipe test.
Table II: Label Integrity Observations — Dry Swipe Test
IkSmewng | Paperlegiy | 7o) pare
L al#1 | Trial#2 | Trial Irial #1 | Trial#2 | Trial#3 | i
pot #1 LCoowa il | O i o \«,.iu Ck Ck Ok & 4’,’ lZ','(I;
pot #2 on \rN\\’-UL— R L | LQQM I 1
pot #3 AC SO fw {MM\JV
shield #1 cloaue e e r‘%.,,ux@w?
shield #2 v SN : A
shield #3 |
admin #1 } /
admin #2 r ‘
admin #3 v v v ¥ R NP v
Label Integrity Acceptance Criteria Met? (YES or NO)
Lead Pot: ")(CS O | 4}izj4
Lucite Shield: Nes | i
Administration Sets: 7((-) P v
5.3  Wet Swipe Test
Performed | Witnessed
by by
531 Swipe the label sample with a wet wipe using a circular motion. ,
Ensure all printed areas are wiped. ( @,
539 Observe if the ink smears, if the printed image is clear and if the :
paper is damaged from the swipe test. e
533 Repeat steps 5.3.1 to 5.3.2 two additional times on the same sample.
Use a new wet rag for every wet swipe test. 1 { 1
534 Repeat steps 5.3.1 to 5.3.3 for all remaining samples. Observe the

clarity of the printed image and paper integrity of the samples. Take
pictures of label samples if a change is noticed and attach to this
document.
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Table I: Label Integrlty Observatlons Wet SW|pe Test

T Observations e
Ih‘KSmeanng - o _P;; er Integnty L Perfgrmed ' Date
-. Trtal#Z‘] lrlalv#B 4 I"rial#l- Trial #2 | Trial#3 | y 1o
pot#1  |vc oL ek | ol [8)4 OK_ (AL ldfi2]98
T i N 1 | [l
pot #3 tlean 3 \ {
shield#1 | pw 73 ]
shield #2 3 4
shield #3 2 ¥
admin #1 i ~/
admin #2 \ ~
admin #3 v v ] \ % 2 ¥ W
Label Integrity Acceptance Criteria Met? (YES or NO)
Lead Pot: Yes Q. |42 {4
Lucite Shield: \[(5 \ |
Administration Sets: y /< l, v

5.4 Humidity/Temperature and Dry Swipe Test

Thermocouple (o Z / 12/4¢
7 7
Thermocouple . , \
meter b-Bo7-280 | Nen 4%
Humidity meter | -8C%-2¢2 | Mov 2% \
1
Oven b_/55:>,02D ‘\Ih} L 1/
Performed | Witnessed -
by by

54.1 Fill the 250mL beaker with water and place on the bottom shelf of the

Fisher Isotemp Vacuum Oven. CC{_/
549 Record thermocouple and thermocouple meter calibration and expiry

dates and MDS Nordion identification numbers Insert the ;

thermocouple in the oven. Close the oven. CL
543 Set the oven at 40+° C and allow the oven time to stabilise and

condensation to be seen on the oven door (indicating that the oven is
saturated with water). Record the temperature and humidity level.

Temperature ey e

Qi [ €™

Humidity level:

G
(ac

»

2
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544

54.5

5.4.6

5.4.7

54.8

549

5.4.10

Once the temperature of the oven has stabilised, place the sample all
pots and shields on the top shelf of the oven and close the oven door.

Leave the samples in the oven for 30+ minutes. Remove one sample
at a time from the oven, closing the oven door afterwards.

Swipe, in circular motions, the label sample with a Whatman filter,
ensuring to swipe over all the printed areas.

Observe if the ink smears, if the printed image is clear and if the
paper is damaged from the swipe test. Place the sample back into the
oven.

Repeat steps 5.4.4 to 5.4.7 for all samples in the oven. Once all pots
and shields have been tested once, repeat steps 5.4.4 to 5.4.7 for each
sample two additional times. Use a new Whatman paper filter for
each swipe test.

Once all pots and shields have been tested, remove them from the
oven and place the administration sets into the oven. Repeat steps
5.4.1 to0 5.4.8 for all remaining administration sets. Remove the
administration sets from the oven once each set has been tested three
(3) times.

Observe the clarity of the printed image and paper integrity of the
samples. Take pictures of label samples if a change is noticed and
attach to this document

Performed

by

L

Witnessed
by
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Table IV: Label Integrity Observations — High Humidity/High Temperature and Dry Swipe

Test

 Sample aper lntegrity | {E;:I'C(.if  Date
| Trial#2 | Trial#3 |~ |
pot #1 CK O G 402449
pot #2 /
pot #3
shield #1
shield #2
shield #3 (sl i)
admin#l_| cicoed LM |
admin #2 m"ff}: ek | i ds # (
admin #3 AD O H Ok_ v v i l
Label Integrity Acceptance Criteria Met? (YES or NO)
Lead Pot: Yg/; G 4 [12.)49 8
Lucite Shield: Veg . | ]
Administration Sets: Yeo (DML $Coan ‘;LQL ‘hm.(. b b Qlﬁf\) v W

5.5 Low Humidity/Low Temperature and Dry Swipe Test

- Eqmpment e
Thermocouple £-150 -2 &103__ g¢ %qm_ q4q Y e )Ki
Thermocouple S - \ i
meter b-44S-05 M e %"La 14
Humidity meter L-BO%-292 }\)cg;v' q¢ (\)Q\‘/ 4.
. VO +
Freezer b’:HO" iz Ax,uj qq AU;-‘( 99. ﬂt/
~ J
Performed | Witnessed
by by
551 Record thermocouple and thermocouple meter calibration and expiry
dates and MDS Nordion identification numbers. QG
559 Measure and record the humidity level and temperature in the freezer
ot e :7E !
Humidity: .
7 A CCQ
Temperature: . s
-lo Qo
553 Place the sample (pot, shield, or administration set) in the freezer and

close the freezer door.




Report on TheraSphere Label Integrity Test

Page No: 9 of 9

Performed

Witnessed
by by
551 Void, remove, and retain the labels from the pots, shields, and X
administration sets. ( 1g5“
559 Observe and record on the report document if the labels were
removed without tearing from the pot, shield, and administration set. &,: .
Table V Label Removal Observatlons
. Samples Observations ' Performed by | Date
pot #1 (G ¢ Jiz]eq
pot #2 i ’ ' ! !
pot #3 \\, J y
| e, ST
shield #2 ] I :
shield #3 V Ny '
admin#l | 7} eceey COn 39/12jtx
admin #2 \ ,
admin #3 &/ 3 N2
Acceptance Criteria Met: Is the label tore when removed? (YES or NO)
Lead Pot: Yoo ja=3 q g/ 12 ]0
Lucite Shield: Yes ! i
Administration Set: Nes ;b +

[

Comments: V\&_ Dumc\ o\-ocﬁ J\fm ’M’VLQLL all jests.
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