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Formulation & Filling

This presentation is intended for WCBP 2024 participants only.

© SKAN AG

I

I

Manual Process
No automated filling line
Formulation and filling are

performed manually in
Isolator Biosafety Cabinet



Materials & Excipients in Formulation

Excipients Filtration Sampling Dilution Sampling Filling
I i 3 : :
7 - q -
Cell / : Bx /
Cell J Cell Cell
4 = P : 7 - ”
| 5 |

Ex

These materials are used
for one FDP batch 3

This presentation is intended for WCBP 2024 participants only.



‘ Demonstration of Manual Process (Offline Training)

Filter slowly - Y

Homogenize .

Sample




Final Drug Product

Difficult to inspect?
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¥

1 Batch | 1 Treatment

1 Treatment | 4 Vials

QC Samples | 4 Vials
Batch Size | 8 Vials
Shelf Life | 48-72h

- —

——

This presentation is intended for WCBP 2024 participants only.
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Visual Inspection Standardization

 Develop optimized and standardized
manual visual inspection method

* Assess detection capabilities /
thresholds for multiple particle types

e Establish robust training and
gualification program with test kits

10 This presentation is intended for WCBP 2024 participants only.
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USP <1790> - Visual Inspection Process Flow
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| Testing

Yes, but no action limits can be established due to small batch size!
A single rejected vial can lead to loss of batch!

12 This presentation is intended for WCBP 2024 participants only.
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Acceptance Testing — USP <790>

Sampling at Batch Release (After 100% Manufacturing Inspection)

Sample and inspect the batch using ANSI/ASQ Z1.4 (or ISO 2859-1). General Inspection Level Il, single sampling plans for
normal inspection with an AQL of 0.65%.

15

Table 1 - Sample size code letters (see 10.1 and 10.2)

Lot size Special inspection levels General inspection levels

S-1 S-2 S-3 S-4 | ] ]

2t 8 A A A A A A B
9to 15 A A A A A B C

16 to 25 A A B B B c D

26 to 50 A B B C C D E

51 1o 90 B B C C c E F

91 1o 150 B B C D D F G

151 to 280 B C D E E G H
281 to 500 B C D E F H J
501 to 1200 C C E F G J K
1201 to 3 200 C D E G H K L
3201 to 10 000 c D F G J L M
10 001 to 35 000 c D F H K M N
35001 to 150 000 D E G J L N P
150 001 to 500 000 D E G J M P Q
500 001 and over D E H K N Q R

This presentation is intended for WCBP 2024 participants only.

Code Letter A



Acceptance Testing — USP <790>

Table 2-A — Single sampling plans for normal inspection (Master table)

Sampls Acceptance quality limit, AQL, in percent nonconforming items and nonconformities per 100 items (normal inspection)

size | Sample

code size 0,010] 0,015(0,0251 0,040 0,065 0,10 | 0,15 | 0,25 | 0,40 | 085 | 1.0 16 § 25 | 40 | 65 10 15 25 40 65 100 | 150 | 250 | 400 | 650

lett
s Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re{ Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re

“r|l12|23|34|5 6|7 8]1011[1415]21 22

—
‘j<=

Code LetterA — | ~ =2 | [T ntotinrntaotatnrntn
B 3 4 12[23]3 a5 6|7 8[1011]14 1521 22[30 31
c 5 o 1| | |1 2]23[aa|s 6|7 8011141521 22[0 31[44 a5
D s LT T T T TS Dl |1 2]23]34]s 6|7 8]0 11|14 15|21 22[30 31]aa as| 4
E 13 Glot| 4| f12]23]34]s6|7 a]1011|14 15|21 22|30 31]as 25| 4P
F 20 47014}01223 3 4|5 6|7 8[1011|14sfar 22| 4| 4p| P
s L [ |[THTHTHTITIT -V- o 1| L 1 2|23faa|ss]|7 e|10m]1a5[21 22| 4 RIERIERIERIREIE
H | 50 wlot| | Gl12|23]04]s56|781011|1a 15|21 2| 4P
J 80 V 01 G 0 12|123|34|56|7 810 11|14 15|21 22 ap
« s | [T “-m-\;_ o 1| | |12|23]|3a]|s56]|7 8]011]1415[21 22 /? Tt wrriwrurn
L | =200 Glor | D[ L|12|23]s4]|56|78|101}1415[21 22| 4»
M | 315 rlot| L[ |1 2|2s|3a|s 6|7 810011 sf2 22| I
N | s00 -"—\,:01 D Gl12|23]|a4|s56|78f1011]1a 15]e1 22 WU UT Uttt
P 800 | w7 |0 1 > ~r|12[23|3 a5 6|7 8f1011[1415[21 22
a |1250 01 li12|23|34|56]7 81011141521 22
|20 | 9| U1 z2][23]34]s6|78|0|s]en 22| © ey opupuyuyererere

{} = Use the first sampling plan below the arrow. If sample size equals, or exceeds, lot size, carry out 100 % inspection.
G = Use the first sampling plan above the arrow.
Ac = Acceptance number

Re = Rejection number
16 This presentation is intended for WCBP 2024 participants only.
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Acceptance Testing — USP <790>

AQL 0.65 for particles

Table 2-A — Single sampling plap$ for normal inspection (Master table)

Sampls Acceptance quality limit, AQL, in percept/(onconforming items and nonconformities per 100 items (normal inspection)

;fj‘z szzs"’ 0,010] 0,015] 0,025} 0,040 0,065 0,10 | 0,15 | 0,25 [ 040 | 085 | 10 | 1.5 | 25 | 40 | 65 | 10 | 15| 25 | 40 | 65 | 100 | 150 | 250 | 400 | €50 | 1000

i Ac Re| Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re
Code Letter A —> | - 2 IEHIERIEEIEE I IR IR IREIEEI Lo 1223345 6|7 8[1011|14 15|21 22[30 31

B 3 ﬂ llcm A 12|23]34|5 6|7 8]1011[14 15|21 22|30 31|44 45

c 5 o 1| 4| l12|23]|3a|s 6|7 8101114 1521 22|30 31|44 45| 4P

D 8 RERERERIEEEEIERIERERIEEEE o1| | |1 2]|23]|34afls 6|7 810 11]1a 15|21 22[30 31|44 as| P IR

E 13 wlot| 4| 1223|345 6|7 8101114 15|21 22|30 51|44 45| P

F 20 47014}01223 3 4|5 6|7 8[1011|14sfar 22| 4| 4p| P

G 32 IR IREINRIERIREIEEI -V-‘)‘ Dl li2|23]|34]s 6|7 8101114 1521 22 AT 0TV HT I

H 50 Wlo1| | liz2|2a|asa]se|refio|as|at 22| O

J 80 v01 G 012 2 3|3 4|58 78101114152122A

e | | [T 1T -------\7- o 1| 4| l12|23]|3als6|7 8011141521 22 /T-”.- TUTUTHTUTIT T

L | 200 ot} 4| Hl12]|23|34|s 6|7 810 11)1a15/21 22| 4P

M | 315 o1 | |1 2]|23]3a]|56]|7 8|101]14 1521 22| 4p

N | s00 -"—\;— o 1| 4| |1 2|23|34]56]7 8101114 1521 22 RN ERIERIERIERIERIERIERINEIN

P | soo [ <r|o | 4| 12|23 |sals6|78[1011|1s 15|21 22

Q | 12500 1 Lli12(23|34|56]|7 8[1011]1415/21 2

R | 2000 | © i 1223|345 6|7 8f1011|14 1521 22| © Ul “--“_-_“- ___-_ RARIER --—“-"— UL

{} = Use the first sampling plan below the arrow. If sample size equals, or exceeds, lot size, carry out 100 % inspection.
G = Use the first sampling plan above the arrow.
Ac = Acceptance number

Re = Rejection number
This presentation is intended for WCBP 2024 participants only.



Acceptance Testing — USP <790>

AQL 0.65 for particles

Table 2-A — Single sampling plap$ for normal inspection (Master table)

Sampls Acceptance quality limit, AQL, in percept/(onconforming items and nonconformities per 100 items (normal inspection)

i Y
;fj‘z szzs"’ 0,010] 0,015]| 0,025} 0,040 0,065 0,10 | 0,15 | 0,25 | 0,40 | 065|| 10 | 1.5 | 25 | 40 | 65 | 10 | 15| 25 | a0 | 65 | 100 | 150 | 250 | 400 | es0

lett
s Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Ref| Ac Re{ Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re

A 2 IENIEEIENIEEIEEIEEIEE IR Il Lo |1 2|23|34]5 6|7 8]|1011|1415)21 22

B 3 ﬂﬂcm 4 12[23]3 a5 6|7 8[1011]14 1521 22[30 31

c 5 o 1| | (1223|845 6|7 8[1011]14 1521 22[30 31]aa 45

D s LT T T T TS Dl |1 2]23]34]s 6|7 8]0 11|14 15|21 22[30 31]aa as| 4

E 13 Glot| 4| Cf12]23]34]s6|7 a]1011]14 15|21 22|30 31]as 25| 4P
Code LetterF — | F 20 o 1) | W|12|23]3a]|s6|7 8011|1452 2] | | P
zosamples G 32 ot | 4| Gl12|23faa]se|78|10m]1a 15|21 22| 4

H 50 wlot| | Gl12|23]04]s56|781011|1a 15|21 2| 4P

J 80 wlot| | 1223|345 6|7 aft011|14 15|21 22| 4

« | | [T M'-\;_ o 1| | |12|23]|3a]|s56]|7 8]011]1415[21 22 /T Tt wrriwrurn

L | =200 lotf |1 2]|2s|s4a|56]|78[101mf1a1s|ar 22| 4p

M | 315 rlot| L[ |1 2|2s|3a|s 6|7 810011 sf2 22| I

N | s00 -"—\,:01 D Gl12|23]|a4|s56|78f1011]1a 15]e1 22 WU UT Uttt

P | aoo | <r|ot| [ <H|12]208]|aa|s6]|78]1011]1s|21 2

a |1250 01 li12|23|34|56]7 81011141521 22

|20 | 9| U1 z2][23]34]s6|78|0|s]en 22| © ey opupuyuyererere

{} = Use the first sampling plan below the arrow. If sample size equals, or exceeds, lot size, carry out 100 % inspection.
G = Use the first sampling plan above the arrow.
Ac = Acceptance number

Re = Rejection number
18 This presentation is intended for WCBP 2024 participants only.



Acceptance Testing — USP <790>

AQL 0.65 for particles

AQL 0.065 for critical defects Table 2-A — Single sampling plap$ for normal inspection (MasterW AQL 2.5 for minor defects

. \ Acceptance quality limit, AQL, in percept/(onconforming items anWﬁems (normal inspection)
size | Sample ) )
code | size | 0010|0015 (0,025} 0,040 0,065)| 0,10 | 0,15 | 0,25 [ 040 | 085 1.0 [ 15 | 25 | 40 [ 65 | 10 | 15 | 25 | 40 | 65 | 100 | 150 | 250 | 400 | 650 | 1000
il AcRe| Ac Re| Ac Re| Ac Re | Ac Rel[ Ac Re| Ac Re| Ac Re| Ac Re| Ac Rell Ac Re{ Ac Re | Ac Rell Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re | Ac Re
A 2 IEHIERIEEIEE I NIEEIEEIREIR N Lo |1 2|z23|34|5 6|7 8|10 11|14 15|21 22|30 31
B 3 ﬂﬂo1 4 12|23|34|5 67 8]1011[14 15|21 22[30 31|44 45
c 5 o 1| & Hl12|23]|3a|s 6|7 8101114 1521 22|30 31|44 45| 4P
D 8 AT TN o 1| Dl |1 2235 4afs56|7 8]0 11|14 1521 2230 31|aa as| 4p i
E 13 wlot| 4l 223|345 6|7 8101114 15|21 22|20 51|44 25| P
F 20 {7014}01223345678101114152122/\AA
G 32 WTHT U YT -V-o1 Pl i 2|23]34]ss 75101114152122/\—-_-_ THTHTUTH
H 50 Wlo1| Dl |1 2]2a]sa]s |7 6fi0r1]|1a1s|ar 22| 4
J 80 Glo1| 4| <w|12]23]|34|56]7 8]|011]1a15/21 22| 4p
k s | [T ][] “-M-v o 1| | l12l23]salse]7 s]o11]1a 15|21 22 /?-”.- THTUT T HTT T

Code LetterL —» | . | 200 wloif | L|12]23]sa]s6|7 810 1f1a 15|21 22| 4p

200 samples M 315 V|01 > Fl12[23]34[586]|7 8101114 15[21 22 P
N | s00 Wlot| 4| Tl12|23]|s4afs 6|7 8101114 15|21 22
P |80 |<r|ot] | <H|12[28]|3a|s56|78]1011|1a 1521 22
Q | 1250 |0 1 l12|23[34]56|7 8]1011[14 15|21 22
R | 2000 | £ [ 1223|345 6|7 8101114 15|21 22| £ ] “--“ UL __--_- Ty ---—“-"—--"—-“-_“

{} = Use the first sampling plan below the arrow. If sample size equals, or exceeds, lot size, carry out 100 % inspection.
G = Use the first sampling plan above the arrow.
Ac = Acceptance number

Re = Rejection number
19 This presentation is intended for WCBP 2024 participants only.



Acceptance Testing — USP <790>

AQL 0.65 for particles
AQL 0.065 for critical defects Table 2-A — Single sampling plané for normal inspection (Master W AQL 2.5 for minor defects

Sampls \ Acceptance quality limit, AQL, in perce‘yénconforming items and nonco #i€S per 100 items (normal inspection)

size | Sample
code size
letter

0,010 0,015 0,025 0,040 | 0,065)| 0,10 | 0,15 0,25 | 0,40 | 085 1.0 1,5 2,5 4,0 6,5 10 15 25 40 65 100 | 150 | 250 | 400 | 650 (1000

Ac Re| Ac Re| Ac Re| Ac Re | Ac Rell Ac Re| Ac Re| Ac Re| Ac Re| Ac Relf Ac Re| Ac Re | Ac Refl Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re | Ac Re

A 2 IEHIERIEEIEE I NIEEIEEIREIR N ﬂ001ﬁ-{}12233456781011141521223031

B 3 01| 4> 12|23|34|5 67 8]1011[14 15|21 22[30 31|44 45
c 5 o 1| | r|12|23[3 4|5 6|7 8|10 11|14 1521 22|30 31[aa 45
D 8 01| 4 JHl12|23|34}556 7510111415212230314445ﬁ

But the batch size is only 8 units

= B T T BC- B i ‘B i e i o e o K=
K 125 WTUHT T -J[ o 1| 4 <l12|23[34]56]7 8]1011[14 15|21 22 /T TNTHTUTHT I T
Code LetterL —» | . | 200 wloif | L|12]23]sa]s6|7 810 1f1a 15|21 22| 4p
200 samples M 315 Vo1 > Fl12[23]34[586]|7 8101114 15[21 22 P N e
N 500 o > <r|12|238|34]|5 6|7 8101114 1521 22
P 800 | <r|o 1| 4| y|12[2s|sals 6|7 8]1011]ra15[ar 22
Q@ |1250]0 1 ﬂ F|12|23|34]56 78101114152122@
R | 2000 | 4£» 1 12233 a|s56|7 8f1011]1a 1521 22| £ ] “-_“___“-__--_-_-_"--_---— ---—“-"—-.—"--“_“

{} = Use the first sampling plan below the arrow. If sample size equals, or exceeds, lot size, carry out 100 % inspection.
G = Use the first sampling plan above the arrow.
Ac = Acceptance number

Re = Rejection number
20 This presentation is intended for WCBP 2024 participants only.



Acceptance Testing — USP <790>

AQL 0.65 for particles
AQL 0.065 for critical defects Table 2-A — Single sampling plané for normal inspection (Master W AQL 2.5 for minor defects

Sampls \ Acceptance quality limit, AQL, in perce‘yénconforming items and nonco #i€S per 100 items (normal inspection)

size | Sample
code size
letter

0,010 0,015 0,025 0,040 | 0,065)| 0,10 | 0,15 0,25 | 0,40 | 085 1.0 1,5 2,5 4,0 6,5 10 15 25 40 65 100 | 150 | 250 | 400 | 650 (1000

Ac Re| Ac Re| Ac Re| Ac Re | Ac Rell Ac Re| Ac Re| Ac Re| Ac Re| Ac Relf Ac Re| Ac Re | Ac Refl Ac Re| Ac Re | Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re| Ac Re | Ac Re

A 2 IEHIERIEEIEE I NIEEIEEIREIR N Lo |1 2|z23|34|5 6|7 8|10 11|14 15|21 22|30 31
B 3 ﬂo1 4> ﬁ 12|23[3a|s 6|7 8[1011]14 15|21 22[30 31|44 45
C 5 o 1| | | 12|23]|54|5 6|7 81011]14 1521 22[0 31]aa 45

D s LI T TH TS >l T|12]23|34556 7510111415212230314445W ]
E 13 Sl £ Seb g oo ol o sl e ol 2 atin dalig “"‘ﬂ““ﬁ

J 80 I {}01 E2S 0’12 2 3 34’5'573101114152122/\

K 125 WTHT T -ﬂ 01| O F|12|23]|34|586 7,8 10 1114 15[21 22 /T AT UT T HTHT T
Code LetterL —» | . | 200 wloif | B|12|23)s4a|s56|78 10'11 14 15|21 22| 4p
200 samples M 315 T Vo1 A rl12|23|34|56|7 8101 14'1521 22 _/\:__ AN RN AN RN AN AR RN

N 500 e 4}012 2 3|3 4|5 6]|7 8|10 1114 15[2f22

P 800 | w7 |0 1 > ~bl12(23]34|56]|7 8f10 11|14 15|21 22

Q | 125001 ﬂ Ll12|23(34a]58 78101114152122@

R | 2000 | 4 I 12|23|3 4|5 6|7 8f1011]14 1521 22| O N “-_“___“-b_--_-_-_"--_---— ---—“-"—-.—"--“_“

{} = Use the first sampling plan below the arrow[ If sample size equals, or exceeds, lot size, carry out 100 % inspection.

G = Use the first sampling plan above the arrow.
Ac = Acceptance number

Re = Rejection number
21 This presentation is intended for WCBP 2024 participants only.



USP <1790> - Visual Inspection Process Flow
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Acceptance Testing of Difficult to Inspect Parenterals — USP <790>

Where the nature of the contents or the container—closure system permits only limited
capability for inspection of the total contents, the 100% inspection of a batch shall be
supplemented with the inspection of constituted (e.g., dried) or withdrawn (e.g., dark amber
container, suspensions, highly colored liquids) contents of a sample of containers from the
batch. The destructive nature of these tests requires the use of a sample smaller than those
traditionally used for non-destructive acceptance sampling after 100% inspection.

Difficult to inspect? ‘ “ "

=

1 Batch | 1 Treatment
1 Treatment | 4 Vials
_ QC Samples | 4 Vials
N Batch Size | 8 Vials

o8 elf Life | 48-720 \ I‘ h’m
entation is intended for WCB: * fm .




USP <1790> - Visual Inspection Process Flow
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USP <1790> - Visual Inspection Process Flow
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PREVENTION

IS BETTER THAN
CURE!




Effective Particle Reduction by Filtering?

 The only filter in the process
 40um cell strainer

* No sterile filtration

* Additional process steps

after filtration
(incl. multiple SU materials)

27 This presentation is intended for WCBP 2024 participants only.
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Where do the Particles originate from?

Rinsing studies of single-use
materials

Introduction of many different
particle types

Sterile but not free of particles

Establish particle library and
assess individual risks

ﬁBioPhorum

STANDARDIZED
METHODOLOGY TO SUPPORT
PARTICLE INVESTIGATIONS
AND CLASSIFICATION IN
BIOPHARMACEUTICAL
PARENTERAL PRODUCTS

This presentation is intended for WCBP 2024 participants only.

eeeeeeeeeeeeeeeeeeeeeee

WGlaggA[u mMinN U N Wluminum
gPoly tyrenessCell

“‘”"?ﬂ#mr h erf!w&cm flons Terephth
s C‘
PPer PolyBropylene %

Dol A
W D@dg@ﬁﬁ“ ene i

Copper Polyethylene rrrrr ellodose with Lignin i

eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee

Ehylens Vingl Cactals

%‘\ Polypropylene-Polyeth lene Co ol me
Py Mﬂygmgdpy %M‘_Nm y Y p Y Cf,(\g

ﬂ.l'.l

%-_55“”'% Siass(Polyaminé=based mafemaf "'ﬁ’;’“v\\

3 Dol ”"”i,ﬁ_glmeﬁ%mphM@M#

@ @ Droteancii.
%ap é?{y%ei@gd% e lwam Lagw

nn kil et

wwStarﬁ"less Steelcwa‘-“’m

35




Prevention Strategy

Particle LCM

| Continuously improve!

L Assess Baseline with Water Run

{  Prevent Particles from getting in Contact with Product

! Pre-Inspect all SU Materials and optimize Introduction & Handling

" ““Idendify |Single Use Materials with lowest Particle Load

29 This presentation is intended for WCBP 2024 participants only.
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Visual Inspection Requirements in US, Europe, Japan

Visual Inspection USP <790> m IP 6.06

[llumination Intensity (lux) 2,000 - 3,750 2,000 - 3,750 2,000 - 3,750
Inspection Duration (sec) 10 10 10

(5 black, 5 white) (5 black, 5 white) (5 black, 5 white)
Backgrounds black and white black and white black and white

GMP guideline 100% Visual inspection as per USP 100% Visual inspection EP 05.20 100% Visual inspection
<1> and <790> Particulate matter as per EP 2.9.20 Particulate matter as per JP 6.06
Particulate matter definition <788>

Specific Cell Therapy guideline No exception for Cell Therapy Eudralex Vol. 4: No exception for Cell Therapy
GMP Guideline for ATMPs

7

...risk-based approach... waive the stability program... controls of particles from materials...
limited product availability for release testing... verification of process capability with
simulated samples... replace particulate matter test by appearance test... exceptions part of
marketing authorisation... current scientific knowledge... low particle load

\ J

This presentation is intended for WCBP 2024 participants only.



Ask to Single Use Material Suppliers

Can material suppliers provide better quality single
use materials for small-scale manufacturing
purposes?

Can gquality be more important than quantity?
CGT manufacturers can’t purchase materials on a

huge scale but need highest quality grade.

Can specifications for particles be implemented for
those materials?

f QUANTITY

This presentation is intended for WCBP 2024 participants only.




Takeda

© 2023 Takeda Pharmaceutical Company Limited. All rights reserved.



	Main
	Slide 1: Visual Inspection &  Particle LCM for CGT Products  Same, Same, but different...  Are There Gaps in the Current Regulations?
	Slide 2: This presentation was prepared by Antonio Burazer in his personal capacity. Antonio is currently employed as the Global Head of Visual Inspection and Particle Life Cycle Management at Takeda. However, the opinions expressed in this presentation a
	Slide 3: USP <1790> – Visual Inspection Process Flow
	Slide 4: USP <1790> – Visual Inspection Process Flow
	Slide 5: Formulation & Filling
	Slide 6: Materials & Excipients in Formulation
	Slide 7: Demonstration of Manual Process (Offline Training)
	Slide 8: Final Drug Product
	Slide 9: USP <1790> – Visual Inspection Process Flow
	Slide 10: Visual Inspection Standardization
	Slide 11: USP <1790> – Visual Inspection Process Flow
	Slide 12: USP <1790> – Visual Inspection Process Flow
	Slide 13: USP <1790> – Visual Inspection Process Flow
	Slide 14: USP <1790> – Visual Inspection Process Flow
	Slide 15: Acceptance Testing – USP <790>
	Slide 16: Acceptance Testing – USP <790>
	Slide 17: Acceptance Testing – USP <790>
	Slide 18: Acceptance Testing – USP <790>
	Slide 19: Acceptance Testing – USP <790>
	Slide 20: Acceptance Testing – USP <790>
	Slide 21: Acceptance Testing – USP <790>
	Slide 22: USP <1790> – Visual Inspection Process Flow
	Slide 23: Acceptance Testing of Difficult to Inspect Parenterals – USP <790> 
	Slide 24: USP <1790> – Visual Inspection Process Flow
	Slide 25: USP <1790> – Visual Inspection Process Flow
	Slide 26: What else can we do? 
	Slide 27: Effective Particle Reduction by Filtering? 
	Slide 28: Where do the Particles originate from? 
	Slide 29: Prevention Strategy
	Slide 30: Visual Inspection Requirements in US, Europe, Japan
	Slide 31: Ask to Single Use Material Suppliers
	Slide 32


