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Guidance for Pre-clinical Testing of Polymethylmethacrylate (PMMA) Bone Cement (Draft)

[#P]
ARRAFGREFREHRPALAS AR P A PRBRR T2 EFAD 22
ﬁ,%égﬁ&é%%ﬂ”fﬁfiﬁ’?&ﬁﬁﬁﬁﬁ &ﬁﬁ%ﬁbﬁwéﬁ B
REBRREASSHE -HTZ 2 f%i R 2 KRBT (FRADRFZ/ARAERE) LT
oo
23 RRAFRHAFTL ST TR BPALFRPAT B 2 R{A A A SEFRAR
BE2 FEARMRASE R0 c BHERFLZX2BEHAM ERRFREI RS
BrFEP h2 TR (5 ‘i‘%}%mﬂéllz\ﬁ?}%éﬁﬁ) TR ¥ AR ARSI T AT
BTRATRIBT RS HEHRRAI(F LRI L EHRFPRE EHTRH) 22 > RiBR%F S
2 kT HE -
4%&@&%@5%ﬂ%$ﬁ9’%%ﬁwwéﬁﬁﬂﬁﬁ%% FoONBERASOEFAREL
X PrEF e
SERRIBIARRARF L LI FH 32 A7 AR F - F FUSKA FHTRE o h 2R
Eﬁ*%ﬁ%’*é“”J%ﬁ’ﬁﬂm& *%k%ﬁ Rt AR M g P E R AR
ENVE N R R - ,}z:y;
aﬂg&ﬁwLwﬁﬁﬁkaiﬁwﬂﬁﬁﬂéi*%%F’@mﬁﬁkﬁ%’%ﬁﬁﬂﬁﬁw
FEREFR QWA R ERE BRGHBRRES 22 P REPFEEEEL LER
FHRE S F R ke
TAcd S| TR B3 - B AR v HRESE > URRT FRATVSRFEERE -

|

AR 2 FR T+ F(Scope) |
AR A AL 0 BANA H B AN BB 0 R AR AU R a5
HHZAEH o

|

AR ? B B2 74 % o2 4884 % %38 (regulation number) )2 # #%](Identification) :
&3 1 N.3027 PMMA# -k ik (Polymethylmethacrylate (PMMA) bone cement)
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T~ F 22 R RS T 2 (Safety and performance data)

7% B ~ 3 R [ ik 7R P = %
(1) ¥ 2 {4 (Cytotoxicity) - ISO 10993-1(2009)™
(2) 43 5% (Sensitization) o ISO 10993-3(2003)
(3) Tl & p ez (Irritaion / Intracutaneous reactivity) 1SO 10993-4(2002)
(4) &3 M5 (Acute systemic toxicity) o 1SO 10993-5(2009)

ISO 10993-6(2007)

1.2 $ 40 % {385 (5) I -# M=k (Subchronic toxicity) - 1SO 10993-10(2010)
(Biocompatibility test) {(6) # ¥+ {+:%5% (Genotoxicity) ° 1SO 10993-11(2006)
(7) t& » 3#% (Implantation) - FDA Guidance(2002)®
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(1) B4 132 (Chronic toxicity) o
(2) 3% %1325 (Carcinogenicity) -

2. & f7(Sterility) i {7 = 7 FE > (Sterilization validation) & 7 % SAL(Sterility assurance|ISO17665-1(2006)




level) ] »+ 107 o

1SO11135-1(2007) ~
1SO11137-1(2006) ~
1SO11137-2(2006) ~
1S011137-3(2006)

R RN o
(Physical and Chemical
Characterization)

AL 2 H g * (Mixing and Application) -

it & % = (Chemical Composition) -

&+ £ 2 R E P % H(Molecular Weight and Polymer Structure)
F= 12+ % (Physical Properties) °

= 4 #& Z_+(Stability of Components) -

# 3 {2 (Thermal Properties) -
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(6)

ASTM F451(2008)®
ISO 5833(2002)©
FDA Guidance(2002)

4. % B 1 S

(Mechanical test)

1)
2
3)
(4)

8% ~ R 2 3 3k fiCdc(Flexural, Compressive, Tension Modulus) -
Pa %k ¥ #12(Cyclic Fatigue Properties)

%7 & |4 32 % (Fracture Toughness, Kc) °

FRadi$n s FUBRR A -~ R A Z T % A (Flexural,
Compressive, Tension, Shear Static Strength) -

(5) Ak {4 (Viscoelasticity) °

ASTM D638(2010)?
ASTM D732(2010)®
ASTM D790(2010)
ASTM D2990(2009)®
ASTM E399(2009)®
ASTM E647(2011)%"
ASTM F451(2008)®
1SO 5833(2002)
FDA Guidance(2002)®

5.1% 1% ¥ *2 (Shelf-life)
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FDA Guidance(2002)®
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