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5- Codex Alimentarius Commission



WAB VISPV & o oyl oo o losiliu!

«odx B (Sgye (oS b Sails -y 7)1 spuaw 9 (B9 (B sy S
Jll o b/ g oo o )

S laitnl o lejle bl IS Y (g yeeb

:).:.30

oS yoel xS ale la angare oS5 e 3>
(55 gmitn 5559)
Ll Gy s 5 sla) slias!

S el simio olSiils imghy wlis S S K>

oSyl sxio oBiils ole Sl deze 3l o)l
(Sle (gt (6 55°3)

Syl (e plojle bt )8 > (TR

(o milcd (359)

(lge (swito 559

Ope> oo cBllae 930
Ol Cais g ple dRisls 285l slpa Wbl IS (SlSe purdige 08| ol )15)

u‘).e‘) oKl «5“1": ul...m ‘_iol) ‘(5‘-\"-7“’)9-;
(S5 it 5559)

tyliwl g

Sy (gwdige SRy 09,5 ot lid)lS Sl S e liiire
3 sl olStngs, (oot b 39



AR

Yy

AR}

WAB VISPV & o oyl oo o losiliu!

3,5 aels g Bua )

ezl ¥

)l g SMaol ¥

ils slla>Me ¥
el 5 40325 5 303] - b (55l amo 5 (oo Liel O
Al Cevgn



WAB VISPV & o oyl oo o losiliu!

=
ln ': s »
J O

45 €odz JB (Bgye ol sla il - ) Slapten 5 (SBgye (B sla il > o luilil
Ols=e an slailaiel Medlory slosliliwl (opdny loe 2 by se slag g 10 ()] (i
2990 5 4 0 8,Lecd ol (Lo o lailinl & an all 3 50 50 0l o Ll g, 4 ol (e sl
AONYIVY i (Sdop smwdige 3 lbn] o diaS adla| oiin g ol g dadcl ;o 0ol
5 5 llinl dcwge &l e 5 cailsd Mol 58 T sole SO sl b s lsbinl ol Sl o o g
Bgb gy Gl o o lslivl laie 4 VYV olo roge wgan ol pl (Soiie Slido
B o L — ol (o slos lailinl) 0 8,Less ol o o lasbinl bl 5 ol e sl st
aee) 0 S g e Glacd ing 5 Y b (Sales 5 (olen Lai> sl Wgd oo (g (L3,
45 oleiiay yo g ab walys s pg)) Ojee 50 olpl e slas labial loas pole calio
Azgio )90 cbgue (8 e )0 lainacd a0 el &l s lasbinl ol JeSS b ol (6l
3,5 solaiwl ol pl o slas lasliw!l Jaiasazs o 3T 5l e lgen b coplpls .cé Sanlys | 8
g apd LSS Jolso? (g, a5 slaslaie/ dlodlop o lasticl oy sl Jo o laslinl oyl
il Gy Jolns 5 bl e () 05 4 T (st JolS g daz 5 Jalis 5 0 (905
il ygu 30 (sladlaie/ ol iy
ISO 17137: 2014, Cardiovascular implants and extracorporeal systems- Cardiovascular
absorbable implants



WAB VISPV & o oyl oo o losiliu!

doddo

s 50 (g0 Sl slao IS A s (Sip bleg «ode LB By L8 sl oilS
L QT cs"l"’s a5 Zewl 00l ns"‘)b 6)9"" od> LB géb“ «5"13 cs""‘*’ls ““5)“) QL‘*‘J‘ és)‘- <.¢'13 S
Cdz 0l g CF g lawgl A 05l o o B SV game 4 e lo) Do o Jl 5! S Jlo>
oo 4 Sy alSlae b 6—>|,;> Gk ol el (S ld ilS () e B> b g oa ,aLéal RN

Aigd 3yl leyo
U"‘ w‘ )...e(.: AJSA C)ha ‘) oS ..S..Jy ‘E....:j.’ 0du M).C ul.c)l-b‘ 9 G AM.\.’ ‘ks)l"‘"uﬁ)'“‘“
ly Jed e 2l o soils o Slee S SLlJNas YAYAA ol Jo o jlasbinl ol jor a4y o lailen]
oy o luilinl Cavsn leie @ o ailinl pl Casl jigy aioren gl 48T Al b WS o ol
EVERC ST 09, Jlo slo oils Sleldl ouisS s (VYYYA gloo laibin] (6w pulas) Jgazo
Llod b idg g ol JB8 olge o 4 ditasly slodc plo g g pdoca 56 slaacs Ll o a5 web

Lol 00us

o OS> bl oed i B Bgye L8 sla S @9)“ ‘31.1)’) 0d 53 p 4o sl oyl
&1, ISO/TS 12417 o ,Jailbewl jo i LB SBeye o8 ilS pgyle Jelse o Slas g ! Slal I

el o 4] o il pl jo Bgye ool LS i 4 Logs e cerlis Laid

axxl e (AeboliS) lag e o ojlaslbinl a4y« Bgye o8 iils (Sl o, Sles 4y bgy o cols pgas o —é)si.blg.

Dgd



WAB : V1SSV 6L oyl pl Lo oot

oo

Op)5 Alwld g o )

o' ezl ala0) Cenla Bl ol 5| (B angi Sl 4 il oS bl ul (b 55 Sl Juds 4 - 60k
Goslanz 3l oy ol oy T o yisd )3 0)lgan (1l b g Jou8 BB o laibil (5 (g slagyges] (i LB
Ll (5590 0 lailinl (pl Hai aaod iy ale g (b Sl
obad g 8 Jolss aS o 1o oLl JalS g5 (50,5 pinw 43 K By e sLad Lfg S o sl ol jo
dloo B9
aS ol 0,5 s Bgye o8 pinow b peiiee (wled jo a5 ola 0l pgas o o)lailinl oyl
ool By B s (595 2 050 2STs T o
3,105 0 3,157 150 )lge 4o o lasliwl ol
Sislsn olge sol> SlaidlS Lfg oy by Johu conss L 0w S 1 o Colee B (2Lj)
Ll Slitin g o) yud
) Qa8 Sy (8 (A 0955 ) e 5 S8 eoliiul 090 bl 5 ) sl s, -
bl Al 5l sl G sladiz g5 2 45 (ge 0 (b b dbn BT e
A Aled oo gl oolaiwl ailflas ST as all solge Joli i B Bgye 8 ils coul Ses
) 5 ol B b (Kb, oole Sl S wiph 48,5 5 45 (g I S5, Jpane S ol
A n e 2 55Ty Jgf el e

bspo slaaiz b bLs )l o (lajidy alai) 5,1 ~alwy (oS 5 SV game iz LB glizl gloaiz (50 - 6900k
el o 1) 1ISO TS 12417 154 15 «

1 - Stent



WAB : V1SSV 6L oyl pl Lo oot

Pl ¥

el 0a 00l gl | T as ol g0 a0 o laslinl cpl e j0 a5 0,ls g2y algs p5 alie 4o
gl o0 O ganno o)b.jl.‘:...al Q.g‘ )’1 jcs Lles Q] o
ol G o, laas oz g Laa Mol il oo sols gl )| )Ll 2o )b SO L a0 4 &S S50 40

—0dd gy Sy blwg oles (goi aies AYAR JL AYV-0-V0 Lot ol ol Je o jlastinl Y-Y

= Sl 6l 055 sl S5 sloss ol oy VT Jls VFFEY 0 leds ) Lo 5 lsliwl Y=Y
b o Can)l5

ozas Slelill = L e o> gl sl AYAY Jlo  VAVAA o)les ol o s lsleul ¥

By 10 Sy o 8,5 = S5 Jolog AVAA JLo ATVAYE o)l o)l Lo olaibenl  F-Y

o956 U1 slos — 89,6 (olB (gl cnals AYAA JLo AYYYA-Y o )las ol Lo olasbial &Y
(_s;éﬁ)'c LSL“ “osl Y o 5 —

2-6 1SO 5840 (all parts), Cardiovascular implants — Cardiac valve prostheses
2-71SO 10993 (all parts), Biological evaluation of medical devices

2-8 1SO 11135-1, Sterilization of health care products — Ethylene oxide — Part 1:
Requirements for development,validation and routine control of a sterilization process for
medical devices

2-9 1SO 11137 (all parts), Sterilization of health care products — Radiation

2-10 ISO/TS 12417, Cardiovascular implants and extracorporeal systems—Vascular device-
drug combination Products

2-11 ISO 14937, Sterilization of health care products — General requirements for
characterization of a sterilizing agent and the development, validation and routine control of a
sterilization process for medical devices

05)......: J.ALC ‘;)45 61)4 LSIS g.)LobJ‘ —é..u).' UY}.ADLA (5’5)"""" AYAY Jl.w YAY « O)Lo.»i' U‘)”‘ (51"7 é)l..bl...w‘ —G)STQL{
ISO 149372000 .))‘..\JL._MJ‘ )| oolaz_ul l_> s‘-;i».u).) lb)‘}l 6‘;1 LS'B)'H*’ ..\..4])3 LS)L> J)....S 9 LS)“'\f dono 4\.7..»5) 9 IRVELY



WAB : V1SSV 6L oyl pl Lo oot

2-12 ISO/TR 15499, Biological evaluation of medical devices — Guidance on the conduct of
biological evaluation within a risk management process

2-13 ISO 17665-1, Sterilization of health care products — Moist heat — Part 1. Requirements
for the development, validation and routine control of a sterilization process for medical
devices

2-14 1EC 62366, Medical devices — Application of usability engineering to medical devices
&L..ug ).) oola_wl u_..l.vlﬂ WW oﬁ)l_f —‘;_m).) JJl_wj AYAA JL...: AVIYY o)Lo...':J U‘)"‘ ‘51.‘0 \b)ld.»l.....u‘ —6)STQL{
sl 0o a5 [EC 62366:2007 o jlasbew! 51 oolisl b o S

2-15 ASTM F2394-07(2013), Standard Guide for Measuring Securement of Balloon
Expandable Vascular Stent Mounted on Delivery System

Gyl g oMol Y
g yee 55 s 5 i)l 5 SlMasl o laibisl ol 4

\-¥Y
oo

absorb
iz Gl j9,0 4 g 00,5 Heue Lol by o Jolw L 5l aS conl (> )15 8lge b olgegn codlad
D9 50

y-v

oy Jguaxo

Sl Jyazo
degradation product
byproduct

Yov

degrade
Al oole & pliend b sl g St g (S 4
f-v
leachable
g oyl SaldS 0 )5 b o (S oole b dleng SO 5l alyd o aS (g0l5e



WAB : V1SSV 6L oyl pl Lo oot

s 45 355 3131 T 51 ol olge b ooty axsl Jgamo 5 s BB slgs el Kow asdz b8 by 45 — 8818

9o ylS 45 0g b e aid I Sl 0 (S abwy SO leie 4 e Qi LB Sgye 8 ol
S i LB By S B S am ol ns e )90 15 |y A5 3,50 sl o Slae
Gz oo sy wgase (lej 0,90 (o e g 920 oo pll (pme Sloj eje0 0 1) KAk o g0 (b
Al e ploy CubdS L (Ba>) ol mdo g o

o=l e Jls e s il oy eole SO s Gax BB Bgye A8 oilS cnl Sew e
B e ol Bl SO Jgame il alowg adgl o Slee (LS o g 10 oole codlad 3T o laslil]
g oo 438)5

et (Sl 0 )8 Gl |y Jgame 090 Joud BB (Jgaze joe a5 > oo oled )0 eaiiSudss wily
YLy

20,90 (Sdb o Slos Y-F

=l an ols axgi b g Oledbl J8las L g 05 chogd Cd> b lils SO ool o See ol
055 53k diZs o

a0 50 (Blarl) Bua -l

090 yee Jsb -0

Aoy (Sl o, Y-F

29 Ceetd )y iyl Az b SO byl Wb (Sdb o p) 5 e

f oS Oy g51 —all

(595 (o yimd Sl (s59 Sl Cid -0
D9, Bl -o

59,5 39,5~

(ol (59,5 sl alaizs -

t(Jhsed oLy -z



WAB : V1SSV 6L oyl pl Lo oot

«SLLI by -7

R

i S oyt ¢

t(SolS Qb -0

EVLSJM S yg5l =3

*v‘s"&‘j‘ Sy Dyl -

S by ol -

g (s b e b ol pd ple -

Slgo F-F

g a3 5 IS G VYMAA Glpl Lo o lasbinl £ as Slel Il b

ool 0o LJ9—'"9 J.;LQ O 6‘)" (L°5)“> 9 Lb)"""l’ “")13 )“'E‘) “>|9‘° &‘5" “""“"L“" Lgb‘ LSLQQ}“)T ‘ML’
Gyl Gl il b)) sl (ooges slosal, S Sl plgie 4y 05l planil (b )0 055 (gl
o ode B Slge (sl l i <l olgie 4 sl oo 3] ASTM F2902 5 skl o i ls
s S o il | LT U5t s ol a5 o5 sl oloygns] oISt alisls olys il
N g g b alll peans Lol gl i (slasgns] aab eqls oaiiS” olj] i bl (slay xsls
Lgur; e *‘) Lo ub_lﬁ @L&.M»J9)-oﬂ‘ guy @b))‘ 6‘)’ Cnn] uS.Q.Q 09.»» r:L?u‘ w)Du

S L 55 ol sl gl (S oy o 5 Loia,

Sibw 9w 9 (5,IaT LS sy awm B-F

(53 At -0 F

olds V- )-0-F

o5 00,3 IS 4wl FV-0-) ol o o Jastial 5 VAVAA ol e o kil Vo oy el
Gy (P abadzme G g azly alaazme oS 5L Syt Lidlrs axly alaime Sy 0 b alews 2
2 Sibwe s g i g Joo (b )0 (3925 Dy )0 (S alaize L) g alaios Conl (e 095
Dy Gy JB 5 Jom il S

5 Lyl (ool ole Ll o sonls LYW b GlasS @ aliwg (gusudins Ko ol g
Ded Jads dliwg Slasie a5 glaigs a4 wiS cladlre &5 g Joo

1- Popliteal artery
2 - Thoracic aorta
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1 - Procedural fluids
2 - Magnetic Resonance Imaging
3 - Radio Frequency (RF)
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1- Radiation sterilization
2 -Ethylene oxide sterilization

3 -Steam sterilization
4 -Alternative sterilization



WAB : V1SSV 6L oyl pl Lo oot

St ) Co proo 7-F

olds' V\-#-F

Sslwooly g G, AVIYP o lads (] (Jo o jlasbin] gubo 1) sy o oo piowens <SG 0L o055l
~S

Ui 0 ,Sog, by Fae g creul 0 Sdee plil SUley wub ¢ylas 8550 (o IS (6l i S5 LSS
ol ol o ol 1, i 550 Blanl S Jpua 5 oy a5 o 5 ot > s ot ]
QS o oolatul LT 510,800, ol oSS (sl a5 0550 )5 a8 Csl il p5lg) 5 VTl

3 bl 45 o 18IS 5 s )15 (b sla Sy )30 5 e Sz ogad o ledal, ln - sx9T0l
9 axxl 0 ANSI/AAMI HET74 s lasli! g YYAYY o,leds o)l o

ConSls el Y-5-F

oA 09,5 o 50 Jlial eSSy peas o ol il o)l 09> cunSll lacdl> ey ,S A
Moo 2 g @ @i LB (Sse B slamals

OSae a5 (Glslu wlal wlge Jie laie @) oS b o e wix b SO ol : 2l 4y by o
S i BB osle So Sl Jle (g ) 09d (0 Sles )3 (ghes i CaaS 4 i o
w2l 2 Sl (BB el adle S Gl (Alb Sl e ogdle (05 os B ) Hhe dege 5l 3
$355 B95e 5o 555 S Jlta s ) ol wals e wolis oled 53 o Shae (Sx S, 5L
(g ey obyb g

Jlie glsie a) iyl (Lol cogh; Sl plgie ) calo anld o canlil byl ol 4 by e
s 4 Sl on (ST Sl oo 15 55658 Sl lsie 49 JB 5 S U5 (Dsame (503 4
09 Gl 0 Mles y0 Sl by e 3 Sloe 4y i ogilly

aS o>l G Blacsl Jlo plgie a) )15 (g0l 508) (oo yuf (slas 155 Ll fo )15 0 by e
Sl IVIYY o leds ol o o lasliwl jo a8 (098 oo oS (6,5 )18 jo Clekad/l,d 0 dgy 4 i
o= 5 @ = o PU Oloe Sl ankd e 4 ol s lsie 4) jp)l5 (Cunsy0) (s (sl el ouds
Lol 00l Sits oolaiul gl olesal, jo as il

)I (5‘—"“)'9(5 OAY--Y o)Lo_:.v u‘)_“ @Lo O)‘AJLA.MJ‘ z w&u 9 \YYYA-Y o)Lo..f.' Q‘)"‘ LSLQ o)l..\;L..wl < w5...: —‘S)STQL?’
el 03,5 @) Al iz LB IS Sy 40 Sy o g 325 sl Cansl 5Sas 45 058l Bgye ool il s



WAB : V1SSV 6L oyl pl Lo oot

Sy gl Y-p-F

(09

(b G,k 5l SIS gesl oloul -l

«olw MLB oL (Sop bleg o bl aleladl -

o] Oledlol -

o B ‘SLEGL}‘.&U Pl sbacs f-5-¥

U pls ool I (oilS poe Job a5 >l g ool plo sl oilS olge ol pds (o 3000 95
b 0 ple0g) 2 L o pe 09als Sl jlas U ogd Jdow g 4 jod o 4 b5 JelS i
GhalS (sl ogdlls (Lo g, (355 daxzlio VS5 40) 095 (pnd (B (6 25,18 5 @395 sl 0
Sl 00l &l o laibinl cpl jo alitn glacosdee jo Jlhs s

Al @ adu e

(e 2147 )

1A h i el

(IS a2 )R 9 2a5s)

1 3 4
wh3)) e ‘_I il I“_I dads (§al 4y
ia S dissdea | R 5
o 2 g LEE
s o 12358

?
»

RSt r\
JiB g das

N ey Ky s dd gy

i Ay SO o Job a5 2 Y U



WAB : V1SSV 6L oyl pl Lo oot

el 5 4525 5 9051 — (> 1yb ()T o g (20 ,Liel B
Sl (ow)y 2 1-0
5 Gl loaizr (il oS 5 LS Sliogasr ol cul oY (b (6,105 amo b o0 Lol
3 iy sl alo o 3l ot axslo bl canlin olge g (SuilSe plyS sl yig il w35 olys
Slainl) Ky el lag i 4 09 hduaseiie oid 55 LSS (608 o5l b bl (6,05 1,3
il 2y 2 a 2b,l e
iy i o Sleogas 5 seges Dllamdlo g odgas adS 1) (5 90 b)) Jole V-0 0np; -
S se ol | Sal 5 gejl
Silwaed yb 5l ganatug 03,5 5L a5l Jgame oL pegas 5o pleal, Y0 wp; -
' )LS e o 0nd ools 55) Ay adsl 3 Shas 5 (65,18 e Jolis a5 ead an S,
(VS
S >z Joe 5l om oleosd 5 (559 «solal (( SlSe Dl pss canlia olg> F-0 0y -
S el 0s (035 Syl 58 Jaime b aS (] (59, iy 4355 58 9) (B p0 45T WS e
(7 S50 alasly al> o )0 00l 00ls 7 50) 950 s0 55 Gloj yg 0 4 g I8l oo
09 @l O wothe LUl olnl sl p 99290 @lge g colia 5l (S0 ogas )0 0-0 ) -
IS oo Lo (09,0 9 F
an gl ol a5 wiS (o Wl ) iz (BB slo S (6,55l sloggesl -0 vy -
2l o) AT g3l glas bl (g Gab 1 3051 sl Pl 2lesal,
ot 5 09 bl pe o1y Cd BB g (Bgye 8 4 bgrye lo Sy V-0 0y -
DyS o p S b o)
S35 ooy 0 Sl bl e o]y Cde cllB sla She A v p;y -
S o) Jpame (Fadpm g pes Job Sllamde -0 wup; -

by wlr alp e (dauly al>pe) ol b (Sl oyt felS sled s ngal Jle cnl o
S S Gy oab o g S GRelS G Sley 050 9 ()1 Al je) (IS (65 1,8
Wil andls Jglate Wigy wlge 3l can o, [, Jloged sl (Saw ol 0ol &3l] (a8 iy al> 40)
Slayed Slo Sy orized Cusl yigg Ailica 503l (slaodgama (Blgb Jalis Ysane S
Gl (a3 abyiy als e o 0y bl al>se o 08 Yol abgiye byl Jolss o by

1- Procedural stage
2 - Aging
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1 - Poly Glycolic Acid
2 - Optical Coherence Tomography
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International standards

[1] ISO/IEC Guide 51:1999, Safety aspects — Guidelines for their inclusion in standards

[2] ISO/IEC Guide 63:2012, Guide to the development and inclusion of safety aspects in International
Standards for medical devices (as of 10th January 2012)

[3] 1SO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a
risk management process

[4] ISO 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for
materials, sterile barrier systems and packaging systems

[5] 1SO 11607-2, Packaging for terminally sterilized medical devices — Part 2: Validation
requirements for forming, sealing and assembly processes

[6] ISO 13781, Poly(L-lactide) resins and fabricated forms for surgical implants — In vitro degradation
testing

[7] ISO/TR 14283:2004, Implants for surgery — Fundamental principles

[8] ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labeling and
information to be supplied — Part 1: General requirements

[9] ISO/TR 15499, Biological evaluation of medical devices — Guidance on the conduct of biological
evaluation within a risk management process

[10] ISO/IEC 17025, General requirements for the competence of testing and calibration laboratories
[11] ISO 37137, Biological evaluation of medical devices — Guidance for absorbable implants

International guidelines

[12] ICH Q4B Annex 3, Evaluation and Recommendation of Pharmacopoeial Texts for Use in the ICH
Regions on Test for Particulate Contamination: Sub-Visible Particles General Chapter S1A Need for
carcinogenicity studies of pharmaceuticals

[13] ICH S1B, Testing for carcinogenicity of pharmaceuticals

[14] ICH S1C(R2), Dose selection for carcinogenicity studies of pharmaceuticals

[15] ICH S2(R1), Guidance on genotoxicity testing and data interpretation for pharmaceuticals
intended for human use

[16] ICH S3A, Note for guidance on toxicokinetics: the assessment of systemic exposure in toxicity
studies

[17] ICH S3B PK, Guidance for repeated dose tissue distribution studies

[18] ICH S4, Single-dose toxicity tests

[19] ICH S5(R2), Detection of toxicity to reproduction for medicinal products and toxicity to male
fertility

[20] ICH S6, Preclinical safety evaluation of biotechnology-derived pharmaceuticals

[21] ICH S6(R1), Addendum to ICH S6: preclinical safety evaluation of biotechnology-derived
pharmaceuticals

ISO/TS 17137:2014(E)

[22] ICH ST7A, Safety pharmacology studies for human pharmaceuticals

[23] ICH S7B, The preclinical evaluation of the potential for delayed ventricular repolarization (QT
interval prolongation) by human pharmaceuticals

[24] ICH S8, Immunotoxicity studies for human pharmaceuticals

[25] ICH M3(R2), Guidance on preclinical safety studies for the conduct of human clinical trials and
marketing authorization for pharmaceuticals

[26] European Medicines Agency EMAJ/INS/GMP/638479/ 2010, Concept paper on storage
conditions during transport

[27] European Commission: MEDDEV 2.12/1, Rev. 7 (March 2012): GUIDELINES ON A
MEDICAL DEVICES VIGILANCE SYSTEM

[28] European Commission: MEDDEYV 2.12/2, Rev. 2 (January 2012): POST MARKET CLINICAL
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FOLLOW-UP STUDIES A GUIDE FOR MANU-FACTURERS AND NOTIFIED BODIES

National standards

[29] ANSI/AAMI HE74, Human factors design process for medical devices

[30] AAMI TIR17, Technical Information Report: Compatibility of materials subject to sterilization
[31] AAMI TIR42:2010, Evaluation of particulates associated with vascular medical devices

[32] ASTM F1635-11, Standard Test Method for in vitro Degradation Testing of Hydrolytically
Degradable Polymer Resins and Fabricated Forms for Surgical Implants

[33] ASTM F1980-07, Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical
Devices

[34] ASTM F2052-06el, Standard Test Method for Measurement of Magnetically Induced
Displacement Force on Medical Devices in the Magnetic Resonance Environment

[35] ASTM F2119-07(2013), Standard Test Method for Evaluation of MR Image Artifacts from
Passive Implants

[36] ASTM F2129-08, Standard Test Method for Conducting Cyclic Potentiodynamic Polarization
Measurements to Determine the Corrosion Susceptibility of Small Implant Devices

[37] ASTM F2182-11a, Standard Test Method for Measurement of Radio Frequency Induced Heating
On or Near Passive Implants During Magnetic Resonance Imaging

[38] ASTM F2213-06(2011), Standard Test Method for Measurement of Magnetically Induced Torque
on Medical Devices in the Magnetic Resonance Environment

[39] ASTM F2503-08, Standard Practice for Marking Medical Devices and Other Items for Safety in
the Magnetic Resonance Environment

[40] ASTM F2743-11, Standard Guide for Coating Inspection and Acute Particulate Characterization
of Coated Drug-Eluting Vascular Stent Systems

[41] ASTM F2902-12, Standard Guide for Assessment of Absorbable Polymeric Implants

[42] ASTM F2914-12, Standard Guide for Identification of Shelf-life Test Attributes for Endovascular
Devices

[43] USP <788>, Particulate Matter in Injections

[44] USP <1788>, Methods for the Determination of Particulate Matter in Injections and Ophthalmic
Solutions

ISO/TS 17137:2014(E)
[45] ASTM F2394-07(2013), Standard Guide for Measuring Securement of Balloon Expandable
Vascular Stent Mounted on Delivery System

National/local guidelines

[46] FDA Draft Guidance for Industry N°6255, Coronary Drug-Eluting Stents— Nonclinical and
Clinical Studies, March 2008

[47] FDA Draft Guidance for Industry, Coronary Drug-Eluting Stents— Nonclinical and Clinical
Studies, Companion Document, March 2008

[48] FDA Guidance for Industry and FDA Staff, General Considerations for Animal Studies for
Cardiovascular Devices, 29 July 2010

[49] FDA GLP Regulations (US Code of Federal Regulations, Title 21, Part 58 - Good Laboratory
Practices (GLP) for nonclinical studies)

[50] PFSB/ELD/OMDE Notification No. 0301-20, Basic concepts for evaluating biological safety of
medical devices required for application of manufacturing/marketing approval (1 March 2012)

[51] Guidance for Industry and FDA Staff. General Considerations for Animal Studies for
Cardiovascular Devices. U.S. Department of Health and Human Services, Food and Drug
Administration, Center for Devices and Radiological Health, 2010 http://www.fda.
gov/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm220760.htm

[52] National Research Council. Guide for the Care and Use of Laboratory Animals. The National
Academies Press, Washington, DC, Eighth Edition, 2011
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NOTE This guide is authored by the Committee for the Update of the Guide for the Care and Use of
Laboratory Animals; Institute for Laboratory Animal Research (ILAR); Division on Earth and
Life Studies (DELS); National Research Council.

Scientific papers

[53] Nishio et al. (2012). Long-Term (>10 Years) Clinical Outcomes of First-In-Man Biodegradable
Poly-I-lactic Acid Coronary Stents: Igaki-Tamai Stents. Circulation

[54] Fischer J. et al. Improved cytotoxicity testing of magnesium materials. Mater. Sci. Eng. B. 2011,

176 pp. 1773-1777 .
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