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BBMRI (BRMD312D/NA ZINI D DRy D —27)

BB MR' Relative percentage of financial support

B?Obanking and Please select type of Biobanks: | all human biobanks
Biomolecular

Resources Research
Infrastructure

Choose country- | all countn_e_sZB

Total number of biobanks: 312

Funding by
research grants
Funds from = 29,27%
D N patients .
by general criteria organisations, .
Focus of Biobanks focur:;; ‘at; :r:;d S
Number of collected biological 6,63% Access fetfers and
samples income from
P SR Private Funds service (DNA
Strengm of blobanksistudles from industry = extraction,
2,749 5
Location of biobanks and networks S e?f’;“:y?'gg;% ‘
, Financial support Other fnding
F‘nnc;pal vanables of lnterest Public Funds = = 3,82%
e = —— 16,96%

Access to data and samples

Number ofﬁlled in queshonnalres

Recent pubhcatlons

by specific criteria
Search function Funding by the
institution =
Logout : ; 38,72%
https://www.bbmriportal.eu/
https://www.bbmriportal.eu/bbmri2.0/jsp/bbmri/fundingChart.jsf HO7
Bioresource Research Impact Factor
C A [ www.gen2phen.org/groups/brif-bio-resource-impact-factor w ©
Login or use o~OpeniD oo |
G2P , Knowledge Centre Need an account? Contact us
@ GEN2PHEN is funded by the Health Thematic Area of FP7 (the 7th Framework Programme for R&D) by EC.
Home News Events Community Data About GEN2PHEN
Blogs —Groups— Biobank Informatics BRIF: Bioresource Research Impact Factor Cafe Variome Development DNA Enrichment Functional Prediction

LRG Phenotype Modelling Researcher identification Semantic Web in GEN2PHEN Sharing Summary GWAS Data Web services and exchange formats
Home » Groups

BRIF - Bioresource Research Impact Factor o BRI group home
> Wiki
["view || Byterm || Revisions o BRIF Subgroups
) ' o Toulouse workshop Jan 2011
» Disclaimer (important - please click here to read) o Toulouse workshop Oct 2012
While biobanking is in the increase worldwide, and generates wider scientific and economic activity, there is o BRIF NEWSLETTERS
no standardized way to assess the use ofthese resources, as one of the ways to promote their sharing.
Additionally, it is becoming essential to properly recognize the amount of work it represents for researchers BRIF - Bioresource Research Impact
to set up a bioresource, and give them higher credit for their effort to make them accessible. Factor
To address this, ourteam has introduced the concept of a Bioresource Research Impact factor (BRIF). The e You must login in order to post into this group.
idea is to construct a quantitative parameter to describe the use of bioresources, modeled on the publication it 2 = 3
‘Impact Factor’. Such a BRIF would make it possible to document; 1. the quantitative use of a Bio-Resource, ». BRI group home EE lic‘:’C-’Bj(?_’-?(@.%; :
2. the quality and the importance of research results involving it, and 3. the scientific and management efforts " V\Qﬁn: o = Bioresource ID
= B = R S . ubgroups
ofthose who set up and made available a valid bioresource and their institution. £ Toulousegwor:sh;p m;z(;ontributor ID
This system could be used much more rationally than informal ‘reputation’ in the evaluation of bioresources «, Tntse worss GWResearcher lD
activities over time. Also, if such a factor was taken into accountin assessing researchers/contributors’ il v
professional results, it would increase the quality and sharing of bioresources. Nat Gen 43:503, 2011 o
1O
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B BRI ERE S (EEFEHR LIRS
AT 4 T ) Al —FITRBIT D ENDENTREREDHRE &
DNHINA TN 7 OFEL - FROEBAAICEET D5 R LIRS
SHESHEE

INA F XTI T B EBRIEEN - S DB E XN T A 72D D
TR DA R 7 BERCHT AHES
ey EE M B ERLENICET BR - RREREFER HE
ENEREEMI X — SAF N7 EHE 2R
RGeS ENIEBIRISE L ¥ — RIS TAEMES HE

MEREE

MNECHEK T HAERRE N EELHEERE L CER SN MRFTEL OGS
DERIMTHON TS, TNIE, DO THEEO—ETH - =RE S, BT HEADAERE
REELEIZBAT B IR ER A B D FEN B DN LITX B, T2 T, B E R A REE
D36 LoV DWW EAT 5 7o DIZ, & BIZEOBWAEREEZ AW stz LV &S 72
A EE H LBICEELZ L2 6 S0z AR F OB O OERE(L DSBS
EEDTND, Tz, BRICBIT DSR2 AR Z7I2B80WTH, —EDEHELLEE XD
TEBROLNTWVWD, FZ T, BFEICBWTIT, EREER L LT ISO/TC276 OFEED
BME 7 42— LR 5, BHERDONA F 5, 380 71280 5 FINEZEOEENIC OV TRET
BIT o7, AMFFRIZEB W TIE, TC276 DALY ML b ZEET 57-DI2, OECD £W&iFEE
B—=DITARTAVIREERERDETA RTA DB EITo -, TOfRE, REE
SEMARZERT D v NG IR E R O 72 DO EREE 2011 ZENO AL A0 7 D&,
BHEBOBRBOEARLTEIZENEE LN EWVIFERICE- T2,

A. BIFEERE ‘

BN TOANKIZH T 5 EWMEROE /2T -
B CORBEDT=HIZ, LTO B ERT- T %
179,

1. ISO/TC2T6EEZ D T-, VEHDASA F R 7D

%E%@'%E%%%@@@m-ﬁ%kwaﬁm
2. BBEOEE 23S E R 572D O EBERF R

DUNEE - oH7

B. BrFik
AMFFRICEBNTIE, & NHEREDERORR, WL
H,ORE, DEESDERE NI AT EER
b, TNENOEYEFIZ OV TIIRFA OXHR 2
EREONRH DN, FOZ LIIARPFETIIRE L
RV, SRR RN L, — R EmEIR
WOWTOREEFIEZ BETT 5,
AHFFRICBVTIE, TC276 OREEEMHR L T,
OECD 0o4&W&HEtE % — (BRC) IZBT 5414 R
FA v (2007), KU BUE ISO OEfmOM _EIZH,
S TWD RS AR YR % — R OVE
WEIR O E OB % HE “Quality management of
biobanks/biological resource centres (BRCs) and
quality of biological resources”] (8%, 2013.10.9)
EKEENLR ABZERT (NCI) OAEIRRE sk
\ZE89" % Best Practice (2011) &2\ T, EARMA
Ez2 FIZE L THBREEIT O,

TC276 ® HBZERM 2L REE L B E L

7oA RTAVDOREZHY, —FH, NCLOFA N

FA VEEICKENTO S F I FRWFSEHR TI1TH

TN B AEYEFRRE OEERE B E LT DT

HY, EHITEHMHRORY N — 7 BEERIEZT

HDTHD, LL, AIED OECD @ BRC OEH

I IREREMEREXNG LT HHDOTHDLDITH L,
#EFITe NEREYMBRICIEE L EEEETH D,
F72. NCI O3CEIL, 2002 EnSBSh-EE
DEEHFE L EMFE, FIEBEGREORFHIESNT
Wb, TNHOXEOHEDEY, £, AT
X, TOEMNRE NEREMEREZXNERETHHD
ThHAHZEEFHZEL, 2 2 ClENCI 0EEKEES
N SRAEYEIRED R B — DD EARR 2 E
2 ERIR LT,

—7J. BRC (&R ¥—) OHA KTA4
. EERMENE. BUSMER, BRI AT A0
U OECD 2B 5., K&l K74 T
B, T, MOAEMBOAMEIREZ &M T, b
b SRS EIREEA 22 SISO T OREIZZ LV,
L2 s, 202 0%KETAZ LIX, UTD
2RTERENEEZ D,

1. A AN OEBITBWNT, BARPERERE
THEICAREBEREEORWVE LAITX 5
MRHDH, Pz, ThETELLE bEE
B EH A ERREEESE T ATl d
LOREFHORELBET D, 72 L,
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2. NCIOELEHEII MBEEE A 74— LK

avy b BRER, LER, R, TEHR, fRHSE,

BOFDIZIED 5D BAHEIZOVT, B5MH,

EEm L MEm TORBEI TN TS, o

T2 E TC276 () B3 Z LI2LY .

TC276 DFEHRDO P TR ANDNXIHHDH

HPTXDEEE R 5D LERXD,

C. WFIEHER
1. TC276 DEEENHA

TC276 DHEIZEA L Ti&, OECD Tt hd/ A 7
N7 BIOBBEFHERT —F_X—RCEBT o0
A4 KZ A > “OECD Guidelines on Human
Biobanks and Genetic Research Databases
(http://www.oecd.org/sti/biotech/44054609.pdf) |
(20094F108) BEELEZ bNIZH, EEROHER
O e, BIRESNDEERS L, OECDD 14
WigEE % — (BRC) DFEBEEFH “Best practice
guidelines for biological resources centres”
(http://www.oecd.org/sti/biotech/38777417.pdf) |
(2007) B2 HOFERETRELEb, Z0
WEEX, FNIESS0ECDD [EYERE 4
—  EGBREEANNET I I T —DOREOX XD
“Biological Resource Centers: Underpinning the
future of life sciences and biotechnology” ]
(http://www.oecd.org/science/biotech/2487422.pd
f) Q001F3A)E VI MEZEDHRRER THD, ZD
BRCIZBE L CO®REEIT A AN LREN TN,
200148 HIC7 T VAN ARDIRELZ G EMFNTE
LD bLDTH D,

Zh b OWAEITIENL - T, 1982 T OECD (I I
AFT 7 /av— HE®NMLY NEFRG
“Biotechnology:  International Trends and
perspecitves” ]
(http://www.oecd.org/sti/biotech/2097562.pdf) &
WO HEELFHKE LTS, 5EO OECD OBy i
ZZICHESTVD, ZOXEFSFHATAHATHIE
HWIXETH D,

1982 FE D EEZIT 4 DO E T TV D3, B
ETHLEERLOTHY, ZZTEHTET D,
O Hirr#EL A A7 27 7 aY— (Patent

Protection in Biotechnology) : Z Z TIZOECD

SINEM CTOFRITEE LR ISHE L STy

Do
©@ 24l #H (Safety and Regulations) : BEEE

RETHY, BBIIEEINTLEEZ D, B

IC Ko TERLLEER, RRRLOE=F

Vo7, TENKREEERGIRENFETH S,
@ NAAT U ) uV—TOMRBRREICLIT 5B

J58t+ & ESENENL (Government Policies and

Priorities in Biotechnology R&D) : Z D438

Z OEFRICRT D8R8 L RRFIEIZ LV R ED

WMBEERD,

@ NAFT T uU—OREHA Rk

(Economic Impacts of Biotechnology) : Z®
SEOEEIZ LY TC2T6DREDRF B EE
ThodeEZLND,

WIRDZ LR D, 1982FEDNA FT 7 Jad—
DA a—7Zid e MBS ERIIE TN TN,

1. 2. TC276 DA=a—F
BERRZRINTWD IS IR0 LAEYERE
B =R OEYEIRO ME OEEHR "Quality
management of biobanks/biological resource
centres (BRCs) and quality of biological resources” |
(20183~) 13, LT DX S R a—=F2E ATV D,
+ Horizontal, Provisional (4#%%E3 5%
e LT)
« X% b b WAEY. HY. B, R,
RERARTEE, o - A, #EFlReE
o b MEWERTHIRE - 2R HIXERS

1. 3. TC276DHRFMAMI & B
TC276 DEFHILL LD FBC D E 4> DI 5y
PIVTHRETE B Z > T\ 5,
* Task Group 1 Terms and Definition:
leader Dr. Pablo Serrano ##
Task Group2 Biobanks and Bioresources:
leader Dr. Georges Dagher 1A
* Task Group3 Analytical Methods :
Dr. Sheng Lin-Gibson >k
* Task Group4 Bioprocessing : leader Mr.
Tatuo Heki H

leader

9, ABOERIIEBEXECTIIETHD, BEE
RO EDHEETERTHNTHDHR, EEXOMBEIG
HWHEICEIY, BARDEZZ#EDZEDEHELL 2D
AbdH0b Ly, BABR—FBELOH D HH
E LT, BEOEYWEREOMEMNMITTSZ L, F
HANBEREINB &, BRERD D,

NAF X7 BRCsIZ T T v AR FEHELR - T
WA, 77 RAFRERE LUTEY., EERED
EWER~OELREW E Vb, & MEREYE
A ORI OV T, BARIZ L o TREIC AR
RIFERICRDZENRNTFRIND, AR T 2D
TV, HOERE v FEREDEROEIZEED
TRVMEHI & 72D Z EIIRRO A RE TR WEB 25,
BONIR LIz L D, BN ZUZEIRL, »
DEERR & e UE, BB E RIE X xS
M5 XELLT, BFETEERTIEDMLEL
B, —H. & NEREMEROZ LEEXD L,
EEEA TR O T a2 5B LILTW
WESRH B, BRI, 5—n v SEETHAEYE
FROWBEPE L WY, REITHD, TDOLO7R=
Ll ADE LT RWDERSIC. TC276 M
AT Z LBELLL R, EBXLND, L,
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AW Lo T, FEHESNOF T, BEHIAATL
HZELEZLND,

1. 4. TC276D&wmIC BT 5 KEDEIE
KEL, TC276D#EH/RD T T, RARSVVIRE
BECHDEBICERFECERLEEATLZ L
X, FOEBOBBEEZEET LI EHEFTLTVD, 2
VUIEERFEE Tho T, KEIL, BOREEDELE
{ETId7e Bpm 2 EIR L2 B E 41T o & &
FRLTEBZOND, ZOLIREELH - TH,
K [EiXAnalytical Methods® & & A TEEHELET
W5,
AEROFRMEIL. 4% OBEITHIRRER &I
K LTENT D, &bl BB TEELEH#
LEDD Z LW, SRR EROFAZHET S
AEERHDENIZETHEH D, LTz, T
TOBREEREZ TEEON XU T hHEZ A LT
TER, BAEORE, ZHICHEI A F 0 F
T OMGENRBE L 2 Db TH D,

ZZTCTHEWEZ SRTIE e bR ORI, B
ERE LT, NIRRT ZEOTE &R L.
EI)TRVWEREXBTHZ L THD, miE, miE
ORI T Z BN TE R, F/2, DNAIZLT
HRT ) AEETHECED LW EERH LN, E
BEIZHEE X 7= DNAZSZ O OFRMT CF F FTREH>
EIDNEIRATH D, BHFEORIEALBRE A 5
HETH, TI0bEONTEDNATITX AT L.
BENOHEHERRINTZDNAZ AW LEDH D
TR DHDEEZLNTND, [FRULMELE %
He, EOBRBETCMEZEELT L0 EN-T-FIH
CFIXEERBETH S,

1. 5. X&EHE
BIEBRET S TS, IR F R 7 L AR
VE— R OVEYEROSEOEER "Quality
management of biobanks/biological resource
centres (BRCs) and quality of biological resources”]
(2013~) ZMDOHTA KT A 5L HERIERE L
RENERL LT,
BBV XEFEZ L TIC LD T,
© HEWEREy ¥ BT 5EEEETA NIA4
v “Best practice guidelines for biological
resources centres’ |
(http://www.oecd.org/sti/biotech/38777417.pdf)
(2007)
© TKEESDSAMETTAEMERRERROZDO
EIRELE “NCI Best Practices for Biospecimen
Resources
(http://biospecimens.cancer.gov/bestpractices/201
1-NCIBestPractices.pdf) (2011)
© IS09001: 2008 2000

HEARAREZEZ 5L L TINCIO X EZESEARIZEL

ZeeT5, FOEBITIYEILEN NMEWEIRIZ
BLCix, R Z 0T, EEHREROESS. fIE
BRE OB R %2 Xk S 8- A5G o, RS 5Ek
EXRBRELELETHLINLTHD, 0L HBED
ERIZTAHZ LT, & NMEVMEFROREIZOWT,
REREE D DI E - TR FIHCRFE. FIEME
ROREE TCEDHEEDOF T, OECDNTC2760
REICBWTZELEH > TWAE0EEET S 2

EWTED, LEFFIZ, BANERTREHERIZD

WTHIB T 22 R TE D,

F1 - 3ITHBOMEELE LD, ZhbIZLY

LT OENEFETE B,

O FTRTOXET, REBHKOETHEEE, DI
DONWT, WEEBERPOERICOWTIE, AN
— XT3,

© EFNLHLEMBRTAEIIAFLRDES S, 2D
DXEFTNTTHIRNA=INTWND,

@ —F. b NERAEWERSES OGEAREETDH
L. AT A =LK a3ty BREANERE
HEIZOWTIE, NCIOXXELSTIEE Y b
TUN7RUY,

IALDOREBELTYH, KL= L91Z, &

N RAMEROBRNEICET 2B E 2% T

LRIz, NCIDO L HEITE b EfER M DR e AT

ELLTHIHATREE B 2 b,

1. 6. fOTCHELEDY =Y
TC276IZEHET 24 A KT A VT DOWTIE, B
TR T KO LR BRIENFET D & &
NTW5B, LxL, ZOHIZISO/TC198 Sterilization
of health care products 23& £ TV, TRIE,
TC276 LTC198 DEEREZIEDL RVE THEN L
TONTWHEDT, HZTY TV I AD TN
EWOIFEREH/TND, Fiz, EEMZERIL. 2
NETOXEFEETIZHEIETE AHBOERE RO
BT HEELL, TC2T6ICHARAREL TDESR
BEZDVERHDHTEAD E LTINS, &EIIZIT,
TC276 \[ZRALHBPERS LIS Z &R
Ezonhsd, fRELT, BARERNTIX, Thbo
B o ERXETOHBEOEVWEEMR L CEmd
HIEDRETHEHETHD, FICZOSETIZAAN
BELTDH, WVITSRERMICEY HLWaE
DHEETDHEBEZDHDT, HARENTOMERE, i
L DEELRET HHRPMLETH D,

+ ISO/TC212: Clinical Laboratory testing
and in vitro Diagnostic Test Systems =
Korea

+ ISO/TC34/SC: Horizontal Methods for
Molecular Biomarkers Analysis = Japan

+ ISO/TC 61: Plastics = Germany

» ISO/TC 150/SC: Tissue-engineered medical
products = Japan

+ ISO/TC 194/SC: Tissue product safety =
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Korea

+ ISO/TC 215: Health informatics =
France and Germany

¢ CEN/TC 140: In-vitro Diagnostic Medical
Devices = France ‘

« CEN/TC 233: Biotechnology = Germany

« CEN/TC 316: Medical Products Utilizing
Cells =dJapan

« CEN/TC 411: Bio-Based Products = UK

1. 7. 5BOFE
TC2T6DRETEITF 4 DL LD T, ZD

FREINZWENE R DIEEN 21T 2 MWELNH 5,

2. b FERAEHEFIZTOWVWT
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Dt FHEORBTHAHZ &, b O — DX U%EY
BIRNF DRSS B ANEOAEBRYNREEEL T 5
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BIENA AR 7 TEE SN TWA DI, 2 FH
» TH¥T D AROAETRANREE KT 2508 & 1F
W) ELTOWETHAY, TOLDIT, BEDORF
B, ¥k, B, REICE LT, EEESLETH D,

FARRGIZIE, W& EB e PEEYE L TEEL
THELEND D, RREMWMOZ & %2E 2T T
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HDH, LLERL, B FTIEENRTERVWDT,
WELTENLDEMDE L WEREMHTHZ L
NEEL D, FOEDICIE., TEXAETEEOK
ERERBHMEHR E EBICNET D ENEEL R D,
Thbb KREXREEM»HSBHILEZITV 10 Az
HI B7H12 1000 NEDD V) ) extkz &
HUVERHY | KPR AA TN T RE LD,

2. 1. b MEKBROREMEORE

20004EFR DTS b b RO AEMEIRD EE
FESHTARE AN D | BUEHFI AR E DH 1L
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A EN72\ (garbage in — garbage out) | &\ 9 1E
ENAEEN, b PHEAMEROE LB TRE L

LTEY EFbnsd koo, NCITBEICR
B U 0 95~99% 73, T O m LD
FTHATERVWRE THEZ &MY, AFRER
DEEICTEAND L DI 5,

20045 0> L NCID M558 /8 & EFMFIE 2 BAsA L
= RA Y e N TN T Z E < Indivumed i,
FTCOMBEOEI D BE LR, 1657 AN TORLHE | fx
B (BEREZEHRRE) 2FEBL WD, 2L,
ZOEETEEELELT L, EEICIE, REED
B T DT, WFEEEEMASFMEICREY T, M
BOEM., T L CRIEDMESRE 217> T\ 5,

ZoXHT, b MEEERIZ, BHRTDHAMEDLE

A ARERR D o TR TRE T H 720X, #
R BB MEEITOMNERH D, L L,
FHFH., FPIRTERITS L L TOREMEEZHERT
HZUERHDHOT, HEEENIZIETE2WEE b H
Bo TOTEITIIFEZEIY | %10 HBHREFT 5
Tl B, EEMEBOBE T, YIBRERE RS
THE, T RayIOXIRREREZD
Mo THAKNDETRIRBE R o-bDERD T E
Y, BETAREEFIIMICLEFEEL, 5% 0K
[ C O EEFERERMLETH 5,

TR, Ao sBERIEE K U AYEE o
MR Z B ETD, T DR ERMTORE
ZOLIRVEIZ LY AENOIREEE KR L&
WEIRETEREE T2 Z L2 oWV Tl 7z, T
ELHnEND LB LT ERE %KD B HF2EAE
MO R NRAF R DORIGEEZ bND, EEE(L
DEZNZTEHETREZDMUENH H DT, #THh
5,

2. 2. E¥icBITARERR (REEOTHR)
LB RSO —

WFEEICRI T 2 72 DICINE T 2 2 E B R OFE T
I, REEEIE, HRE. BEEOR—SRELE
RoTNED, ZOESITHOWNWTIEL, 22002 L %R
T ERA
O EHETHZ LT, Hx DBREEZF~DOIIEOH

N ENKDONDAREEN H B RITEET D,
© DECBITARHE. BB~ =2 T VO

SRR, BRTHITONTWDN, ZDES)

P, FERIEKER B RS R TSR L O ICED

b,

TR, SA AN T E o TSI EE
RoTETWAN, BERICH-IEMRN/SLEL T
DHEIHEEWFIEDOTZDICHBERBEOEVNCLY . B
REOHIEHFITSWESHAEL D H, DPCOEA,
ICD107 E D KX Thi7=s, £ DH TIEAR+
HEEZBND, BESFICBHNTE 2, EAOR
TERSEICB W TEEDOREEZRILT 2 HiE H—
SNTWRNWZ ERREE 2> TV 5,

2. 3. EMEROEELOBRE

AMPEIR, B XTI R &I, BREL A
H, RERICHELZRELT L LIXTERY,
RAEFEEL TDHOICIE, HEEOEELOESE,
ok 2RI O RS, Wik, BRELRELBRET LN
ERHAH, FNHICMAT, —EDOWRD LILZF
NEIZGE > THRE, RETAZENEELEZD, =
NICE Y, BREBTEHRWE, AROATIRED
WATREL 2B L WVWHEZTH D,

bbb, BELESNEFIECIY, HEATEER
EWEIREBRDZENTEDLEVNIEBEZ T TH D,
LasL, EELIEHOME S H 5, BloFIH
R TR, B SN AEWEIEN, EORET

— 104 —



DERDEFRELZ L TWANED DI,
EYELHEERED Z ENEETHDLLWVWHIEZXFT
b5, Thbb, HBOREE TORDY HFV % LB
THZEOTELRENSIX, Hix 25 THREL
SN AEMERE— DO THIAT 5 2 & 3 F[EE
b, Pz, MBOBEOESVEHRITE S
BN EDRFHET=F—THREREZLND,
F7m. BRSO E TORE - JRE - RO
2, HEHIE L LTHEPNDHEELH D,
DNAZAEEWE L L TEX b TEERMEEDE
Thbd, ZORZHEEDE—MENEETFTERE
DODNAZxfG L LB EMREOEEZ 72 LT\ 5,
THUTHK LT, A ECRBIED: 813, L%
RPN RARY . 2. TORBEREEIC L BV
WERBLAZLENEZOLND, ZTOZLEHEL T,
TEANAA AN DY U TINMBCERI NI L
ThHHN, —OORBHIR L T22oU L&KMt AE
THLEThD, HlziX, MFRIUIEL TR -
TRERERZERT S, HDHWVE, FUmEs R
olBECRETH L RETHD, ZDLEH7%
ST, — IR L OB L 1T R BN, TE
BHERY NN TCOMERI A 2R T A7 DEE
REZFTHD,

2. 4. WEEHOEREDORE

INA FN 7 DIFBNZBW T, BRENLRZHN
BERERTHD, T LT, WANARERFICLY
FENENDNARA AN TIRE COZHRIT R D
EMTFREIND, TOHT, 2D JEWEHETO
LEEGRIREME R FER T D E DN EETHD EE XD,
Fo7eBhl, FMEMHEOEENE, FLTEREXZD
Index molecule DHRFE 7 & FF 5200 22 A2 HEA L HI BE D AFF
TREEERD,

BE, £< OEN, EEESCET, Evidence Based
Bioresource Research WH BEENXMED S, TDE
RT2EZAFIDHEVICHDEEZLND,

D. ££8

b NESRAEYEROF R RIS BRE ORI
RKD—oE LT, BB MNETHDLIEEFILE
WTH L ThD, BENICL o TR TE 2508
EL EODTRVEBERDAZ LEEET A LRE
BHThD,
UTFTEELDB LT, mmEPEELIZE-
TR 6B DT TRV iid, FFICREBSLE
Thd, 7., L&A AELZEETHIC, BHME
DORO—IERE LT, ZELITFERATHLA I,
FIEnE R EYERE B nNEHFREREDRE
DEYERENLGFTOIRBEGZEBILLEEZI DR
ETEHRWEA I, BAERHINLTNWET T A

DEBFENTEAIC, 20k REBELIHFITKkER
BRI MER VDS LRV, 7272 L, ZOREX
EERATHD L, MREFITEM LS WES D
BV, FORELEBRENEBERIRFTTH L
BME L Bbhnb,

E. ¥
NAFN T T HIEEEEZD ELULTOR
EEETHVLERDDEEZLND,
1. AROAREEY RIS S5 MHREWERD
FAnE L EREYE Y, B AHETHD
2. MEIELTIUTD 3 20H 572 —2EZ
LHMLENRND D
O WHE, L%, EWFEHRE
Q FHREICBTHMEE (EANEHREE. BFH
DS & Le)
@ fREmEICRT L HE MRS LRR
DR REMEE & Te)
3. EEEIZBON T 2 >OAIEICEET 5,
O EHLNZFIEIC X HERE, LHE, #E.
Wk, WFYEFRIA
@ Blpol- &b E BRI X VBT D
4. TC276 DFEIZBW T, b MHEEWEIREOE
Iz OWTIE, LT OMBERERZ FFOLEN
H5D
O E¥{bE, FOBEMBET, EZIZEATHMN
72 KO & R B4 A EIA
ORFEOEEZ LI EEET S
@ UHMEESORBEZAET S AEEDOD
5 EIE
@ EREIZEINTXEN, BRI ED LS
REBEHNCFER EN D DO TIE, %
BORBLMRFTPEEL 2D, TORTO
BREBE T2V,

F. FEAERER
PP

G. W%k
1. FmCHEFR
B AP
2. FEFE
B AP

H. R EERED HIRE - BREIRTL
1. B A

BV

2. ERFT G

BAL AP

3. FDMELE AL

BAYY

— 105 —



xK1. BHE, L% £FHRE

B11 L EMERREAD BD 78

Bi2EFEYWEREEIRRICHOME

B13 a‘r@bcmﬁﬂ%ufﬁb%‘@:?ﬁ

B4 EWERREIERO L TI5H LU EREHE

B15 BRICRALBIVIZESE

Bi 6t £ MBBREIHBRO IS LUTT

,sézﬂ%?«gimaﬁox*

B23 EENEORE

000000000

B24 RIMC B BEEREFIBCROSNEERSE

Bo6 AMIREDBE

521 £MEHO 4

0000000

0000000000000000 O

000000000000000000

BA2 A L-DFDEHER

B43 ERTO —REOTLM

2. FHROMKE

00

BS 2 BRER Iﬁiﬁ@ HE%

B53 RETEPWERIESE

40D (B3 S IET B R

Rl G Aan e p
B62 84 ?E\- --@Jn‘t#-’ro) ﬁmébctln_@f

B63 WMEED BN

B6ALF E*ﬂﬂézﬁﬁ“‘@ Pﬁ%ﬁkﬁ“‘@/lrh@ Faﬁﬁ

BESEF £MEREED EHNEEI 2T LOBR

B66 b+ £EEFRED FHENE 2T L OB wﬁﬁ

B67 BRAIE 25 4l REEY R 1] HO fjR8

C41 FIFORATEICRET 5 —MRAI

C42 HEED FHE

C43MEOFE

Ca4 ﬁ%]b—]‘bu'ﬁ@ :ET Jl/ ‘

’ C51 ﬂ#ﬁﬁ};.:.,._.X%Z(MatenalTransferAgreements MTA)

052 #AEEH (inventorship)

C53 H81BIEIE

C545 U

C55 ERB LU BB it?ﬁ

— 106 —




#3. REASE (ethical and regulatiory requirements)

o'a 3 BRI FIRIER

F4, AT a2—

— 107 —



LE# 3 (NCI2011 vs BRC2013)
T

AT ERE_ A ARTA D LLE xisx
NCI vs BRC

Quahty management of blobanks/ blologlcal resolrce’ centres (BRCs) and qual:ty of ~
& b!olohgical resources (2013)

BER X

BR X
Intro. X
A B Y. B §6E
BLUEH
Al BHH AETIE. ETOEMMYERRERZICHIEED—F | Scope The present standard applies to ~Biobanks or Biological
g AL RO BifE BRALE. BB E & Resources Centres (BRCs) are an essential partof the
f2E BRLORBETEBFIEEZHLMN T S, EEME infrastructure underpinning life sciences and biotechnology.
BREHRIE., AR EMHD=HOE R EBEEEROD They consist of service providers and repositories of culturable
Loiar, #0aLoiav M RESh TS YEAEE organisms, replicable parts of these, viable but not yet
(BYOREES) A5 VICEET 22 TORBEIES & culturable organisms, cells and tissues, as well as databases
VEBHEEERESND containing molecular, physiological and structural information
relevant to these collections and related bioinformatics”.
Human Biological resources that are used for therapeutic or
diagnostic purposes are not concerned by this standard.
This document was written taking into account the existing
documents in the field, and in particular the ISO 9001 standard
and the OECD guidelines.
It states:
- the requirements concerning the quality managementsystem
for these entities;
— the requirements needed to ensure the quality of the
collections.
This document defines the general requirements to
establish, document, implement and maintain a quality
management system and to have it certified by an independent
body.
A2 BRGEBLY NCIEBEMOEREIERTHY.NCIEBEMRICEHRIN
£ TWBE DL DEERNBIX BIRTF VI ERE b EYE
BRIREMRORERMWICBILTRENTEIFRARER
FHIENTED,
A3 yﬁc@%@ﬁﬁ@ﬁz HEERDA AR
T\
B R LELUE ErEYERKERROHREBNDENCE->TREEY
BB EBT QEEARLLTHAIN, HERRIHLODEHEDEY
& HECERING KEORM EELURER RS
&, EFEMRROEBRM (consistency) LEEEH. D&
SHEMEYEREEEFROF AEERELTHLEEN
2. BEARSNCLBERGERB, ARSI, EF0OH
LEBERXES) !'Eﬁt\fﬂiﬁiéh?‘:o
B1 EFEMEREE ErEMERRERRODENLE SERICAREXRER 7 Resource The BRC shall make sure that the resources necessary
BEROEEEL EMBLIUCENMNTEBIEZEIC 1’)7"") i EDEES management (support services, staff, facilities, laboratory equipment and
WER 15, ZEfEEHE ., HAEsREt, BRER. 1V 7SEHOFME supplies, and IT systems) for developing and implementing
FUREE., ERALOBBOFEMM>—ELEREL. & the BRC quality management system and for continually
MG ERFHARENEEND, improving its efficacy are provided.
B.11 ENMEYERRE HBOERMSE, #hIHETLEE RERN. B8, &
MEERDMBOHM AHE, MRECHEI TR,
B.1.1. LA AL
B.1.1.2 484K
B.12 EFEYERRE BB . EMEVERKRERBZOHEZSIUCEMIZOWNT 7.2 Staff All staff performing work that could have an influence on the
HWERICEIBE RELTEMNMITHELLEL, BOBOHEREYEK quality of the biological resources and collections shall have
FNETH-O. BRI +HEEENERL, BT 5HS0PE appropriate competence as proven throughtheir initial and
HFTELOIBBINEEINDIRETHD, HHT IR professional training, their know—how and their experience.
MREEICHST, EHMICHBICRFOATINEET S
WHEHEHD (ISBER 2008) , FREIFEA QLYK O INE-
WBICIE FEENEETHIENBERBREFYZATS
L TRARTHB.
B.1.2.1. BB B DFHBE S URE
Bl22ERERE
B.1.23BEEHREELUHBEERULTIZZORE
7.21 Competences Each member of staff shall possess the competence,
qualifications and authorisations necessary to perform the
missions attributed to them;
a) staff competence, qualifications and authorisations shall be
documented and kept;
b) the delegation of responsibilities shall be clearly defined,
implemented, and documented and kept;
c) the level of safety training required shall be determined
according to position-related requirements;
d) one person shall be nominated as Health and Safety officer.
7.2.2 Training a) each member of staff shall be allowed to follow training
(internal or external) to acquire the necessary skills. The
efficacy of training programmes shall be assessed. All
training courses followed are to be recorded;
b) members of staff must receive authorisation for tasks,
awarded according to in-house training (general technical
training, training for specific tasks, tutoring, and so on.). All
training shall be recorded;
c) all members of staff shall be made aware of health,
safety and quality issues and have access to appropriate
documentation.
B.1.3 FHESIUVHFE HEBEOEOBREERRTLILEL, EFEYERRER
[TRDEEEE i&@fé‘z‘% By, ERFERBIVEMNELTERELETAIE
ALY AN
B.1.3.1.ER, WEAH B LUFIEDRFK
B.132F|EEESLUHRHIELEDRE
B133EEHE
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7.3  Facilities,
dedicated areas
and workflow
management

7.3.1 General
requirements

732 Facilities

7.3.3 Dedicated areas

74  Laboratory
equipment and
consumables

7.4.1 Laboratory
equipment

742 Consumables

7.5.1 Computer
hardware

753 Networks

The activities performed at the BRC will dictate how the
facilities and dedicated spaces will be required to comply with
various regulations and meet the safetystandards required not
only for the safety of the staff but also the safety of the
biological resources and environment.

The BRC is required to keep, and make available to
members of staff, up—to—date information on risks to
persons, equipment, biological resources and working
environment.

Critical spaces shall be identified and be equippedwith an
access control system.

The facilities shall be appropriate to accommodate the
equipment they contain.

Facility maintenance and cleaning operations shall be performed
on a regular basis and recorded.

When facilities are being built or relocated, or during their use,
the BRC is to define and document the various areas of the
facilities according to the activitiesthey house.

Each individual activity has its own clearly identified and defined
area.

Conservation areas shall be designed in compliance with the
current regulations.

Critical dedicated spaces shall be listed. The planof which areas
within the dedicated spaces are to be used for which activities
should be defined and documented.

The design, maintenance and cleaning of the dedicated
spaces must be fit for purpose. They must be subjected
to regular and recorded monitoring.

For the purposes of this standard, the term 'laboratory
equipment’ covers equipment and instruments.

All laboratory equipment must have the design characteristics
appropriate for its intended use. These design specifications
must be identified. The BRC will ensure that:

a) critical laboratory equipment which may affect biological
resource quality or stakeholder satisfaction is identified and
complies with the requirements laid out in this paragraph:

b) a person is tasked with monitoring, management and
maintenance of the laboratory equipment;

c) a laboratory equipment inventory is produced and
updated at regular intervals, with each piece of equipment
individually identified;

d) a programme of maintenance, monitoring, verification
and calibration of the equipment is defined, and appropriate
records kept;

e) if a piece of equipment is found to be noncompliant, the
BRC shall evaluate and record the validityof the results of the
measurements performed previously; the BRC shall take
appropriate measures for the equipment or biological sample
concerned.

All consumables must have the design characteristics
appropriate for their intended use. These design
specifications must be identified.

The critical laboratory consumables which may affect biological
resource quality or stakeholder satisfaction must be identified
and must comply with this requirements defined in this
paragraph:

The BRC must ensure sure that:

a) a person is tasked with monitoring and management of
laboratory consumables;

b) a documented system for managing the consumablesis
implemented, and appropriate records kept.

The BRG shall deploy and maintain physical securitymeasures.
These measures shall be documented and all of the staff
concerned shall be informed.

Network supports shall be adapted to needs.
The BRC shall take measures to prevent any unauthorised
access to the services through the network.
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B.15 BERAICED L ErEDEREEHRRIILUTEERTCE, Support services Support services comprise the activities of resource provision
M EBIE YRR E O FE BB D ERICFEET S, required to perform operational processes.
HEHEESEVRATLEHETHERERHR BT S, The BRC shall define the support services that play a
AESREEBERV AT LARERBOFEERNT, BiE role in the development and implementation of its quality
SOEMHEHCETOIERENPUELATTS, management system.
B.1.5.1 SR B DEIRE LURSF For each identified support service
B152MMREBENODBAR K a) the relationship with the suppliers of this service shall be
B.1.563. 70 o D EIE supervised by an identified member of staff;
BS54 EOER b) specifications of the BRC's requirements and expectations
shall be drafted, communicated and kept;
c) the CRB shall evaluate the compliance of this service
to the requirements defined, and record the conclusions of
this evaluation. In the event on noncompliance, the BRC shall
take appropriate action.

8 Procurement The requirements governing procurement exclusively
concern delivery of critical services, equipment and
consumables.

9.1 Methods The BRC shall identify and document critical methods for
each of the steps of the operational processes described
chapter 10.

The BRC shall set up a validation system for these critical
methods as best possible according to the nature of the
biological resource.

9.2 Quality control The BRC shall deploy a biological resource quality control
system across all the processes according to the requirements
defined under section 9.1.
According to the requirements defined for each typeof biological
resource or collection, the control system shall be documented
(critical steps, methods, acceptance criteria) and up—dated
according to the current the state of the art.
The results of quality controls shall be recorded (4.2.4). These
results shall be used to meet the requirements set out in article
6 herein.

9.3  Traceability The BRC shall ensure the traceability of data concerning
a) Biological resources and collections
b) BRC activities (for example the inputs and outputs of BCR s |
biological resources)
¢) Stakeholders
The BRC must ensure the provision of all or part ofthe data
associated with the biological resource. For a given biological
resource, the BRC shall record with an adapted and
documented system:
a) The origin (for example provider, home institution, and
collecting agency)
b) The associated data
c) The state of stocks, their nature, their location

B.1.6 EFEPYERRE SHEICEUTOIIU—BHTIEYIEEHEINETHS, 57  Management

BEROFTESE BI6ILBCER. EENOBABIUBRKAROER review
UVEE B.1L6.2BRS M REIGTE . AU FY—UDERE

B.1.6.3§$§giit, FHOREL. #ENLERTR

Z—XDFE

B.1.6.4EEDRISPREE

5.7.1 General Top management shall review the quality management system
at regular scheduled intervals to ensure that it remains well-
focused, adequate and efficient.

This management review shall include an assessment of the
opportunities for improving and readjusting the quality
management system.

Records of management reviews shall be kept.

5.7.2 Inputs to the The inputs to the management review must, among other
management things, include the following information:
review a) follow—up of actions decided after previous management
reviews;

b) analysis of the results from process monitoring;

c) data on the conformity of the collections and biological
resources to the specified requirements

d) issues that could have an impact on the quality management
system

e) review of improvement actions that were defined and
implemented (corrective or preventive)

f) feedback from stakeholders;

g) audit reports

h) attainment of the defined quality objectives andprogress
towards fulfilling the quality policy

These inputs should be presented in such a way as to
enable management to link them to the stated objectives.
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5.7.3 Outputs from the The outputs from the management review shall include

management decisions taken and actions initiated concerning:

review a) improving the efficiency of the quality management system;
b) improving the BRC's operations in relation to stakeholder
requirements;
¢) resource needs;
d) possible adjustments to the quality policy and quality
objectives.

B2 HEPEHEOIL ERTIMEFERICESVTRLEOS VN AYRHEEIR 9 General The BRC shall identify:
£ N FEE. £ GE BHETLETRTAIERSEL. BEOSWLEY requirements a) the specific requirements depending on the type of biological
BYHLSLUE H#éE, ENARSME NSRS DRTOE W RHICE resources;
kil BLEEYREBEERSND, b) requirements specified by the stakeholders (5.2); these

requirements shall be documented

¢) requirements not formulated by the stakeholders but
nevertheless necessary for a specified usage or, if known, the
intended usage;

d) current regulatory and legislative requirements;

e) any additional requirements set by the BRC;

) the requirements set out in any available best practice
guidelines issued by professional organisations, if vailable.

B21 HAWZEHER HHHEHERE. EFAERSNEISUIBRTIEIOEY 192  Quality control The BRC shall deploy a biological resource quality control
BLUNMFZEE HHORSHICEEL. £EYEHBORBEFE N TESBES system across all the processes according to the requirements
EZR FTHLHMINIRFEET . PTEBERIFEORE defined under section 9.1.

FIEDO eI EETLIER. According to the requirements defined for each typeof biological

B2l oA EBER resource or collection, the control system shall be documented

DFEESHERIEUTOBRHICHEIND, (critical steps, methods, acceptance criteria) and up—dated

FERETDHOEMARSINEDIKRE according to the current the state of the art.

CREOIEEE The results of quality controls shall be recorded (4.2.4). These

TR EICBTTAEOEMOMYKRIMVEE results shall be used to meet the requirements set out in article

B21 2.0 EBHER 6 herein.

B22 WNEITREEY WETIEMHHOBEBEICEELZRIZTT. 9.2  Quality control  The BRC shall deploy a biological resource quality control
HEORE UEE L= e BB R RIS B YA DRI HETH BT system across all the processes according to the requirements

T, BB TFRAShAITHRAROBRIZHBELT defined under section 9.1.

W RIERE SR, According to the requirements defined for each typeof biological
resource or collection, the control system shall be documented
(critical steps, methods, acceptance criteria) and up—dated
according to the current the state of the art.

The results of quality controls shall be recorded (4.2.4). These
results shall be used to meet the requirements set out in article
6 herein.

B.2.3 EHEFMEIONRT HEFHEHISOORBRFEEICBRIETERLD. OHEY 91 Methods The BRC shall identify and document critical methods for

DEEFTFOBBPICHEHIRETHD, each of the steps of the operational processes described
chapter 10.
The BRC shall set up a validation system for these critical
methods as best possible according to the nature of the
biological resource.

B24 FRHIZEHOSW: —EOBREZFHTCEYRHOLBRHREMEZEBEILT 91 Methods The BRC shall identify and document critical methods for
EHEEFIEC 3FIEHNHEINS(SBER 2008) , HAEEDEKRDFIC each of the steps of the operational processes described
ROGNDIER BLAHSEE. FALLRESSURYBLOEETT chapter 10.

1§ LN TFEERICHETESLS., HEIBOIHETIE The BRC shall set up a validation system for these critical

NEETHS. methods as best possible according to the nature of the
biological resource.

B25 FHEDHEME HowHAEHRBNIE. AILRY., +5 88T 5M7-191  Methods The BRC shall identify and document critical methods for
R BIIFEAHOBREICETNTHENEZRETHS, each of the steps of the operational processes described

chapter 10.

The BRC shall set up a validation system for these critical
methods as best possible according to the nature of the
biological resource.

B26 AYRHEORE ThThOBEOEYMRHORYELIE, FaeThHhiE, 101 Reception of The reception process shall conform to a
BEREHBREVIRRIZB T HaL vy av IRBRERTOFIE biological documentedprocedure stating the acceptance criteria for
ZOHIEZ(THEEEEN DD EERHELI- LT £PR resources biological resources and the quality control system applied
HOBEBLVZTOEPHHOBUTHITSNIERD T onreception.

(RNA, DNA. B\ B BB 4 E) ITHELI=SOPIZ{ S, Reception shall take place in a clearly defined area in
compliance with the current regulations for biosafety and
biosecurity.

The biological resources shall be identified and recorded.
10.2 Preparation of Each type of preparation shall be individually documented.

biological samples The critical preparation time shall be specified and documented.
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10.3 Conservation of
biological samples

The appropriate method of conservation for each type of
biological material and for each end~use shallbe defined
according to the state—of—the—~art or according to specific
documented methods. The BRC shall define the site of sample
conservation, and conservation period, for each collection.

A sample identification system shall be deployed. The technique
used must be able to withstand the storage conditions.

The BRC shall identify the biological material that should
have a double backup, establish a duplication procedure and
implement it.

B27 E£MHHEOEY HUTILOEETLOOEMEYEREREMEDSOPIZ {104  Provision of
fas 108 ELTYUTLEREENORYBT, biological

resources

The principles governing access to and provision ofbiological
resources shall be defined and published so as to ensure that
they comply both with current legislation and with the
contractual requirements established with the stakeholders,
including in the event of competing interests.

The BRC shall draft a contractual document that includes the
conditions governing the provision and use of biological
resources. In particular, the quantity of biological material
provided shall be compatible with the intended end-use. Any
usage other than that intended is prohibited.

When samples are handed over, each shall be

accompanied by a document containing predefined
information, including information on biosafety andbiosecurity as
appropriate.

Records shall be made of every sample supplied.

B28 HUTILOHE B281.HEEEH 9.4  Transportation
B.2.8.2 i B DX EERK
B.2.8.3 % LDEEHEIF
B.284HE IR

Packaging and transportation must fulfil legal requirements
Transportation arrangements should be recorded.

B3 REEH 0i4 Quality
management
system for BRCs

The quality management system is a set of processes and
procedures established, implemented and monitored in order to
control identified processes to help ensure the provision of
conforming biological

resources.

B3.1 SRETEIRT SE¥WHRHoOIE LB, B8 BAIE. AXORERLE S 41 General
Ls GREEE(QA/QC) FHBLUSOPXE#FEA-REEE requirements
AT L (QMS) N TRELA TR IS5,

The BRC shall establish, document, implement and maintain a
quality management system (QMS) and continuously improve
the effectiveness of this system in compliance with the
requirements of this standard.

B32 RERMHE QA/QCAHERTELTC. HENRRCERZEZRIFTHE 42  Documentation
HE(QA/QC) NOHIRRER/NMRICHIZ, BEORLERERL, ERE requirements
MERREHEROMENLEREXBL. ENEROE.
B ERPSERLEEBYTHAZLITHTH—F—DIE
BEESORTIIEESER,

421 General

4.2.2 Quality manual

4.2.3 Document control

4.24 Records control
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a) the BRC’ s quality policy with the quality objectives
formalised

b) the quality manual;

¢) all procedures and records required by the present standard;
d) the documents, including records, that the BRC needs to
ensure planning, operations and control of the efficiency of its
system;

e) regulatory texts or their references containing legislative and
regulatory requirements for the BRC’ s activities;

) records of stakeholders’ requirements

It gives a precise outline of the scope covered by the quality
management system implemented by the BRC. The perimeter is
the premises where the activities covered by the QMS take
place.

There needs to be full control over the documents required for
the implementation and improvement of the quality management
system.

Document control aims to guarantee that the most up~to—date
documents are used and made available to the users

Records established as proof of conformity with the
requirements or as proof of the effective operation of the
quality management system need to be controlled.

All records must remain readable, easily identifiable, and
available for as long as they are kept.

The rules for the control of record identification, storage,
protection, availability, archiving period and deletion should be
established in a documented procedure.
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9.2  Quality control

6 Measurement,
analysis and
improvement

6.1 Monitoring and
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The BRC shall deploy a biclogical resource quality control
system across all the processes according to the requirements
defined under section 9.1.

According to the requirements defined for each typeof biclogical
resource or collection, the control system shall be documented
(critical steps, methods, acceptance criteria) and up—dated
according to the current the state of the art.

The results of quality controls shall be recorded (4.2.4). These
results shall be used to meet the requirements set out in article
6 herein.

The BRC shall plan and deploy all the monitoring,
measurement, analysis and improvement processes
necessary to:

a) guarantee that the quality management system conforms to
the requirements of this standard, as laidout in this document
b) demonstrate the conformity of the biological resources to
the specified requirements;

¢) improve the efficiency of the quality managementsystem
continually.

This shall include determining applicable methods and scope of
their deployment.

BRC management shall ensure that effective methods are
deployed to identify where the performance of quality
management system and the quality of the biological resources
need to be improved. These methods should include:

a) stakeholder satisfaction surveys;

b) internal audits

¢) process monitoring, and identification and monitoring of
process efficiency measurements, as possible.

d) use of controls and measurement of the quality of the
biological resources and collections.

Management shall closely monitor all information that can be
exploited to assess stakeholder satisfaction. Methods for
obtaining and using this information shall be identified.

The BRC shall conduct internal audits at regularly
scheduled intervals to determine whether the quality
management system:

a) conforms to the operational processes defined, to the
requirements of this standard, and to the requirements
established by the BRC for itself;

b) is implemented and maintained effectively.

An audit program should be planned, accounting for both the
importance of the processes and areas audited, as well as the
results of the previous audits. Audit criteria, scope, frequency
and methods must all be defined.

Auditors must be selected and audits conducted in such
a way as to guarantee that the audit process is objective
and impartial.

Responsibilities and requirements for scheduling and
conducting the audits, reporting audit results and archiving
audit records must all be defined in a documented procedure.
Internal audit reports shall all be kept.

The BRC shall use appropriate methods for process
monitoring and, when possible, process evaluation. These
methods should be able to demonstrate the ability of the
processes to achieve the intended results.

If the intended results are not achieved, then all
appropriate corrections and corrective actions shall be
undertaken.

The BRC shall monitor and measure the characteristics of
biological resources and collections to verify that all biological
resource-related requirements are being met. Proof of
conformity to acceptance and supply criteria shall be kept
(4.2.4).

This shall be carried out at appropriate steps of the biological
resource handling process in compliance with the measures
planned (9.3)
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The BRC shall ensure that biological resources that do
not conform to the requirements specified are identified
and controlled in such a way that they cannot be accidentally
used or supplied to users. The product inspection system and
the associated responsibilities and authorities enabling
nonconformity issues to be handled must be defined in a
documented procedure.

The entity shall deal with the nonconforming biological resource
in one or more of the ways described below:

a) implementing actions to eliminate the nonconformity
detected;

b) allowing the designated authority or possibly the
stakeholder to issue a derogation such that the
nonconforming resource can be used or made available

¢) undertaking actions to prevent the nonconformingresource
from being used as it was originally intended.

d) undertaking actions adapted to the real or possible
effects of non-compliance, in cases for which the
nonconformity is detected after the biological resource has
been supplied to a user

All records of the type of nonconformity and the actions
undertaken, including any derogations issued,shall be kept.
Once the biological resource nonconformity is corrected,
the resource must be double-checked to demonstrate that
is has indeed been made requirement-compliant.

The BRC shall identify, compile and analyse all data
relevant to demonstrating the appropriateness and efficacy
of its quality management system and to assessing the
possibility for further improving the effectiveness of the
system.

This shall include data generated through monitoring and
measurement activities and data from any other appropriate
sources.

The data analysis must be designed to be informative about:

a) stakeholder satisfaction;

b) compliance of biological resources with specified
requirements;

c) characteristics and changes of processes and techniques.

The BRC shall continually improve the efficacy of its quality
management system by exploiting quality policy (5.3), quality
objectives, audit results, data analysis (6.3), corrective
actions (6.4.2) and preventive actions (6.4.3), and the
management review (5.7) as tools. :

The BRC shall undertake actions to eliminate the causes of
nonconformities so that they cannot be repeated. Corrective
actions need to be adapted to the effects of the nonconformity
identified.

The BRC shall establish a documented procedure to specify the
requirements for:

a) performing a review of nonconformities (including customer
complaints);

b) determining the root causes of nonconformities;

c) assessing the need to undertake actions to prevent
nonconformities from being repeated;

d) identifying and implementing the necessary actions;

e) recording the results of the actions implemented;

f) assessing the efficacy of the corrective actionsimplemented.

The BRC shall identify actions for eliminating the causes of
potential nonconformities to prevent themfrom occurring.
Preventive actions need to be adapted tothe effects of the
potential problems.

The BRC shall establish a documented procedure to specify the
requirements for:

a) identifying potential nonconformities and their causes;

b) assessing the need to undertake actions to prevent the
occurrence of nonconformities;

¢) identifying and implementing the necessary actions;

d) recording the results of the actions implemented;

e) assessing the efficiency of the preventive actions
implemented.

It gives a precise outline of the scope covered by the quality
management system implemented by the BRC. The perimeter is
the premises where the activities covered by the QMS take
place.
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B.5.24.

BE. EVERLEOEKMBBREBRICETIHRED
ERETBHL. BRERNEOHELRD L,

9.1 Methods The BRC shall identify and document critical methods for
each of the steps of the operational processes described
chapter 10.
The BRC shall set up a validation system for these critical
methods as best possible according to the nature of the
biological resource.
9.2 Quality control The BRC shall deploy a biological resource quality control
system across all the processes according to the requirements
defined under section 9.1.
According to the requirements defined for each typeof biological
resource or collection, the control system shall be documented
(critical steps, methods, acceptance criteria) and up~dated
according to the current the state of the art.
The results of quality controls shall be recorded (4.2.4). These
results shall be used to meet the requirements set out in article
6 herein.
B4 NAAt—0F« EMHBIIE T AANF—FELTRIRETH S (Grizzle
and Fredenburgh 2001),
B4.1 /S{FNF—KD BA4.1.1. 7.3.4 Workflow Individual zones shall be defined according to biological material
FEHEE ERESIVCrENEREERRIL, HOWIERHHEE management and activity, and workflow diagramsshall be drawn up.
BEOBEFNDBHINRNAA NS R EHEETRETH D, The workflows in each zone shall be identified in time and space
B4.1.2. and documented in order to:
ErEMEREERRIESESETHRYRILAILO EYEN a) safeguard biological sample quality;
DZFAFBIZDOWCHEL A% b) guarantee biosafety;
RELGTFNIERESR0, c) minimise the risk of contamination;
B.4.1.3. d) control the use of shared areas where appropriate.
10.1  Reception of The reception process shall conform to a
biological documentedprocedure stating the acceptance criteria for
resources biological resources and the quality control system applied
onreception.
Reception shall take place in a clearly defined area in
compliance with the current regulations for biosafety and
biosecurity.
The biological resources shall be identified and recorded.
B4.2 N\AA+tE—TF«1 B2l 7.2.2 Training a) each member of staff shall be allowed to follow training
DEHEME BT SR R BN B D o/ A A N —F 2P B ER (internal or external) to acquire the necessary skills. The
HEBIUEREOD/NN(A 0T BT H2RITOER efficacy of training programmes shall be assessed. All
BISEBELRThIERSEN, training courses followed are to be recorded;
B4.2.2. b) members of staff must receive authorisation for tasks,
ENEMERRERRIE. NAFE—TF1DURIEXUF awarded according to in—house training (general technical
O O—FFEEERE LRI hERLA0, training, training for specific tasks, tutoring, and so on.). All
B.4.2.3. training shall be recorded;
NAFE2—IF1DRLEERDE, c) all members of staff shall be made aware of health,
B.4.2.4. safety and quality issues and have access to appropriate
BEIINFETOT S LEER-RIETHE, documentation.
B.4.2.5.
EMEYEREERRIL, BE O/ (4N —FREOE
EWRELVSETOBEICHTIUBELEFEL., BELE
s,
B43 EREBEO—BH N E—TJT/DIEMNMIEL, EEYME,. BER. KK, BWAL17.31 General The activities performed at the BRC will dictate how the
i COMEY, MEHRORLITET SRS — R R R requirements facilities and dedicated spaces will be required to comply with
& ST LA ISR 540 (ISBER 2008; 29 GFR 1910) various regulations and meet the safetystandards required not
only for the safety of the staff but also the safety of the
biological resources and environment.
The BRC is required to keep, and make available to
members of staff, up—to—date information on risks to
persons, equipment, biological resources and working
environment.
B5 FRERMEHMOINE
BLUERE
B5.1 AHGIOET ERKFRORKIIKEERESEMRE (Food and Drug
Administration: FDA) DERBIEIZEHL TITLY, ThAE
PTHHLL, FERKHBHRECARERBHRCAT
Z—ERHF O BERRBRBEICSIH-ERATELLIITT S,
B52 BERIKIEMOINE BS2.1.
EREREROIREELT LI EYERRERSOERL
[EAIELTLVELY,
B.5.2.2.
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7.5

10.5 Data management

IT system

For the purposes of this standard, the term 'IT system' covers
computer hardware (7.5.1), software (7.5.2), and access to IT
networks where appropriate (7.5.3).

The IT system installed at the BRC shall be adaptedfor:

a) creation of computer database

b) data management;

¢) data security;

d) data processing.

e) data diffusion (for example as catalogue)

f) data recovery if the software manufacturer ceases activity
— A documented procedure for data security shall be
established to manage:

a) access control (for example a password);

b) updates and maintenance;

¢) data backup and recovery;

d) IT network access according to the applicable procedures.

B.6.1 HHEFIE—28%

B.6.1.1.
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B.6.1.2.
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B.6.1.3.
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BT,
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EWRHBOEERTOIZEERSN = RE (RNA integrity
numberii &) B4R - #iss,
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VRTFLOBEEEBOEEREREL, F—E2—RA
DIEHESN - RIS (Protected Health Information: PHI)
ADETIAHEESE,

10.5.1

1053

Data on the
biological samples

Data storage

The vocabulary used shall be the vocabulary used byrecognised
thesauri.

For all data associated with the biological samples, the BRC
shall:

a) define a minimal set of data;

b) define and record the data required for each type of
biological resource or coliection;

c) if possible, ensure that all data are regularly updated and
check the data quality (for example consistency and
correctness).

Files containing data that directly or indirectly identify
biological samples shall comply with all current regulatory
requirements.

The BRC shall define data storage criteria (duration, place and
archiving).

The BRC shall store data associated with the biological
resources for at least the lifetime of the biological
resources, and for as long as required by the material transfer
agreement.

If data is archived, the BRC shall ensure that it is able to
recover this information.
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9.3

Traceability
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The BRC shall ensure the traceability of data concerning

a) Biological resources and collections

b) BRC activities (for example the inputs and outputs of BCR' s
biological resources)

c) Stakeholders

The BRC must ensure the provision of all or part ofthe data
associated with the biological resource. For a given biological
resource, the BRC shall record with an adapted and
documented system:

a) The origin (for example provider, home institution, and
collecting agency)

b) The associated data

¢) The state of stocks, their nature, their location




