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Development and application of sample management system
for phase I clinical trial in our hospital
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[ Abstract] Objective; To standardize the management of biological samples of phase I clinical trials
through application of intelligent sample management system based on the Internet of things technology in our hospital,
thus providing a standardized process suitable for the characteristics of the GCP platform sample management.
Methods: Combined with the biological sample management process of phase I clinical trials in our hospital, the
intelligent sample management system based on the Internet of things technology was developed to meet the GCP
requirements. Results; The intelligent sample management system covered the whole life cycle of biological
samples, including the information related to the biological samples and the management of the daily operation
information of the samples. It made the original records of the collection, preprocessing, preservation and transport
of biological samples clear, and the records had integrity and primality. Conclusion; The application of intelligent
sample management system in our hospital improves the efficiency of biological sample management, ensures the
accuracy of the sample, reduces the manpower consumption, and helps improve the overall level of the GCP platform.

[ Key words| sample management; sample management system; phase 1 clinical trial sample

AERRRASKEEAR(CFDA)XTHH HREMTH-BEFNIEGXETNLE
(2017 55 100 B) h 62 /5 , AH AR T LI AR
([E2TH) BRFEXMBANARTAS AL AR (2018 R EE T — B EM, A S S B — R VEM R

?;09::;1:]) kAR A £ HAE MR B T LA ZEBLE B SIAE WK SR IR R
o, R, y | | N N g 2—=[1]
Ko B A &i%:(010)66939409 , E-mail:15712973920@ 163. com, BUAT , 0 7 LA FE S R 4 R A OBLI AT
[J‘!ﬂ“ﬁ#] iﬁ,&,i']i'ﬁ:ﬁyﬁ,i%M*ﬁ*%ﬁ\ﬁ%%’gﬁf @ltt“lﬁiﬁg”\“m#‘J/JI\”\“&*gﬁ”,iz3 /I\E?){%
o Bk L3%:(010)66937171, E-mail;301jgh@ sina. com, &2y BN HEIOTIEPHIE &

2925 |

DB AL 2018 FHE 27 BE 24 1 |



Chinese Journal of New Drugs 2018,27(24)

MAEBRKAE, HPERNEYEERNRE,
BREBASN EEAIBRTREEAETE W RE,
IWHAHBE . REFAB. BEFRCRARSE
CFDA #Ai 69254 1 it R iA T B 8 S R (ik
) (YRR RBERGEER L B, X
[ 33l PRI B P A W R A B SR 4R | b 28 0 (R 77 B
THE \HMET | Bk KRR I B EYELR
RE LR RF REIBHEA T HER RSB
ER, UM TEWNESA T ERAEBE NS
T RTHE D R R AR, R
HETYBRNEARNE BREAEHEREER IR H

—EEE | il KA E YR 28R NRELR
BERE—EES GCP L EHFEH R A IR
LR, X TF GCP F 58K K FHRERFIER
AR ML B, [F B %t 25 ) BF & 47 0k 49 B2 AR Bz A
A—EHRHIER
1 HAEERRE

ARG E SR F (RFID ) XF 1T # i R iR
HA#G2EBER,BZT | HBEREBREMES
BB R A M B AR BR R
MHAEE SRS I RE N RERSE, B4EAK
BRBNBEARRS , WA 1 iR,

- MBI, ARAEERG AR RERSARRER: TRAHS Fr
R | FREN GRERIR). RESRSSHE.

o BOKRBR, RAEMNRFIDESNRREREHR— TR RAA
2R | - REHDERRRAS. FHMHAMUEREA

b | » REHDRRS B HRREA

« REPICRRE RS BENRFIDER T EERGE, HETAREHILEDR

* REEHRAZRARFIDE N #EBRNSEHEREP TR
#E | - RRLREHRARS . FREMERREA

« EREKF EEUBELEORA, JUHKAEE, SRFEHRIERLERE
3z |+ RENREBHERS. HENE REARBBHA; A EREEGKILR

o BRSO ER B AN 2 R G RSl A

1 BETYKMBEARKNEEEFEERE

2 REIhEE

2.1 APEE FAPFRERRAEERZEMNER
WEZ— IREARABCEXZRSE T HEA R
B o HEAEEAHA AN EENR, AF
REAE T 5L D UK R SR A AR B AE Dy B R A
B, 1, R RE R (CRC) FHBRRAY
R EHARERE, a8 S HR%,
2.2 RBZRBRREESRWZE AREERERN
BRERETRERETAUAERETR , BEERSE
B B A 2R I B R R R AT HE R . SERRRAE
B E R RFID BB &R B 2 &
RFID {5 8 5R L% RFID {5 &, st H i — & — &
M JE AT RAE , I LAAK B B 18] 4 S 35 BR SR i B[] 3%
ARG, BEBOLEE EXXHNAELT =F
BB (B XOE . £H0F RUBEEENER)#

| 2926
| DEFRZE 2018 FE 27 BE 214 H

L UBRHAREFESIRELIBPRENBEELASF
SRR ER T A —BHHEL,

2.3 KHE/FMERE RETLUBEZHESHIK
F/FREEAAEE RIS W T R
WL B RS CEE, WX G — AR E
fro 1A 2R GE AT LA Xt ok 46 70 B F 47 S5 i B 300E 4
o AEAEERAEENRNRGSE,

2.4 fFH/AE LTWEMBHESRN, EEEHER
ERETEAFTBRANVCEREE, BEFRE
BB RFID 58 E#THMEIC, HEMHEH A
i 2l AR T B ], 53 e A i 8 % 1)
BERE,HBEHSHERRE. X FEPRE
BHHEA , RESRHER, RNEEBEASEH
BB EE N, AR A A X R
FRAZRHEL.



2.5 HHU/BU/HE HTEBRENRTLE
B EAR T S A A B, AT R AR T
B IHEMBRRENREERERTFR. HEH
REA vk A P B OB 7E RFID 5 8% LT HR
FFHE GRS G LR R R B A EK
B, BRRMKBISYREEE BEEEXHS
ARG HATEUBRBRIE, RIBTUE2s A
SEHE 100 DAY RA KB K, 32 5 3 HE R Y [ At
HRBOBRAERRIME T 2B E . HxHEE
HITHBRRER, RE TR E XA N R B H
BRENMEGAMNREIS  ETSRHREAR
Mo RBEEBRHEATEABRERMNEHAKNE
H R 1Bt R B b0 SR 07 R AT X
#BETHATEEAIBTERER.

2.6 BRINEE FRERFMHEAH#THENNINGE,
BREESNWEAGHE RFID E5HE, REH
AW RFID BAER S REFRARG R
Bxt, o] R bt & B BR R (E B .

2.7 EME HEABHERRZEFITLUREFELSL
BOHEFRE RREEYN LERRS—-RIKER
EREWEA JFFHTLUXNERGERHET R
2.8 HMESN ZKRAATUIRFEHAELK
FErHTTIRE , WA f BE A i B AR R A IR I

3 BRESAFERANADE

3.1 SV AI4k® HEJ GCPF & ERHAREAE
BEMNEYHEFHRE SR E BHEIES
MEBRRRFLER ALERIE, FMEXER
B, FEEsHHEE, FlW,PRFTESHR,
A TALESRN K SBREA R SRR, 7754
AYTHEABAECRARN FBEHRAZRE, ME
EHEAEHAERODATH ZRAESRODEZR
EFABAFTH=ZELE (CROLE RNE. &6
B) R 1 Hie KRB R PR R,
3.2 ®XMAEE  RFID 9#] DAt A #E17H
B3I, B RS LATE 2 s Y S8R BE B B3 100 4
EYRF  KREETEVRAEERT RE R
), SR T REAE AR, R T DL AR
B ARBERREERETEREEERER.
3.3 IWMEFRTES RAXNEAS 1 HiEKK
BHEA#HTEEAEE, ELNEAGTEENE
ERE FHBR A/ DIEREER, RS M
ITERHR R IhAE , B R 1 B3 0L 1 A B B HY S e i

Chinese Journal of New Drugs 2018,27(24)

AEHEAEKERER.

3.4 MR, BYBHRE MAETALLERNE
B iCRGHESER AT ERGE T AL X5
— S HAEHATIE R AT HR, R R R RTE
FRICASRE, N THERAEFMHIZE, TR
B3R B BT AR RS, T EL48 48 T # AR B ]

3.5 HFEANERMERE FHOLRALRIER
BLEAMRE LB FHEAKEIEITEED
—BEMNEHTEN A TREEENRELR
AEBREBERT ¥ ANBEM T, BLELS—
EMAIBNEA. THEERAZEINEEL

CBLERBUATEHRE ATEN 24 AR KERA

S WS R IR 2 624 KA MREAR LR T 3
LREAE TR A 15 min; i FRE G IR AEBR S
BAII 1360 XRANBELER | LRATHRY
2mnkk%ﬂ#¢&§ﬁ*%ﬁﬁ@ﬂﬁ%TA
T A% AT A B4R
SEFR,ETYRENBEARNEBEAEHRER
G T EYRAELNE RS FERER
BEE EETAYEANENE AN, —FEE
R K R A IR B, R AR TR RS B YT
¥ B —FEA AR T ER G LI RAR
B AT Bh 2L T, 1 TR AR 0 S R PR B AR
BARASLALAY TSR LB EET
0678 10 R B At A2 b A AR AR £ Bi kb
R BRI R AT R, DR A
BRI B R A e & TR RRE IR
T, BB T R A ST BT R BR BB 15 8L, AT
AR AEFIR T T BEAE B M STt A ol MR 4

( 8 % X & ]

[1] EXRABRUBEEER XTHHARBATH —BH
WH THH XBEHM LA & [EB/OL]. (2017 - 08 -25). ht-
tp;//samr. cfda. gov. cn/WS01/CL1757/176734. html.

(2) ERXRAHREEEILR XTEAAYBARRIEA
BEEESAKNAE[EB/OL]. (2015 -~ 11 - 10). http //samr
cfda. gov. cn/WS01/CL0087/134440. html.

(3] HERABRUBERLR XTHRAY I MERARE
B RN (KXf7) WEMEB/OL]. (2012 ~ 12 - 02). ht-
tp://samr. cfda. gov. cn/ WS01/CL0844/67396. html.

FE M/ % H R 2018 11 -01

2027 |
PEMBRE 2018 F5E 27 5 24 Rq



