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Type 2 Diabetes

TR
Interventional study
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1

BRI hUCMSCsER ik SiiE. BRIk mEsEcSmEiarT T2DMB ZH9RI{TE; TN hUCMSCsE ik SMiE. IREEIKEERMEEXEETAT T2C
PR hUCMSCsEfikE BT, IREXBEM M EREXSETAT T2DMEB ZHH9E1E;

To evaluate the feasibility of systemic infusion of hUCMSCs, local infusion of dorsal pancreatic artery or combined infusion in the treatment of patients with T2DI
safety of systemic infusion of hUCMSCs, local infusion of dorsal pancreatic artery or combined infusion in the treatment of T2DM patients; to evaluate the efficar
infusion of hUCMSCs, local infusion of dorsal pancreatic artery or combined infusion in the treatment of T2DM patients.

BEATATSIRR
Parallel

1552 T2DM (J03E 1, WHO1990E BERBIZHTIRAE) ; 2. BHUATTRI 7%<HbA1c<9.5%; FENLDERTISES 7%<HbA1c<9.5%; 3.4F#218E <705, 4.954E
<1001U/d; 5.EfE CAA20.3 ng/ml; 6 BEHESMERES.

1. The diagnosis of T2DM (see Table 1, the WHO diagnostic criteria for diabetes in 1999); 2. Before routine treatment, 7% < HbA1c < 9.5%; before random grou
to 7% < HbA1c < 9.5%; 3. Age = 18 and < 70 years old; 4. Before grouping, the total insulin dosage was less than 100 IUBG d, 5. Basic C-peptide = 0.3 ng/ml; €
sign the informed consent form.

1 ARBITARESR (GADA) FEE; 2=ANBNIEMRTER (TZDs) j&af7; 3 ENAYISEIRESISBIARE,; 4 RENMURGG, R EHEIRERE
RS, 6.RMERNOMELRSS, SEMNE SBP2180mmHgH/aL DBP2110mmHge: MEAMRILE; (OINEESHR Il VR (%K 2, EEALOEFHOIN
R) ; 7TRRFEMFFIHEERE: AFINEE Child-PughiFs B. C& (IF 3, BFINEE Child-PughiFHR) ; 8K EMEINEERHE: BI4E CKD 4. 58 (W&k 4,
CKD SHfiTE) | 9METTEa A EhIERH R FIFERFEAMIERZE V. VIEE, 10 IEHEIESRER, BRE®D, 1AMERRRIMIEE
& 12 FENIRRGERS, 13K EaRERNEG, 14 CHsa RAEERE; 15, HIVIUARIRNE, 16 P SAEHRER, 17.08 k. ITHRIEREE
Rzt 18— BRI SEEFERIEERZY), THERSER. BEEARN. OiRBIZRE, =IREIDERS, 19.BIESYIERE, 20.=4F
TIERARE,; 21 RBAREE, TEEETNERERE SRR HTRRIIRE.

1. Glutamate decarboxylase antibody (GADA) was positive. Within three months, thiazolidinedione (TZDs) was treated with thiazolidinedione, 3. Severe history
allergy; 4. Severe brain injury, resulting in severe neurological impairment; 5. Serious respiratory diseases; 6. More severe cardiovascular diseases, including bl
> 180mmHg and / or DBP = 110mmHg or refractory hypertension; cardiac function grades Ill and IV (see Table 2, New York Heart Association (NYHA) classifice
liver function abnormalities: liver function Child-Pugh score B, C (see Table 3, liver function Child-Pugh score scale); 8. More severe renal dysfunction: renal fun
5 (see Table 4, American Kidney Foundation CKD staging criteria); 9. With other serious or uncontrollable diabetic complications, such as stage V and VI of diat
Blood sugar continues to increase or seriously fluctuate, life-threatening; 11. Other serious endocrine diseases except diabetes; 12. Severe diseases of the bloo
Serious or uncontrolled infections; 14. Known or suspected malignant tumor; positive for 15.HIV antibody; 16. More serious psychiatric diseases; 17. Women wi
planned pregnancy or possible pregnancy and lactation; 18. Drugs that affect glucose metabolism, such as glucocorticoids, thiazide diuretics, oral contraceptive
antidepressants, etc., have been used or are being used within one month. Alcohol and drug abusers; 20. Those who have participated in any other clinical trial:
months; 21. According to the researchers, any disease or condition that may endanger the safety of the subjects or compliance with the program.
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A5 2 HAR: 19
Group: 2 Sample size:
BixeSmiTa: BAAT (SMT) + hUCMSCsiESTik
FHughE:  HkEeSEIE MIERIE 1x10M6/kgiR, EE IR, B FHUERS:
f& 173;
Intervention: 2 Intervention code:
FHuElE: a5 3 HAE:
Interventions : 19
Group: 3 Sample size:
RESBKEEBEIEA: BHEST (SMT) +hUCMSCsi:
THuENE:  STREREEN BKEE, HREERIE 1x10%6/kghR, AT 1 FIREHERD:
R
Intervention: 3 Intervention code:
4A31: 4 HARE:
19
Group: 4 Sample size:
REBKERR ARk SMmTAE: BRAT (SMT)
. +hUCMSCs T4 RARE ahBkiaE +hUCMSCsit5diasik —
THIE: S5EE, MIERIE 1x10%6/kghR, ELE 3R, &R 1 RS-
B, EREHREMKE, ERREEIKRE.
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Outcomes:

BiRPE:  InfEE
Outcome: Blood glucose control

. hUCMSCsENRIAITIESE 4. 5 12, $F 248, | N
MERtES: MBTSE:
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point of mg?hsgdr?
outcome: .
BirhNE:  RBAAIEThAE
Outcome: Islet B-cell function
MEASER MET5%:
Measure time
point of Mg?hsgée':
outcome: .
EirPX S  REBRIEE
Outcome: Insulin resistance function
MEASIE) MET5iE:
Measure time
point of mZtahS:£?
outcome: .
BiRPXE: RIFERESR
Outcome: Incidence of hypoglycemia
MEATIE)R MET5E:
Measure time
point of mthsgdr?
outcome: .
b=t S 1L 755
Outcome: Blood glucose fluctuation
MEASER METE:
Measure time
point of m:?hs:drg
outcome: .
iR E: Ao RAEERER
Outcome: Related indexes of endocrine and metabolism
MEANER MEFE:
Measure time
point of mgtahsc;]dn‘e
outcome: .
BIRhNE:  BREHRESR
Outcome: Diabetic complication index
MEASER METFE:
Measure time
point of mg?hsgdr?
outcome: .
BirhNE:  RBFOREESYRE
Outcome: Insulin / oral hypoglycemic drug reduction
MEASE)R MET5E:
Measure time
point of mg?hsgé?
outcome: .
BinPE: EERETS
Outcome: Quality of life score
MEASIE) MET5E:
Measure time
point of mthsgf
outcome: .
RPN E:  THEETRMEAIRE (HbA1C)

. Blood glucose attainment rate (HbA1c) after stem

Outcome: cell therapy
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p . the first treatment of hUCMSCs method:
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The proportion of blood glucose reaching the
Outcome: standard and insulin reduction > 50% after stem cell
treatment
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Randomization Procedure (please
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- B/ Minage % years
FREE: o v
Participant age: BK Maxage # years

Gender: Both
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The subjects who entered the second stage of cell therapy were randomly assigned to groups A, B, C and D according to the sample size
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and an electronic data capture :
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