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Clinical Update

e TPIAT program started at VCU in July 2016
* 118 TPIAT cases have been performed to date

Summary of TPIAT Cases (001 to 116)
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Anti-inflammatory Protocol

Anakinra
(100 mg, Day 0 & every day

v v v v v v v v until day 7; subcutaneous)

Etanercept
(50mg POD 0, 25mg,

v v v POD 3, 7, 10; subcutaneous)
Transplant Follow-up

\4

1 f

Transplantation (Day 0) Day 10




Patient Characteristics

Patients Characteristics

Age (yr) 45+13
Gender; Male/Female 42/76
Body weight (kg) 75%19
BMI (kg/m2) 2617
Disease period (yr) 7.2+7.2
Diabetes/Non-Diabetes 31/87
Cause of CP n (%)
Autoimmune 2
Alcoholic 16
Genetic 22
Anatomic Anomaly (Pancreatic Divisum, Sphincter Oddi 13
Dysfunction etc.,)

Idiopathic 44
Other (Hyperlipidemia, surgical, gall stones) 12
Recurrent Acute Pancreatitis 11
Patient Race and Ethnicity n (%)
Caucasian 82 (69.5)
African American 23 (19.5)
Asian 2(1.7)
American Indian or Alaskan Native 1(0.8)
Hispanic or Latino 4 (3.4)
Unknewn 6(5.1)




Pancreas and Islet Isolation Characteristics

Pancreas and islet isolation Characteristics

Trimmed Pancreas weight (g) 79.1+33.2
Cold ischemia time (min) 67 +11
Distension score* 8.1+2.3
Digestion time (min) 18.6 +7.6
Dilution time (min) 34.4+6.2
Post-digestion count
Islet yield (10°IE) 286 + 206
% Purification 39.80
Final product
Islet yield (10°IE) 301 +221
Islet yield/pancreas weight (IE/g) 4787 + 3170
Islet yield/patient body weight (1E/kg) 4150 + 3081
Tissue volume (ml) 14.8 + 12.7
Viability (%) 95.5 + 3.85
Purity (%) 29 + 24

*Scoring; 10 excellent 1 worse




Patient characteristics

		Patients Characteristics		Column1

		Age (yr)		45±13

		Gender; Male/Female		42/76

		Body weight (kg)		75±19

		BMI (kg/m2)		26±7

		Disease period (yr)		7.2 + 7.2

		Diabetes/Non-Diabetes		31/87



		Cause of CP		n (%)

		Autoimmune		2

		Alcoholic		16

		Genetic		22

		Anatomic Anomaly (Pancreatic Divisum, Sphincter Oddi Dysfunction etc.,)		13

		Idiopathic		44

		Other (Hyperlipidemia, surgical, gall stones)		12

		Recurrent Acute Pancreatitis		11

		Patient Race and Ethnicity 		n (%)

		Caucasian 		82 (69.5)

		African American		23 (19.5)

		Asian		2 (1.7)

		American Indian or Alaskan Native		1 (0.8)

		Hispanic or Latino		4 (3.4)

		Unknown		6 (5.1)





isolation

		Pancreas and islet isolation Characteristics

		Trimmed Pancreas weight (g)		79.1 + 33.2

		Cold ischemia time (min)		67 + 11

		Distension score*		8.1 + 2.3

		Digestion time (min)		18.6 + 7.6

		Dilution time (min)		34.4 + 6.2

		Post-digestion count

		   Islet yield (103IE)		286 + 206

		% Purification		39.80

		Final product

		   Islet yield (103IE)		301 + 221

		   Islet yield/pancreas weight (IE/g)		4787 ± 3170

		   Islet yield/patient body weight (IE/kg)		4150 + 3081

		   Tissue volume (ml)		14.8 + 12.7

		   Viability (%)		95.5 + 3.85

		   Purity (%)		29 + 24

		*Scoring; 10 excellent 1 worse













clinical outcome

		Clinical outcomes after TP-AIT

		Follow-up Period (M)		25±16

		Full Function		30%

		Partial function		52%

		Poor function*		18%

		*Serum C-peptide <0.6ng/mL.







TPIAT outcome







Full Function	Partial function	Poor function*	0.3	0.52	0.18	



clinical outcome nondiabetic

		Clinical outcomes after TP-AIT

		Follow-up Period (M)		25±16

		Full function		43%

		Partial function		49%

		Poor function*		9%

		*Serum C-peptide <0.6ng/mL.







TPIAT outcome









Full function	Partial function	Poor function*	0.42857142857142855	0.48571428571428571	8.5714285714285715E-2	



Narcotic Use

		Follow up		Narcotic Use		Pain Score (Average)		Pain Score (Stdev)						Narcotic dosage (Average)		Narcotic Dosage (stdev)

		Pre-Transplant		96.88		5.1		3.1						107		89.4

		1month		87.76		2.9		2.4						73.5		99

		3month		73.33		2.2		2.7						58.5		106.1

		6month		56.0975609756		1.3		2.3						44.4		95.3

		12month		39.3939393939		1.3		2.7						24		58.4

		24month		25		0.3		0.5						4		12.6



		Narcotic Dependent 		97%

		Narcotic free		3%

		1Year post TPIAT

		Narcotic Dependent 		39%

		Narcotic free		61%



Before TPIAT









Narcotic Dependent 	Narcotic free	0.97	0.03	

1 year Post-TPIAT









Narcotic Dependent 	Narcotic free	0.39393939393939392	0.60606060606060608	



Narcotic Use	Pre-Transplant	1month	3month	6month	12month	24month	96.875	87.755102040816325	73.333333333333329	56.09756097560976	39.393939393939391	25	

Percentage Narcotic Usage









Pain Score (Average)	Pre-Transplant	1month	3month	6month	12month	24month	5.0999999999999996	2.9	2.2000000000000002	1.3	1.3	0.3	







Narcotic dosage (Average)	Pre-Transplant	1month	3month	6month	12month	24month	107	73.5	58.5	44.4	24	4	







Metabolic outcome

				3 Month		6 Month		12 Month

		Insulin Independence		11%		18%		29%

		Partial Function		71%		56%		46%

		Insulin Dependent		18%		26%		23%

				3 Month		6 Month		12 Month

		<2500

		>2500-<5000

		>5000IEQ/kg



Metabolic Outcome



3 Month	Insulin Independence	Partial Function	Insulin Dependent	0.10526315789473684	0.71052631578947367	0.18421052631578946	6 Month	Insulin Independence	Partial Function	Insulin Dependent	0.17647058823529413	0.55882352941176472	0.26470588235294118	12 Month	Insulin Independence	Partial Function	Insulin Dependent	0.2857142857142857	0.46153846153846156	0.23076923076923078	

Percentage Outcome











Final islet yeild

		ID		AIT001		AIT002		AIT003		AIT004		AIT005		AIT006		AIT007		AIT008		AIT009		AIT010		AIT011		AIT012		AIT013		AIT014		AIT015		AIT016		AIT017		AIT018		AIT019		AIT020		AIT021		AIT022		AIT023		AIT024		AIT025		AIT026		AIT027		AIT028		AIT029		AIT030		AIT031		AIT032		AIT033		AIT034		AIT035		AIT036		AIT037		AIT038		AIT039		AIT040		AIT041		AIT042		AIT043		AIT044		AIT045		AIT046		AIT047		AIT048		AIT049		AIT050		Average

		Total Islet yield (IE)		569159		376,710		404,556		685,960		178,437		71,628		305,886		774,290		49,871		209,499		399,499		502,409		695,703		901,975		385,178		8,390		581,700		75,043		282,729		265,108		482,164		221,680		128,362		179,771		102,280		5,554		57,079		428,374		354,479		672,162		94,041		219,499		511,561		80,117		413,271		417,985		361,812		195,641		34,187		1,037		550,464		96,736		121,217		383,408		71,670		88,630		325,264		403,902		362,915		125,608		304,292

		STDEV																																																																																																						223545.061549531



Total Islet yield (IE)	223545.06154953115	223545.06154953115	AIT001	AIT002	AIT003	AIT004	AIT005	AIT006	AIT007	AIT008	AIT009	AIT010	AIT011	AIT012	AIT013	AIT014	AIT015	AIT016	AIT017	AIT018	AIT019	AIT020	AIT021	AIT022	AIT023	AIT024	AIT025	AIT026	AIT027	AIT028	AIT029	AIT030	AIT031	AIT032	AIT033	AIT034	AIT035	AIT036	AIT037	AIT038	AIT039	AIT040	AIT041	AIT042	AIT043	AIT044	AIT045	AIT046	AIT047	AIT048	AIT049	AIT050	Average	569159	376710	404556	685960	178437	71628	305886	774290	49871	209499	399499	502409	695703	901975	385178	8390	581700	75043	282729	265108	482164	221680	128362	179771	102280	5554	57079	428374	354479	672162	94041	219499	511561	80117	413271	417985	361812	195641	34187	1037	550464	96736	121217	383408	71670	88630	325264	403902	362915	125608	304292	







Islet Dose

		ID		AIT001		AIT002		AIT003		AIT004		AIT005		AIT006		AIT007		AIT008		AIT009		AIT010		AIT011		AIT012		AIT013		AIT014		AIT015		AIT016		AIT017		AIT018		AIT019		AIT020		AIT021		AIT022		AIT023		AIT024		AIT025		AIT026		AIT027		AIT028		AIT029		AIT030		AIT031		AIT032		AIT033		AIT034		AIT035		AIT036		AIT037		AIT038		AIT039		AIT040		AIT041		AIT042		AIT043		AIT044		AIT045		AIT046		AIT047		AIT048		AIT049		AIT050		Average

		Total Islet Dose/Kg		5,880		4,963		3,518		13,999		3,004		1,222		4,014		9,583		700		3,108		4,717		5,437		7,457		8,749		6,335		116		7,354		1,787		5,040		4,208		6,040		5,240		2,588		3,210		1,443		92		791		5,389		4,849		8,673		1,101		3,798		4,732		1,462		7,380		3,606		5,082		4,026		418		12		8,738		1,376		1,410		5,991		1,160		928		11,658		4,181		4,355		1,768		4,254

		STDEV																																																																																																						3100.4337426177



Total Islet Dose/Kg	3100.433742617678	3100.433742617678	AIT001	AIT002	AIT003	AIT004	AIT005	AIT006	AIT007	AIT008	AIT009	AIT010	AIT011	AIT012	AIT013	AIT014	AIT015	AIT016	AIT017	AIT018	AIT019	AIT020	AIT021	AIT022	AIT023	AIT024	AIT025	AIT026	AIT027	AIT028	AIT029	AIT030	AIT031	AIT032	AIT033	AIT034	AIT035	AIT036	AIT037	AIT038	AIT039	AIT040	AIT041	AIT042	AIT043	AIT044	AIT045	AIT046	AIT047	AIT048	AIT049	AIT050	Average	5879.7417355371899	4963.2411067193671	3517.8782608695651	13999.183673469388	3003.9898989898988	1222.320819112628	4014.251968503937	9582.7970297029715	700.43539325842698	3108.2937685459938	4716.6351829988189	5437.3268398268392	7456.6237942122189	8748.5451018428721	6335.1644736842109	115.56473829201103	7353.9823008849562	1786.7380952380952	5039.7326203208559	4208.063492063492	6039.7751124437782	5239.6125461254605	2587.9435483870966	3210.1964285714284	1442.595204513399	91.953642384105962	790.56786703601108	5388.6001917545545	4849.2339261285915	8673.0580645161299	1101.182669789227	3797.5605536332182	4732.2941720629051	1461.9890510948906	7379.8392857142853	3606.4279551337358	5081.6292134831456	4025.5349794238682	417.93398533007337	12.35995232419547	8737.5238095238092	1376.045519203414	1409.5	5990.75	1159.7087378640776	928.06282722513095	11658.207885304661	4181.1801242236024	4355	1768	4253.6955509453719	







HbA1C data

		HbA1C		Pre-Diabetic		Non Pre-Diabetic

		<5.7%		7%		10%

		5.7-6.4%		38%		52%

		6.4-7.0%		21%		19%

		>7.0%		34%		19%

		>7.0%		34%		19%

		<7.0%		66%		81%



Hba1C ( 1 Year )













HbA1C	<	5.7%	5.7-6.4%	6.4-7.0%	>	7.0%	0	6.8965517241379309E-2	0.37931034482758619	0.20689655172413793	0.34482758620689657	

HbA1C (Non-diabetic)













HbA1C	<	5.7%	5.7-6.4%	6.4-7.0%	>	7.0%	0	9.5238095238095233E-2	0.52380952380952384	0.19047619047619047	0.19047619047619047	

HbA1c ( 1 yEAR )









>	7.0%	<	7.0%	0.34	0.66	

1-year  Hba1c









>	7.0%	<	7.0%	0.19	0.81	



Sheet1

		Insurance coverage

		Commercial		51

		Medicaid		32

		Medicare		3



Coverage











Commercial	Medicaid	Medicare	51	32	3	




Yield and dose of Islet Transplanted

Total Islet Yield (IEQ) IEQ/gm of Digested Pancreas
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Metabolic Outcome All Patients (N=110)

TPIAT OUTCOME HBA1C (1 YEAR)
Poor
function*® T
1%

18%

Full Function
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-

5.7-6.4%
38%

Partial
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Metabolic Outcome Non-Diabetic Pre-TPIAT

TPIAT OUTCOME HBA1C (NON-DIABETIC)

Poor function*®
9% <5.7%
>7.0% 10%

19%

Full function
43%
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52%

Partial function
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Narcotic Usage Data

1 YEAR POST-TPIAT
BEFORE TPIAT )
Narcotic
Narcotic free, Dependent, 39%
3%
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Pain Data

Pain Score
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 Aamir Khan, M.D., Surgical Director

e Mazhar A. Kanak, Ph.D., Islet Lab Director
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e Jagan Kalivarathan, Ph.D., Islet Lab Manager
 Shujauddin Mohammed, Ph.D., Post-doc Fellow
 Roel Rabara, Molecular Lab Technician

e Jason Elijah Burch, Islet Lab Technician

* Lyndy Johnson, Islet Transplant Coordinator -
* Giorgi Mchedlishvili, Clinical Research m

* Emmes Corporation, CITR




