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1. ADDITIONAL STUDY CONTACT INFORMATION 
PPD Development 
Attn: Maria Edwards 
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Tandem Labs 
Attn: Dania Yaskanin 
115 Silvia Street 
West Trenton, NJ 08628 
Phone: 609-228-0243 
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Management Center 
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2. CIT-04 CENTRAL LABORATORY SPECIMEN SCHEDULE 
 
 

Central Laboratory Assessments 
Assessment Laboratory Visit / Time-point Volume Collection Container Shipping Instructions 
Albumin/Creatinine 
Ratio 

University of 
Minnesota 

V08,10,21 
(Subs Tx Day 753, Day 
365)2 

[V56, 63]6 

5 mL Urine Sterile Urine 
Container 

Ship in batches weekly, frozen on dry ice. 
Ship on Monday – Thursday. 

Alloantibodies University of 
Pennsylvania 

V03,10,15,18,21 
(V24,27,30)1 

(Subs Tx Day 0, 753, 365)2 

[V56, 63]6 

2 mL Blood (1) 3-mL Red-top 
Vacutainer  

Ship on dry ice in batches at least 
quarterly. Ship Monday – Thursday only. 

Atherogenic Profile University of 
Washington 

V21 
(Sub Tx Day 365)2 

[V63]6 

8.5 mL Blood (1) 8.5 mL Gold 
SST 

Ship on dry ice in batches at least weekly.  
Ship Monday – Thursday only.  

Autoantibodies Barbara Davis 
Center 

V10,15,18,21 
(V24,27,30)1 

(Subs Tx Day 753, 365)2 

[V56, 63]6 

2 mL Blood (1) 3-mL Red-top 
OR 
(1) 3.5 mL Tiger  
top SST  

Ship on dry ice in batches at least quarterly 
.Ship Monday – Wednesday only. If 
collected on Thursday or Friday, freeze 
serum at -20C or -70C until Monday, 
Tuesday, or Wednesday.  

Belatacept Trough 
Level 

PPD Development V04,05,06,07,08,09,10 
11,12,13,14,15,16,17,18,19, 
20,21 
(V22,23,24,25,26,27, 
28,29,30)1 

(Subs Tx Day 4, 7, 753, 
365)2 

[V51,52,53,54,55,56,57,58, 
59,60,61,62,63]6 

2 mL Blood (1) 3.5 mL Gold 
SST 

Ship in batches bi-monthly on dry ice.  
Ship Monday – Thursday. 

Fasting serum 
glucose and c-peptide 
/ serum creatinine 

University of 
Washington 

V08,09,104,12,13,14, 
15,16,17,18,19,20,21 
(V22,23,24,25,26,27, 
28,29,30)1 

(Subs Tx Day 753, 365)2 

[V56,63,64]6 

 

2 mL Blood (1) 3.5-mL Gold 
SST 
 

Ship on dry ice in batches at least weekly.  
Ship Monday – Thursday only.  
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Central Laboratory Assessments 
Assessment Laboratory Visit / Time-point Volume Collection Container Shipping Instructions 
GFR University of 

Minnesota 
V08,10,21 
(Subs Tx Day 753, 365)2 

[V63]6 

 

10 mL Blood 
2 mL each at 120, 150, 180, 210 
and 240 minutes 
 

(5) 2-mL Na 
Heparin Tube 

Ship in batches weekly on dry ice. Ship 
Monday – Thursday 

Hemoglobin A1c 
(HbA1c) 

University of 
Washington 

V10,15,18,21, 
(V24,27,30)1 

(Subs Tx Day 753, 365)2 

[V53, 56, 60, 63, 64]6 

2 mL Blood (1) 2-mL Lavender 
top EDTA 
Vacutainer 

Ship on cold pack within 24 hours of 
collection. Ship Monday-Thursday only. 

Immunogenicity 
Sample 

Tandem Labs V02,14,21 
(V27)1 

(Subs Tx Day 365)2 

[V63, 64]6 

4 mL Blood (1) 4-mL Gold SST  
 

Ship in batches quarterly on dry ice.  Ship 
Monday – Wednesday 

Insulin Modified 
FSIGT 

University of 
Washington 

V104,21 
(Subs Tx Day 753, 365)2 

 

48 mL Total Blood 
2 mL each at -10, -5, and -1 
minutes pre-injection of glucose 
2 mL each at 1, 2, 3, 4, 5, 7, 10, 12, 
14, 16, 18, 20, 22, 25, 30, 40, 50, 
70, 100, 140, and 180 minutes post 
injection of glucose 
 

(24) 3.5-mL Gold 
SST 
 

Ship on dry ice in batches at least weekly. 
Ship Monday – Thursday only.  

MMTT: 
Stimulated serum 
glucose and c-peptide 

University of 
Washington 

V104,15,18,21 
(V24,27,30)1 

(Subs Tx Day 753, 365)2 

[V56, 63, 64]6 

4 mL Total Blood 
 2 mL at 60 minutes (ONLY if  

checking for graft failure) 
 2 mL at 90 minutes  

(Note: the Fasting serum glucose 
and c-peptide/serum creatinine is 
the 0 hour sample for the MMTT) 
 

(2) 3.5-mL Gold 
SST 
 

Ship on dry ice in batches at least weekly. 
Ship Monday – Thursday only.  

PBMC / Plasma to 
Archive 

ITN Central Cell 
Processing Core 
Facility 

V10,15,18,21 
(V24,27,30)1 

(Subs Tx Day 753, 365)2 

 

30 mL Blood  (3) 10-mL Na 
Heparin Tube  

Ship ambient daily. 

RNA to Archive Expression 
Analysis 

V10,15,18,21 
(V24,27,30)1 

(Subs Tx Day 753, 365)2 

 

9 mL Blood (3) 3-mL Tempus 
RNA Tube 

Ship in batches quarterly on dry ice. 
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Central Laboratory Assessments 
Assessment Laboratory Visit / Time-point Volume Collection Container Shipping Instructions 
Serum to Archive NIDDK Repository V10,15,18,21 

(V24,27,30)1 

(Subs Tx Day 753, 365)2 

 

4 mL Blood (1) 4-mL Gold SST   
 

Ship in batches at least quarterly. 

TAT Complex, C3a, 
c-peptide 

Rudbeck 
Laboratory 

V035 

(Subs Tx Day 0)2 

 

10 mL Total Blood @ V03 
2 mL at Pre-immunosuppression, 
immediately pre-tx, 15, 60, 
180 min post-tx  

(5) 2-mL Lavender 
top  EDTA 
Vacutainer  

Ship on dry ice (minimum 5 kg) in batches 
at least quarterly. 

1Visits as needed for subsequent islet transplant(s).  See Appendix 2 – Year Two Schedule of Events 
2Endpoint assessments for subsequent transplant(s).  See Appendix 3 – Subsequent Transplant Schedule of Events 
3If third transplant occurs less than 75 days after the second transplant, the 75 day endpoint data for the second transplant will not be collected 
4Do not collect these samples at Day 75 for subjects with confirmed graft failure 
5Collect these samples beginning on Day -2 (pre-IS) for Visit 03 
61-Year Additional Follow-up 
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3. THROMBIN-ANTITHROMBIN COMPLEX (TAT), C3a, AND C-PEPTIDE 
 

 Refer to the General Lab manual for instructions regarding blood draws, processing and 
shipping  

 Subjects randomized to CIT-04 do not receive immunosupression on Day -2.  For those 
subjects, the Pre Immunosuppression sample, labeled Pre IS, is drawn on day 0 prior to the 
administration of Belatacept, Daclizumab or MMF;  the Pre-Transplant sample, labeled Pre-
Tx, is drawn immediately prior to the start of the islet infusion 

 
 

4. BELATACEPT TROUGH LEVEL  
 

 Complete test prior to Belatacept infusion. 
 Collect 2 ml Blood into 3.5 ml Gold Serum Separator (SST) tube 
 Allow to clot at room temperature for 15 – 30 minutes 
 Centrifuge for 15 minutes at 1000 xg (approximately 3000 RPM) in a refrigerated centrifuge 
 Transfer at least 0.5 ml serum into a purple cap cryovial 
 Immediately freeze at -20° C or colder 
 Follow packing instructions outlined in section 4 of General Lab Manual 
 Ship samples monthly on dry ice.  If shipping from Canada to U.S., please complete an 

Expanded Service International Air Waybill (With Dry Ice) (Appendix 5 in General Lab 
Manual) 

 On the day of the shipment, print the Specimen List by clicking the View Shipping Report 
button in the Specimen Tracking System and place a copy in the shipping box.  NOTE: you 
will need to expand the columns in the specimen list to show all the data before printing.  An 
automatic email will be sent to:  

  Susan.Steever@bms.com 

   MG-PK-Manifest@bms.com 

  maria.edwards@richmond.ppdi.com 

  Kathy.zelinsky@bms.com 
Mehmooda.shaikh@bms.com                    

 

 If you are unable to print the Specimen List from the Specimen Tracking System on the day 
of shipment, complete a Specimen Submission Form and fax a copy of the form including 
the airbill tracking number to the laboratory at +1-804-253-1104. 

 Shipments must be made Monday through Thursday. 
 

PPD Development 
Attn: Maria Edwards 
2244 Dabney Rd 
Richmond, VA 23230 
Tel: 804-359-1900 
Fax: 804-253-1104 
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5. IMMUNOGENICITY SAMPLE  
 

 Collect immunogenicity samples prior to belatacept infusion.  For subjects who discontinue 
belatacept, collect additional immunogenicity samples at 4 weeks and 8 weeks post last 
dose. 

 Collect 4 ml Blood into 4ml Gold Serum Separator (SST) tube 
 Allow to clot at room temperature for 15 – 30 minutes 
 Centrifuge for 15 minutes at 1000 xg (approximately 3000 RPM) in a refrigerated centrifuge 
 Transfer at least 2 ml serum into a white cap cryovial 
 Immediately freeze at -20° C or colder 
 Follow packing instructions outlined in section 4 of General Lab Manual 
 Ship samples quarterly on dry ice.  If shipping from Canada to U.S., please complete an 

Expanded Service International Air Waybill (With Dry Ice) (Appendix 5 in General Lab 
Manual) 

 On the day of the shipment, print the Specimen List by clicking the View Shipping Report 
button in the Specimen Tracking System and place a copy in the shipping box.  NOTE: you 
will need to expand the columns in the specimen list to show all the data before printing.  An 
automatic email will be sent to: 
      Susan.Steever@bms.com 

zoe.tzogas@bms.com 
Leec4@labcorp.com 
albanej@labcorp.com 
mcgrata@labcorp.com 
Mehmooda.shaikh@bms.com 
Yaskand@Labcorp.com 

    
 If you are unable to print the Specimen List from the Specimen Tracking System on the day 

of shipment, complete a Specimen Submission Form and fax a copy of the form including 
the airbill tracking number to the laboratory at +1-804-253-1104. 

 Shipments must be made Monday through Wednesday. 
 

Tandem Labs 
Attn: Dania Yaskanin 
115 Silvia Street 
West Trenton, NJ 08628 
Phone:  609.228.0243 
Fax: 609.434.1028 
 

Note: On visits 14 and 21 you will need to draw both the Belatacept Trough 
Level and the Immunogenicity sample.   On these 2 visits you can draw 5 mL of 
blood in 1 – 5mL SST tube.  Then follow the processing directions in sections 
3&4, aliquot 0.5 mL serum in the purple cap cryovial and 2 mL into the white 
cap cryovial.  Shipper above instructions.  
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6. CIT-04 KIT COMPONENTS  

VISIT 03 

Day 0 

KIT #3 
TAT, C3a, C-Peptide 
(5) 2-mL EDTA Vacutainer Tube 
(5) 1.8-mL Cyrogenic Vial 
Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
 

 Immunogenicity sample 
(1) 4-mL Gold  SST 
(1) 4.0-mL white cap Cryogenic Vial 

                    

VISIT 04 – 07 

Day 4, 7, 14, 21 

[Subs Tx Day 4, 7] 
(if needed) 

 

KIT #4 
Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 

VISIT 08 

Day 28 

KIT #5 
Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
Albumin/Creatinine Ratio 
(1) Urine Specimen Container 
(1) 4.0-mL Cryogenic Vial 
 

GFR 
(5) 2-mL Na Heparin Tubes 
(5) 1.8-ml Cryogenic Vials 
Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 
 
 

VISIT 09  

Days 56  

KIT #6 
Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
 

Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1)1.8-mL purple cap Cryogenic Vial 
 

VISIT 10 

Day 75 

Secondary 
Endpoint 

 

[Subs Tx Day 75]    
(if needed) 

 

KIT #7 
1Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
1,2MMTT : Stimulated Glucose 
and C-peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
Albumin/Creatinine Ratio 
(1) Urine Specimen Container 
(1) 4.0-mL Cryogenic Vial 
1FSIGT 
(24) 3.5-mL Gold SST 
(58) 1.8-mL Cryogenic Vials 
 

GFR 
(5) 2-mL Na Heparin Tubes 
(5) 1.8 ml Cryogenic Vials 
Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial  
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Serum to Archive 
(1) 4-mL Gold SST  Tube 
(3) 1.8-mL Cryogenic Vials 
RNA to Archive (NIDDK) 
(3) 3-mLTempus RNA Tube 
PBMC and Plasma to Archive 
 (3) 10-mL Na Heparin Vacutainer tubes 
Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 

VISIT 11 

Day 84 

KIT #4 
Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial  
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VISIT 12,13 

Day 112, 140 

KIT #6 
Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
 

Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1)1.8-mL purple cap Cryogenic Vial 
 

 
VISIT 14 

 

Day 168 

Kit #8 
Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
 

Belatacept Trough Level 
/Immunogenicity sample 
(1) 5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 
(1) 4.0-mL white cap Cryogenic Vial 

 
VISIT 15 
Day 196 

KIT #9 
Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
2MMTT: Stimulated Glucose 
and C-peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
 
 

Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Serum to Archive 
(1) 4-mL Gold SST Vacutainer Tube 
(3) 1.8-mL Cryogenic Vials 
RNA to Archive (NIDDK) 
(3) 3-mLTempus RNA Tube 
PBMC and Plasma to Archive 
 (3) 10 mL Na Heparin Vacutainer tubes 
Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 
 

VISIT 16, 17 
 

Days 224, 252 

KIT #6 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
 

Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1)1.8-mL purple cap Cryogenic Vial 
 

VISIT 18 
Day 280 

KIT #9 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
2MMTT: Stimulated Glucose 
and C-peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
 
 

Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Serum to Archive 
(1) 4-mL Gold SST Vacutainer Tube 
(3) 1.8-mL Cryogenic Vials 
RNA to Archive (NIDDK) 
(3) 3-mLTempus RNA Tube 
PBMC and Plasma to Archive 
 (3) 10 mL Na Heparin Vacutainer tubes 
Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 
 

VISIT 19, 20 
Days 308, 336 

KIT #6 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
 
 
 
 

Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1)1.8-mL purple cap Cryogenic Vial 
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VISIT 21 

Day 365 / Month 
12 

Secondary 
Endpoint 

 
Subs Tx Day 365  

(if needed) 
 
 

KIT #10 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
2MMTT: Stimulated Glucose 
and C-peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
Albumin/Creatinine Ratio 
(1) Urine Specimen Container 
(1) 4.0-mL Cryogenic Vial 
FSIGT 
(24) 3.5-mL Gold SST 
(58) 1.8-mL Cryogenic Vials 
Atherogenic Profile 
(1) 8.5 mL Gold SST 
(4) 1.8 mL Cryogenic Vials 

GFR 
(5) 2-mL Green-top Vacutainer Tubes 
(5) 1.8-ml Cryogenic Vials 
Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Serum to Archive 
(1) 4-mL Gold SST Vacutainer Tube 
(3) 1.8-mL Cryogenic Vials 
RNA to Archive (NIDDK) 
(3) 3-mLTempus RNA Tube 
PBMC and Plasma to Archive 
 (3) 10-mL Na Heparin Vacutainer tubes 
Belatacept Trough Level 
/Immunogenicity sample 
(1) 5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 
(1) 4.0-mL white cap Cryogenic Vial  
 
 
 

VISIT 22, 23 
 

Day 392, 420 

KIT #6 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
 

Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1)1.8-mL purple cap Cryogenic Vial 
 

VISIT 24 
 

Day 448 

KIT #9 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
2MMTT: Stimulated Glucose 
and C-peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
 
 

Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Serum to Archive 
(1) 4-mL Gold SST Vacutainer Tube 
(3) 1.8-mL Cryogenic Vials 
RNA to Archive (NIDDK) 
(3) 3-mLTempus RNA Tube 
PBMC and Plasma to Archive 
 (3) 10 mL Na Heparin Vacutainer tubes 
Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 
 
 
 

VISIT 25, 26 
 

Day 476, 504 

KIT #6 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
 

Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1)1.8-mL purple cap Cryogenic Vial 
 



Clinical Islet Transplantation                                                                                                             CONFIDENTIAL                     
Protocol CIT-04 Version 7.0     January 18, 2012

 
CIT-04: Specific Laboratory Manual    
Version 7.0                                                                                    12 

VISIT 27 
 

Day 532 

Kit #11 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
2MMTT: Stimulated Glucose 
and C-peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
 

Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Serum to Archive 
(1) 4-mL Gold SST Vacutainer Tube 
(3) 1.8-mL Cryogenic Vials 
RNA to Archive (NIDDK) 
(3) 3-mLTempus RNA Tube 
PBMC and Plasma to Archive 
 (3) 10-mL Na Heparin Vacutainer tubes 
Belatacept Trough Level 
/Immunogenicity sample 
(1) 5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 
(1) 4.0-mL white cap Cryogenic Vial  
 

VISIT 28, 29 
 

Day 560, 588 

KIT #6 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
 

Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1)1.8-mL purple cap Cryogenic Vial 
 

VISIT 30 
 

Day 616 

KIT #9 Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
2MMTT: Stimulated Glucose 
and C-peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
 
 

Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Serum to Archive 
(1) 4-mL Gold SST Vacutainer Tube 
(3) 1.8-mL Cryogenic Vials 
RNA to Archive (NIDDK) 
(3) 3-mLTempus RNA Tube 
PBMC and Plasma to Archive 
 (3) 10 mL Na Heparin Vacutainer tubes 
Belatacept Trough Level 
(1) 3.5 mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 
 
 

Visit 51, 52 
M13 (post final tx), 
M14 (post final tx) 

KIT #4 Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic 
Vial  

 

Visit 53 
M15 (post final tx) 

KIT #13 Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic 
Vial 

HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
 

Visit 54, 55 
M16 (post final tx), 
M17 (post final tx) 

KIT #4 Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic 
Vial  
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Visit 56 
M18 (post final tx) 

KIT #14 Albumin/Creatinine Ratio 
(1) Urine Specimen Container 
(1) 4.0-mL Cryogenic Vial 
HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic 
Vial 

Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
2MMTT: Stimulated Glucose and C-
peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
 

Visit 57, 58, 59 
M19 (post final tx), 
M20 (post final tx) 
TBD (extra visit) 

KIT #4 Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic 
Vial  

 

Visit 60 
M21 (post final tx) 

KIT #13 Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic 
Vial 

HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
 

Visit 61, 62 
M22 (post final tx), 
M23 (post final tx) 

KIT #4 Belatacept Trough Level 
(1) 3.5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic 
Vial  
 
 

 

Visit 63 
M24 (post final tx) 

KIT #15 Albumin/Creatinine Ratio 
(1) Urine Specimen Container 
(1) 4.0-mL Cryogenic Vial 
HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
GFR 
(5) 2-mL Green-top Vacutainer 
Tubes 
(5) 1.8-ml Cryogenic Vials 
Atherogenic Profile 
(1) 8.5 mL Gold SST 
(4) 1.8 mL Cryogenic Vials 
Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
 

2MMTT: Stimulated Glucose and C-
peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Belatacept Trough Level 
/Immunogenicity sample 
(1) 5-mL Gold SST 
(1) 1.8-mL purple cap Cryogenic Vial 
(1) 4.0-mL white cap Cryogenic Vial 

Visit 64 
Y2 (post initial tx) 

KIT#16 HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
Immunogenicity sample 
(1) 4-mL Gold  SST 
(1) 4.0-mL white cap Cryogenic 
Vial                    

Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
2MMTT: Stimulated Glucose and C-
peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
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4 or 8 weeks post 
last dose of 
Belatacept 

KIT #12 Immunogenicity sample ____ week post last dose 
(1) 4-mL Gold  SST 
(1) 4.0-mL white cap Cryogenic Vial 
(note which visit on the requisition) 
 
 

Reduced Follow-
Up 

(Year 1 and 2 post 
Initial transplant) 

KIT #50 90 min C-peptide post MMTT, 
Serum Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 

HBA1C 
(1) 2-mL EDTA Vacutainer Tube 
 Alloantibody 
(1) 3-mL Red-top Vacutainer Tube 
(1) 1.8-mL Cryogenic Vial 

Reduced Follow-
Up 

(Monthly and 
Quarterly) 

KIT 
#50X 

Alloantibody  
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8-mL Cryogenic Vial  
 

 

Subs Tx Day 0  

  (if needed) 

KIT #51 TAT, C3a, C-Peptide 
(5) 2-mL EDTA Vacutainer Tube 
(5) 1.8-mL Cyrogenic Vial 

Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
 

Suspected Graft 
Failure 

Kit 50Z Fasting Serum Glucose,  
C-Peptide, Creatinine 
(1) 3.5-mL Gold SST 
(2) 1.8-mL Cryogenic Vials 
MMTT: Stimulated Glucose and 
C-peptide 
(2) 3.5-mL Gold SST 
(4) 1.8-mL Cryogenic Vials 
 

Alloantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
Autoantibody 
(1) 3-mL Red-top Vacutainer Tube  
(1) 1.8 mL Cryogenic Vial 
 

 
1Do not collect these samples at Day 75 for subjects with confirmed graft failure 
2The kit contains two 3.5mL Gold SST tubes for the MMTT.  Only one of these two tubes will be filled (at 90 
minutes), unless it is suspected that the subject has suffered graft failure (in which case, the second tube should be 
filled at 60 minutes).  If there is no suspicion of graft failure, the 60 minute tube and aliquots associated with the 60 
minute draw can be discarded 
 
See Appendix 1 for Kit Supply Order Form 
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6. CIT-04 MAXIMUM RESEARCH BLOOD VOLUME TABLE 
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Appendix 1: Kit Supply Order Form 
 
  Protocol CIT- 04:  Please complete form and fax to University of Iowa @+1-319-353-3960 
 

    Site Name & #: __________________            CIT Protocol:  
Shipping Address:    
 
 
 
 
 

Order Date:  Due Date @ Site:  

Requested By:  Requestor’s phone:  

Requestor’s FAX:  Requestor’s email:  
 
Kit(s) # QUANTITY 

 
 
  Kit(s) #  ____________________ 
 

 
_____________________ 

 
  Kit(s) #  ____________________ 
 

 
_____________________ 

 
  Kit(s) #  ____________________ 
 

 
_____________________ 

 
  Kit(s) #  ____________________ 
 

 
_____________________ 

 
  Kit(s) #  ____________________ 
 

 
_____________________ 

 
You will receive an initial supply of kits for 10 participants upon notice of your site activation.  The initial 
supply of kits will include (1) Kit #1 through Kit # 5, per subject.   

Please check your kits’ expiration dates and DO NOT order more than a 6 month supply of kits. 
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Appendix 2: Year One Schedule of Events 

 



Clinical Islet Transplantation                                                                                                             CONFIDENTIAL                                                
Protocol CIT-04 Version 7.0     January 18, 2012     
  

 
CIT-04: Specific Laboratory Manual    
Version 7.0                                                                                    18 

 



Clinical Islet Transplantation                                                                                                             CONFIDENTIAL                                                
Protocol CIT-04 Version 7.0     January 18, 2012     
  

 
CIT-04: Specific Laboratory Manual    
Version 7.0                                                                                    19 



Clinical Islet Transplantation                                                                                                             CONFIDENTIAL                                                
Protocol CIT-04 Version 7.0     January 18, 2012     
  

 
CIT-04: Specific Laboratory Manual    
Version 7.0                                                                                    20 

 



Clinical Islet Transplantation                                                                                                             CONFIDENTIAL                                                
Protocol CIT-04 Version 7.0     January 18, 2012     
  

 
CIT-04: Specific Laboratory Manual    
Version 7.0                                                                                    21 

Appendix 3: Continuation of Appendix 1 Schedule of Events (Subjects with Subsequent CIT Transplants) 
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Appendix 4: Subsequent Transplant Schedule of Events 
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Appendix 5: Schedule of Events for 1-Year Additional F/U   
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Appendix 6: Supply Order Form: Bulk Supply (shipping supplies) 
 
    Protocol CIT-99:  Please complete form and fax to University of Iowa @+1-319-353-3960 

    Site Name & #:     CIT Protocol:  
Shipping Address:    

 

 

 

 

Order Date:  Due Date @ Site:  

Requested By:  Requestor’s phone:  

Requestor’s FAX:  Requestor’s email:  
 

SHIPPING SUPPLIES 
Shipping Container – ambient kit   

Shipping Container – refrigerated kit  

Shipping Container – frozen kit  

STP-317 ambient gel packs  

FedEx Airbills to University of Washington—DRY ICE  

FedEx Airbills to University of Washington—COLD PACK  

FedEx Airbills to University of Pennsylvania  

FedEx Airbills to Barbara Davis Center  

FedEx Airbills to Rudbeck Laboratory  

FedEx Airbills to NIDDK Repository  

FedEx Airbills to ITN Central Cell Processing Core Facility  

FedEx Airbills to ITN RNA Isolation Core Facility  

FedEx Airbills to University of Minnesota  

FedEx Airbills to Tandem Lab  

FedEx Airbills to PPD  
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