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1 CIT-04 PROTOCOL COMMUNICATION PLAN 
*See last page for Islet Manufacturing Communication Plan * 

 
Who do I contact? 
Site investigators should contact the NIH MM, Nancy Bridges, directly for: 

- urgent safety or eligibility issues not addressed by the protocol or questions requiring medical 
judgment 

- publication questions (publication notification forms, publication policy questions, etc.) 

Site investigators or coordinators should contact the NIH PM, Allison Priore, directly for: 
- review and approve any revision to your Informed Consents prior to IRB submission. 

- NIH budget questions 
 
Otherwise, the site investigator or coordinator should contact the DCC Protocol Coordinator for all CIT-04 
protocol questions and concerns, including:   

 Subject Recruitment: Screening process, enrollment, protocol eligibility, transplant wait list, blood sugar records, 
diabetologist certifications, central lab results, etc. 

 Protocol Implementation: Study visits, prophylactic meds, prohibited meds, graft failures, study assessments, SAE 
reporting, deviations, logistics, source documentation, participant concerns, etc. 

 Protocol Content:  Statistics, endpoint analysis, rationale, background, etc. 

 Data Management:  Website access, electronic case report forms, queries, etc. 

 Study drug: Shipments, storage, drug shipment requests, ancillary supplies, etc. 

 Specimen Coordination:  Kits, supplies, Immunotrak, specimen shipping and processing, timing of specimen collection, 
core labs, etc. 

 Study Supplies:  Glucometers, test strips, CGMS, etc. 

 Study Documents: Brochures, protocol booklets, MOP, lab manual, participant ID cards, etc. 

 Regulatory Documentation:  IRB approvals, delegation log, expiring documents, documentation requirements, conflict of 
interest, financial disclosure, etc. 

o All Health Authority communications must go through NIH. 

 
Contact information for your CIT-04 DCC Protocol Coordinator: 

 Cynthia Diltz 
 Phone:  319-353-4982 
 Fax:  319-353-3960 

Cell/pager:  319-631-3935 
 Email:  Cynthia-diltz@uiowa.edu 

 
When to contact the NIH Project Manager directly: 

 The NIH PM must review and approve any revision to your Informed Consents prior to IRB submission. 

 NIH Budget questions should be sent to your NIH Project Manager. 
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Contact Info: 
*Email is the best way to communicate with the MMs 

Thomas Eggerman MD, PhD* (301) 594-8813 eggermant@extra.niddk.nih.gov 
Nancy Bridges, MD* (301) 451-4406 nbridges@niaid.nih.gov 
Neal Green (301) 594-8815 greenne@niddk.nih.gov  
Allison Priore (301) 560-4513 priorea@niaid.nih.gov  
Natasha Watson (301) 281-7003 natasha.watson@nih.gov 

Assignments 

MM: Tom Eggerman 
PM: Neal Green 

MM: Nancy Bridges 
PM: Allison Priore 
PM Back-up: Natasha 
Watson 

MM: Nancy Bridges 
PM: Natasha Watson 
PM Back-up: Allison Priore 

Protocol: Site Name Protocol: Site Name Protocol: Site Name 

99, 02, 06 Miami 07 Miami 99, 03 Minnesota 
99, 05, 06 Penn 07 Penn 99, 03 Northwestern 
99, 02, 06 UIC 07 UIC 99, 03 UCSF 
06 Edmonton 99, 04, 07 Edmonton   
06 Minnesota 07 Minnesota   
06 Northwestern 07 Northwestern   
06 UCSF 07 UCSF   
06 Emory 99, 04, 07 Emory   

 
 
Islet Laboratory Personnel:   
Questions about islet potency and the islet manufacturing process should be addressed to the NIH 
Senior Regulatory Officer.   
 

 Questions about completing Certificates of Analysis, Batch record completion, etc. 
o Submission and QA of manufacturing documents (COA, BR, etc.) are addressed 

separately in the manufacturing SOP. 
 Clarifications to manufacturing process 
 Questions about enzymes 
 Manufacturing deviations 

 
Contact information for the NIH Senior Regulatory Officer: 
 Julia Goldstein 
 Office: 301-451-3112 
 Fax: 301-402-2571 
 Email: jgoldstein@niaid.nih.gov 

 
To place an enzyme order: 

 Contact the Serva representative and copy Dixie Ecklund and Julia Goldstein. 
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2 CIT-04 PREGNANCY REPORTING 

 
Investigator Instructions for reporting cases of pregnancy 

Pregnancy testing must be performed throughout the study prior to the infusion with belatacept (LEA29Y) and the 
results of all pregnancy tests (positive or negative) recorded on the Pregnancy Test eCRF.   

Women who are post-menopausal (defined as >/= 12 consecutive months of amenorrhea) and women who have 
had surgical sterilization are NOT Women of Child Bearing Potential (WOCBP) and do not need a pregnancy 
test. 

No WOCBP with a positive test result can be given belatacept even if the site uses a pregnancy test that is more 
sensitive than the protocol required 25IU/L and the site believes the pregnancy test result is a false positive. 

If following initiation of study treatment, it is subsequently discovered that a subject is pregnant or may have been 
pregnant at the time of investigational product exposure, including during at least 56 days after 
product administration, the investigational product will be permanently discontinued.  

 As soon as the pregnancy is confirmed, notify PI.  
 Complete SAE eCRF and submit to DCC within 24 hours. 
 Complete Part 1 of the BMS Pregnancy Surveillance Form (Appendix 1) and either fax or include as 

supporting documents by attaching the document in the SAE eCRF within 24 hours. (Fax # 319-353-
4231) 

 Return Part II of the BMS Pregnancy Surveillance Form via fax (to DCC as above) after the outcome of 
the pregnancy is known, and, if applicable, when the infant is at least 8 weeks of age. 

 Retain a completed copy of both Part I and Part II of the Pregnancy Surveillance Form with the 
subject’s source doc or chart at the study site. 

 An optional Pregnancy Worksheet (Appendix 2) has been created to compile additional details in 
maternal, fetal, and neonatal outcomes.  The Worksheet is helpful for all pregnancies but is particularly 
helpful for those with problem outcomes.  A hospital discharge summary or other narratives can be used 
instead of the Worksheet if sufficient information is provided. 

 If pregnancy is applicable to female subjects receiving study drug 
o Do Not give Belatacept infusion  
o Complete CIT-04 Premature Discontinuation eCRF 
o Subject will transfer to the reduced follow-up SOE. 
o For subjects that discontinue Belatacept, collect additional immunogenicity samples at 4 weeks 

and 8 weeks post last dose. 
 If pregnancy is applicable to the partner of male subjects receiving study drug  

o Complete the SAE and the BMS Pregnancy Surveillance forms as noted above 
o Male subjects do not need to discontinue study medication. 
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3 DOSING AND ADMINISTRATION OF BELATACEPT 

 
Dosing Guidelines 
 
Subjects will receive Belatacept 10mg/kg on days 0, 4, 14, 28, 56, and 84.  A 10mg/kg dosing chart is 
provided in appendix 3.  After day 84 subjects will receive a maintenance dose of 5 mg/kg every 4 
weeks.  A 5 mg/kg dosing chart is provided in appendix 4. 
 
Administration Guidelines 
 
 

 Prepare the patient for the belatacept infusion. 
 Ensure the IV line is patent. A small gauge needle (21 or 23 gauge) is 

adequate to infuse belatacept solutions. 

 An infusion pump may be used to administer the drug solution but is not  
required. A gravity infusion is acceptable. 

       Explain the procedure to the patient. 
 Ensure that informed consent has been documented as required by the 

institution/agency. 
 
 
Check the solution by holding the bag up to the light. The solution should be clear. The solution cannot 
be used if it is cloudy or if it contains any sediment. Squeeze the bag and check for leaks. If there is 
anything wrong with the solution or the bag, inform the pharmacy. 
 
 
The infusion solution should be administered at a constant rate over approximately 30 minute period (no 
more than ~ 3 mL/min or 200 mL/hour). Since no physical or biochemical compatibility studies have 
been conducted to evaluate co-administration of belatacept with other agents, belatacept should not be 
infused concomitantly in the same intravenous line as other agents. Once the infusion bag or bottle is 
empty, the IV line should be flushed thoroughly with approximately 20-30 mL of 5% Dextrose in Water 
or 0.9% Sodium Chloride solution to ensure that all active drug is delivered to the patient. Any unused 
portion of the infusion solution should not be stored for reuse and discarded. 
 

4 ORDERING SUPPLIES FOR BELATACEPT INFUSIONS 

 
All constitution and dilution of belatacept must be performed using silicone free disposable syringes and 
administered through a sterile, non-pyrogenic, low protein binding inline filter.  These ancillary supplies (syringes 
and filters) for the belatacept infusion are supplied by BMS.  An initial supply of syringes and filters will be sent 
with the first order of belatacept.  Additional supplies may be ordered by contacting your CIT protocol 
coordinator. 
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5 CLARIFICATION OF SUPPLEMENTARY DOSE OF BELATACEPT 
If the subject requires a 2nd or 3rd islet transplant, in addition to the 5mg/kg maintenance dose, subjects will 
receive a single supplementary 10mg/kg dose of belatacept.   
 If the second or third transplant is performed within 14 days after the last dose of belatacept, the 

supplementary dose will be administered approximately 14 days (within +/- 4 day visit window) after the 
last dose.  In the example below the 2nd islet transplant occurs on day 116 and the last regularly scheduled 
maintenance dose of belatacept was given on day 112.  Since the 2nd transplant occurs less than 14 days 
from the last maintenance dose the supplemental dose of 10mg/kg should be given on day 126 ± 4 days. 

 The subject then resumes their 5 mg/kg maintenance dose schedule (e.g. maintenance dose on day 140, 
day 168, etc.) 

 
 If the second or third transplant is performed more than 14 days from the last dose of belatacept, the 

supplementary dose will be administered within 24 hours of the transplant. 
In the example below, the 2nd islet transplant occurs on day 135 and the last regularly scheduled 
maintenance dose of belatacept was given on day 112.  Since the 2nd transplant occurs more than 14 days 
from the last maintenance dose the supplemental dose of 10mg/kg should be given within 24 hours of the 
transplant. 

 The subject then resumes their maintenance dose schedule (e.g. maintenance dose on day 140, day 168, 
etc.) 

CIT-04 Belatacept Dosing for 2nd/3rd islet transplants –  
Example if > 14 days since last belatacept dose 

 

 
NOTE: If the maintenance dose is scheduled to be given within four days of a supplemental dose, the 
maintenance dose should not be given. Subjects will resume maintenance dosing at their next scheduled 
visit. 

CIT-04 Belatacept Dosing for 2nd/3rd islet transplants –  
Example if < 14 days since last belatacept dose 

85 112 140 168 DAY 

10 mg/kg supplemental dose day 126  
    (~14 days from last belatacept dose) 

2nd islet transplant 
Day 116 

Belatacept 
5 mg/kg 
Maintenance dose 

 

Belatacept 
5 mg/kg 
Maintenance dose 

85 112 140 168 DAY 

10 mg/kg supplemental dose day 135  
        (within 24 hours of islet transplant) 

2nd islet transplant
Day 135 
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6 UNDERSTANDING THE SCHEDULE OF EVENTS 

 
The SOE for subjects randomized to CIT-04 can be confusing.  The following section will explain how a 
subject follows the SOE depending on the number of transplants they have.   
 
Belatacept infusions must be given every 4 weeks and the timing of the infusion is based on the first 
dose given on day 0 regardless of the timing of subsequent transplants.     
 
6.1  Clarification for Appendix 4 (SOE for 1-Year additional Follow-ups) 
 
When a subject has reached one year from their FINAL transplant, they will then begin to follow the 
SOE in CIT-04 Protocol Appendix 4 (Schedule of Events for 1-Year Additional Follow-up).   
In the protocol, the 1-Year additional Follow-ups are entered in months with visit 59 listed as TBD 
(table 1).   
 

Table 1: Appendix 4 -SOE for 1-Year Additional Follow-Up as written in CIT-04 Version 6.0 

 
 
Since the subjects must come in to the clinic every 4 weeks (28 days) for the belatacept infusion, the 
subject will come for 13 visits in the additional year follow-up instead of 12, therefore the visit 59 TBD 
was added to accommodate the extra visit.  However, referring to the time points as monthly is 
misleading since at some point during the year the subject will actually come in twice in 1 month and 
having a TBD visit is a moving target and confusing.  Table 2 will clarify the time points for consistency 
and will be added to the next amendment. 
 

Table 2: Clarification of the time points for Appendix 4- SOE for 1-Year Additional Follow-up 

 
In table 2, the time points are also listed in days and weeks to reflect the number of days / number of 
weeks after the subject has completed their day 365 post final transplant visit.  Calculation of the visits 
by # days works well if the subject has had only 1 transplant (see section 6.2).  However if the subject 



Clinical Islet Transplantation (CIT)  Confidential 
CIT-04: Islet Transplantation in Type 1 Diabetes with 
   LEA29Y (belatacept) Maintenance Therapy January 18, 2012 
 

CIT-04: Manual of Procedures  
Version 7.0  9 
  
 

has received a subsequent transplant you must take into account the date of the last belatacept infusion 
after the subject has reached the 1 year post final transplant mark to calculate visit 51( see section 6.3). 
  
For example, in table 1 visit number 51 is listed as M13 – 13 months from the final transplant.  In table 
2, visit number 51 can be thought of as Day 393 from the final transplant or 4 weeks after the subject’s 
last dose of belatacept and has completed day 365 post final transplant.  The TBD visit is removed and 
will always be visit 59. 
 
6.2  How to Follow the SOEs for a subject who has only 1 transplant 
 
Example – subject 04-XX-001 has a transplant June 2, 2009. Subject would follow Year 1 SOE (CIT-04 
Protocol Appendix 1).   Visit 21 (Wk52) is equal to the 1 year from initial transplant and would be 
scheduled for June 2, 2010.  (Note: Since the subject did not have a subsequent transplant the date of the 
initial transplant and the date of the final transplant are the same date.)  
 

Appendix 1 (Year 1 Schedule of Events) 

Time points 
(specified in 

Days relative to 
INITIAL 

transplant) 
Visit 

Number 

Visit 
Windows 
(specified 
in days) 

Equivalent 
Week/Month 

Expected 
Date 

0 03 N/A N/A 2-Jun-09 
3 03a N/A N/A 5-Jun-09 
4 04 N/A N/A 6-Jun-09 
7 05 +/- 2 W1 9-Jun-09 

14 06 +/- 2 W2 16-Jun-09 
21 07 +/- 2 W3 23-Jun-09 
28 08 +/- 3 W4 30-Jun-09 
56 09 +/- 3 W8 28-Jul-09 
75 10 +/- 5 N/A 16-Aug-09 
84 11 +/- 3 W12 25-Aug-09 
112 12 +/- 3 W16 22-Sep-09 
140 13 +/- 3 W20 20-Oct-09 
168 14 +/- 3 W24 17-Nov-09 
196 15 +/- 5 W28 15-Dec-09 
224 16 +/- 5 W32 12-Jan-10 
252 17 +/- 5 W36 9-Feb-10 
280 18 +/- 5 W40 9-Mar-10 
308 19 +/- 5 W44 6-Apr-10 
336 20 +/- 5 W48 4-May-10 

365 21 +/- 5 
W52 (Y1 
Initial Tx) 2-Jun-10 

 
 
Appendix 2 [Continuation of Appendix 1 Schedule of Events (Subjects with Subsequent Transplants)] 
and Appendix 3 (Subsequent Transplant Schedule of Events) are not needed. 
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Appendix 2 - NOT NEEDED 
 Continuation of Appendix 1 SOE  

(Subjects with Subsequent Transplants) 

Time points 
(specified in Days 

relative to 
INITIAL 

transplant) 
Visit 

Number 

Visit 
Windows 
(specified 
in days) 

Equivalent 
Week/Month 

Expected 
Date 

392 22 +/- 5 W56 29-Jun-10 
420 23 +/- 5 W60 27-Jul-10 
448 24 +/- 5 W64 24-Aug-10 
476 25 +/- 5 W68 21-Sep-10 
504 26 +/- 5 W72 19-Oct-10 
532 27 +/- 5 W76 16-Nov-10 
560 28 +/- 5 W80 14-Dec-10 
588 29 +/- 5 W84 11-Jan-11 
616 30 +/- 5 W88 8-Feb-11 

Appendix 3 - NOT NEEDED 
Subsequent Transplant SOE 

Time point (Relative to 
date of subsequnt 

transplant) 

Visit Windows (specified 
in days) 

Expected 
Date 

Sub Tx Day 0  N/A  N/A 

Sub Tx Day 3  N/A  N/A 

Sub Tx Day 4  N/A  N/A 

Sub Tx Day 7  +/‐3  N/A 

Sub Tx Day 75  +/‐5  N/A 

Sub Tx Day 365  +/‐14  N/A 

 
When the subject has completed visit 21, they would then follow Schedule of Events for 1-Year 
Additional Follow-Up (CIT-04 Protocol Appendix 4).  Note in the case of only 1 transplant it is 
reasonable to use # of days for calculating the next visit since visit 51 will always be 393 days from 
initial transplant. 
To help distinguish “day” or “weeks” in the 1 Year Additional Follow-up from “day” or “weeks” in the 
Initial year, AY will be added in appendix 4. 
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6.3  How to Follow the SOEs for a subject who has only a subsequent transplant 
 
Example – subject 04-XX-002 had a transplant June 2, 2009. Subject begins to follow Year 1 SOE 
(CIT-04 Protocol Appendix 1).   On December 23, 2009 the subject undergoes a 2nd transplant.  To 
capture endpoint assessments for subsequent transplants, the subject must also follow the “Subsequent 
Transplant Schedule of Events” (CIT-04 Protocol Appendix 3). If any of these (subsequent transplant) 
visits falls within the acceptable window for a (first transplant) follow-up visit, the assessments from the 
two visits can be combined into a single visit. Visit 21 (Wk52) represents the 1 year from initial 
transplant visit and would be scheduled for June 2, 2010.   
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To allow for one year of follow-up post-final transplant, the subject must be followed through  
December 23, 2010 before they begin the “1-Year Additional Year Follow-Up”.  To accomplish this, 
after the subject completes Visit 21 they would then follow the “Continuation of Appendix 1 Schedule 
of Events” (CIT-04 Protocol Appendix 2) until s/he reaches the visit one year after his/her final 
transplant (Sub Tx Day 365 or 23/Dec/2010).  In this example, Visit 28 is scheduled for 14/Dec/2009 
and Sub Tx Day 365 is scheduled for 23/Dec/2010, these visits can be combined since they fall within 
the acceptable window for both visits.   Notice that visits 29 and 30 will not be required and are 
therefore crossed out. 
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At that time, s/he would begin to follow the “Schedule of Events for 1-year Additional Follow-up from 
FINAL Transplant” (CIT-04 Protocol Appendix 4).  Following Appendix 4 for subjects who have had 
subsequent transplants is not as straight forward as it was in section 6.2 when the subject only had 1 
transplant. There are a few things to point out when working with appendix 4 for subjects who have had 
subsequent transplants.    
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Key Points to Consider when subjects are following Appendix 4 and the subject has had a Subsequent 
transplant(s): 
 Because the subject must continue to come for belatacept infusions every 28 days you will notice 

that visit 51 is scheduled 28 days from the last belatacept infusion (14Dec2010) and not 28 days 
from 1 year post final transplant (23Dec2010).   

 Visits under appendix 2 stop when the subject has completed Sub Tx Day 365. Visit 51 replaces the 
next available visit time point.  In this scenario the subject combined visit Sub Tx Day 365 with 
visit 28 therefore visit 51 replaces visit 29. 

 In Appendix 4, AY is added to the “Day” or “Week” to give the visit a unique identifier.  AY stands 
for Additional Year.  For example, the subject will complete Week 4 after the initial transplant 
(visit 8 on appendix 1) and the subject will complete week 4 in the additional year follow-up (visit 
51 on appendix 4).   To help distinguish between the 2 visits, AY will be added if the visit is in the 
additional year follow-up. 

 In Appendix 4, you will notice a Visit 63 (Month 24/Day 730/Wk 52 from the final transplant) and 
a Visit 64 (Y2 – 2 years from initial transplant).  If the subject has had a subsequent transplant, 
these visits will not fall on the same day.  In the example, visit 63 would be scheduled for 
December 23, 2011, and visit 64 would be scheduled for June 2, 2011  
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7 CHECKLIST FOR INCLUSION/EXCLUSION CRITERIA FOR EDMONTON AND EMORY 

 
Subjects at Edmonton and Emory must follow the Inclusion / Exclusion criteria based on the CIT04 
protocol.  A checklist to assist in subjects’ eligibility based on CIT -04 inclusion/exclusion criteria is 
included in Appendix 5.  Study coordinators are not required to complete or file a copy of this 
checklist.  However, completing and filing the checklist with an investigator’s signature at the 
bottom is a simple way to document that a subject meets all inclusion/exclusion criteria. Study 
monitors will seek additional source documentation of items in the checklist that are highlighted in 
grey.  The investigator’s signature on the checklist can serve to document that s/he has assessed the 
criteria that are not highlighted and believes that the subject meets the criteria. 
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Appendix 1 BMS Pregnancy Surveillance Form 
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Appendix 2 BMS Pregnancy Worksheet 
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Appendix 3 Dosing Chart for Belataecpt - 10mg/kg (100mg vial) 
 
 

 
 

        

Dosing Chart for Belatacept 10 mg/kg (100mg vial) 
         

Weight 
(kg) 

Total 
Dose 
(mg) 

Volume 
(mL) 

# Vials 
Required 

 
Weight 

(kg) 

Total 
Dose 
(mg) 

Volume 
(mL) 

# Vials 
Required 

40 400 16.00 4  70 700 28.00 7 
41 410 16.40 5  71 710 28.40 7 
42 420 16.80 5  72 720 28.80 8 
43 430 17.20 5  73 730 29.20 8 
44 440 17.60 5  74 740 29.60 8 
45 450 18.00 5  75 750 30.00 8 
46 460 18.40 5  76 760 30.40 8 
47 470 18.80 5  77 770 30.80 8 
48 480 19.20 5  78 780 31.20 8 
49 490 19.60 5  79 790 31.60 8 
50 500 20.00 5  80 800 32.00 8 
51 510 20.40 6  81 810 32.40 8 
52 520 20.80 6  82 820 32.80 9 
53 530 21.20 6  83 830 33.20 9 
54 540 21.60 6  84 840 33.60 9 
55 550 22.00 6  85 850 34.00 9 
56 560 22.40 6  86 860 34.40 9 
57 570 22.80 6  87 870 34.80 9 
58 580 23.20 6  88 880 35.20 9 
59 590 23.60 6  89 890 35.60 9 
60 600 24.00 6  90 900 36.00 9 
61 610 24.40 6  91 910 36.40 9 
62 620 24.80 7  92 920 36.80 10 
63 630 25.20 7  93 930 37.20 10 
64 640 25.60 7  94 940 37.60 10 
65 650 26.00 7  95 950 38.00 10 
66 660 26.40 7  96 960 38.40 10 
67 670 26.80 7  97 970 38.80 10 
68 680 27.20 7  98 980 39.20 10 
69 690 27.60 7  99 990 39.60 10 
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Appendix 4 Dosing Chart for Belatacept - 5mg/kg (100mg vial) 
 
 
 

 
 

   

 

     

 

Dosing Chart for Belatacept 5 mg/kg  
           

Weight 
(kg) 

Total 
Dose 
(mg) 

Volume 
(mL) 

# 100 mg 
Vials 

Required 

# 250 mg 
Vials 
Required 

 
Weight 

(kg) 

Total 
Dose 
(mg) 

Volume 
(mL) 

# 100 mg 
Vials 

Required 

# 250 mg 
Vials 

Required  
40 200 8.00 2 1   70 350 14.00 4 2 

41 205 8.20 3 1   71 355 14.20 4 2 

42 210 8.40 3 1   72 360 14.40 4 2 

43 215 8.60 3 1   73 365 14.60 4 2 

44 220 8.80 3 1   74 370 14.80 4 2 

45 225 9.00 3 1   75 375 15.00 4 2 

46 230 9.20 3 1   76 380 15.20 4 2 

47 235 9.40 3 1   77 385 15.40 4 2 

48 240 9.60 3 1   78 390 15.60 4 2 

49 245 9.80 3 1   79 395 15.80 4 2 

50 250 10.00 3 1   80 400 16.00 4 2 

51 255 10.20 3 2   81 405 16.20 5 2 

52 260 10.40 3 2   82 410 16.40 5 2 

53 265 10.60 3 2   83 415 16.60 5 2 

54 270 10.80 3 2   84 420 16.80 5 2 

55 275 11.00 3 2   85 425 17.00 5 2 

56 280 11.20 3 2   86 430 17.20 5 2 

57 285 11.40 3 2   87 435 17.40 5 2 

58 290 11.60 3 2   88 440 17.60 5 2 

59 295 11.80 3 2   89 445 17.80 5 2 

60 300 12.00 3 2   90 450 18.00 5 2 

61 305 12.20 4 2   91 455 18.20 5 2 

62 310 12.40 4 2   92 460 18.40 5 2 

63 315 12.60 4 2   93 465 18.60 5 2 

64 320 12.80 4 2   94 470 18.80 5 2 

65 325 13.00 4 2   95 475 19.00 5 2 

66 330 13.20 4 2   96 480 19.20 5 2 

67 335 13.40 4 2   97 485 19.40 5 2 

68 340 13.60 4 2   98 490 19.60 5 2 

69 345 13.80 4 2   99 495 19.80 5 2 
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Appendix 5 Edmonton and Emory Inclusion/Exclusion Criteria Checklist 
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