High Dose Gatorade+PEG Solutions         by  D. Gerard, et. al            Page 6 of 6



----------------------- Preparation  --------------------
Control


All
Step 1
Step 2
306g PEG+G 
       - P-Value Statistical Significance -






357g PEG+G
All ↔ CONTROL
Step 1 ↔ Step 2
N

69
59
10
400


Sex Ratio (M : F)
38 : 31
31 : 28
7 : 3
200 : 200
NS
NS

MD (DPG : MWR : JLH)
52 : 17 : 0
44 : 15 : 0
8 : 2 : 0
201 : 98 : 101
NS
NS

Age in years (mean ± SD)
65.3 ± 9.4
65.5 ± 9.4
64.7 ± 10.0
60.2 ± 11.9
p=0.0008
NS

Race
Caucasian
61 (88.4%)
51 (86.4%)
10 (100.0%)
340 (85.5%)
NS
NS


African American
3 (4.3%)
3 (5.1%)
0
18 (5.5%)
NS
NS

Hispanic
2 (2.9%)
2 (3.4%)
0 
17 (2.0%)
NS
NS

Other
3 (4.3%)
3 (5.1%)
0 
25  (7.0%)
NS
NS

Procedure


Performed in Our Office
52 (75.4%)
43 (72.9%)
9 (90.0%)
268 (60.5%)
NS
NS



Start Time (mean hour ± SD)
10.3 ± 0.9
10.3 ± 0.9
10.2 ± 1.0
10.3 ± 0.9
NS
NS

Previous Colon Resection
4 (5.8%)
2 (3.4%)
2 (20.0%)
5 (1.2%)
NS
NS

Indications (Multiple Indications Possible)


Screening
12 (17.4%)
11 (18.6%)
1 (10.0%)
173 (43.2%)
p<0.0001
NS


History of Polyps
45 (65.2%)
39 (66.1%)
6 (60.0%)
95 (23.7%)
p<0.0001
NS


History of Colon Cancer
3 (4.3%)
2 (3.4%)
1 (10.0%)
 6 (1.5%)
NS
NS


FH Colon Neoplasia
14 (20.3%)
12 (20.3%)
2 (20.0%)
65 (16.2%)
NS
NS


Rectal Bleeding
3 (4.3%)
3 (5.1%)
0
63 (15.7%)
p=0.008
NS


Anemia
2 (2.9%)
2 (3.4%)
0
 7 (1.7%)
NS
NS


Other
3 (4.3%)
1 (1.7%)
0
27 (6.7%)
NS
NS

Findings (Multiple Findings Possible)


Normal
10 (14.5%)
9 (15.2%)
1 (10.0%)
168 (42.0%)
p<0.0001
NS


Colon Polyps
37 (53.6%)
31 (52.5%)
6 (60.0%)
162 (40.5%)
p=0.048
NS


Colon Cancer
2 (2.9%)
2 (3.4%)
0
 4 (1.0%)
NS
NS


Diverticulosis
36 (52.2%)
30 (50.8%)
6 (60.0%)
114 (28.5%)
p=0.0002
NS


Crohn’s Disease
0
0
0
 6 (1.5%)
NS
NS

Ulcerative Colitis
2 (2.9%)
1 (1.7%)
1 (10.0%)
 5 (1.2%)
NS
NS


Other Colitis
2 (2.9%)
2 (3.4%)
1 (10.0%)
 3 (0.7%)
NS
NS
Incomplete Colonoscopy
3 (4.3%)
3 (5.1%)
0
 1 (0.2%)
p=0.01
NS

[Table 3 continues on the next page]



                                                          --------------------- Preparation  ------------------
P-Value Statistical Significance



All
Step 1
Step 2

Step 1 ↔ Step 2
Previous Colonoscopy Performed in Our Clinic
59 (85.5)
49 (83.0)
10 (100.0)
NS

Previous Inadequate Preparations (mean ± SD)
1.55 ± 0.81
1.46 ± 0.82
2.10 ± 0.57
p=0.02


1 Inadequate Preparation
43 (72.9%)
42 (85.7%)
1 (10.0%)
p=0.0004


2 Inadequate Preparations
16 (27.1%)
9 (18.4%)
7 (70.0%)
p=0.0008


3 Inadequate Preparations
8 (13.6%)
5 (10.2%)
2 (20.0%)
NS


4 Inadequate Preparations
2 (3.4%)
2 (3.4%)
0
NS

Previous Failed Preparations
(Dosing)




PEG-ELS 4 liters
Day-Prior
22
19
3
NS


Unknown
17
14
3
NS


PEG+Gatorade
Day-Prior 306 g PEG
24
21
3
NS
                
Day-Prior 357 g PEG
17
14
3
NS
                
Split 306 g PEG
8
7
1
NS
                
Unknown
2
2
0
NS
                
Split 459-510 g PEG
8
0
8
p<0.0001

PEG-Asc 2 liters
Split
1
1
0
NS

NaPhospate Tablets
Split (dose unknown)
1
1
0
NS


Unknown
Unknown
7
6
1
NS
Last Failed Preparation Description


Poor or Less than 80% of Mucosa Seen
27
24
3
NS



80-89% of the Mucosa Seen
18
15
3
NS


Fair or Inadequate or Suboptimal
24
20
4
NS

Table 3. Data from the questionnaire filled out by the gastroenterologists describing the baseline characteristics of the subjects, the findings and all the previous failed colonoscopy preparations. 

P-Value Statistical Significance shows arms that were statistically different with P<0.05. The controls were from a previous colon cleansing study7 that looked at 306 g of PEG given as a split-dose and 357 g of PEG given the day-prior both with Gatorade in subjects with no history of inadequate colon preparations.

NS indicates no significant differences; PEG+G, polyethylene glycol 3350 and Gatorade; ELS,  electrolyte solution; Asc, ascorbic acid.

-------------------------- Preparation  -----------------------
Control


All
Step 1
Step 2
306 g PEG+G
-- P-value Statistical Significance --





357 g PEG+G
All ↔ Control
Step 1 ↔ Step 2

Chicago BPS
Right Colon (mean ± SD)
11.49 ± 1.87
11.43 ± 2.02
11.80 ± 0.42
11.33 ± 1.46
NS
NS


TV Colon (mean ± SD)
11.51 ± 1.88
11.45 ± 2.03
11.90 ± 0.32
11.55 ± 1.24
NS
NS


Left Colon (mean ± SD)
11.49 ± 1.51
11.42 ± 1.62
11.90 ± 0.32
11.45 ± 1.54
NS
NS


Total (mean ± SD)
34.49 ± 4.86
34.30 ± 6.08
34.60 ± 0.97
34.33 ± 3.94
NS
NS


Total Exactly 36
  56 (82.3%)
48 (82.8%)
8 (80.0%)
221 (55.4%)
p<0.0001



Fluid Total Colon (mean ± SD)
  2.25 ± 0.77
  2.31 ± 0.75
1.9 ± 0.88
1.43 ± 0.98
p<0.0001
NS

Chicago BPS
Right Colon (mean ± SD)
10.65 ± 1.66
10.58 ± 1.81
11.0 ± 0.00
10.72 ± 1.25
NS
NS

  (Modified)
TV Colon (mean ± SD)
10.63 ± 1.67
10.56 ± 1.81
11.0 ± 0.00
10.79 ± 1.02
NS
NS


Left Colon (mean ± SD)
10.65 ± 1.25
10.59 ± 1.35
11.0 ± 0.00
10.72 ± 1.32
NS
NS


Total (mean ± SD)
31.93 ± 4.16
31.73 ± 4.53
33.0 ± 0.00
32.23 ± 3.33
NS
NS


Total Exactly 33
  61 (89.7%)
51 (87.9%)
10 (100.0%)
342 (85.7%)
NS
NS



Boston BPS
Right Colon (mean ± SD)
2.90 ± 0.43
2.88 ± 0.46
3.00 ± 0.00
2.86 ± 0.43
NS
NS

TV Colon (mean ± SD)
2.87 ± 0.45
2.84 ± 0.49
3.00 ± 0.00
2.89 ± 0.38
NS
NS


Left Colon (mean ± SD)
2.81 ± 0.52
2.78 ± 0.56
3.00 ± 0.00
2.87 ± 0.44
NS
NS


Total (mean ± SD)
8.58 ± 1.30
8.50 ± 1.39
9.00 ± 0.00
8.61 ± 1.16
NS
NS


Total Exactly 9
  61 (89.7%)
51 (87.9%)
10 (100.0%)
344 (86.2%)
NS
NS

Inadequate Preparation


Adequate/Inadequate BPS
3 (4.3%)
3 (5.1%)
0
6 (1.5%)
NS
NS


Chicago BPS Total< 25
3 (4.3%)
3 (5.1%)
0
6 (1.5%)
NS
NS

Boston BPS any segment 0 or 1
3 (4.3%)
3 (5.1%)
0
6 (1.5%)
NS
NS

Total Amount of Fluid Aspirated (ml ± SD)
406 ± 282
404 ± 272
419 ± 354


NS

Total Amount of Washing Fluid (ml ± SD)
  62 ± 195
  59 ± 197
  84 ± 193


NS

Table 4. Colon cleanliness data from the questionnaire filled out by the gastroenterologists by preparation arm. 

P-Value Statistical Significance shows arms that were statistically different with P<0.05. The controls were from a previous colon cleansing study7 that looked at 306 g of PEG given as a split-dose and 357 g of PEG given the day-prior both with Gatorade in subjects with no history of inadequate colon preparations.

NS indicates no significant differences; PEG+G, polyethylene glycole-3350 and Gatorade; 







   ----------------------- Preparation ---------------------
     Control


All
Step 1
Step 2
306g PEG+G
 P-value Statistical Significance 





357g PEG+G
All ↔ Control
Step 1 ↔ Step 2


Side Effects


Nausea (N : Mild : Mod : S)
44 : 18 : 5 : 2
38 : 15 : 4 : 2
6 : 3 : 1 : 0
254 : 105 : 28 : 13
NS
NS


Vomiting (N : Mild : Mod : S)
68 : 0 : 1 : 0
58 : 0 : 1 : 0
10 : 0 : 0 : 0
365 : 15 : 11 : 9
NS
NS

Ab. Cramps/Pain (N : Mild : Mod : S)
44 : 21 : 3 : 1
39 : 17 : 2 : 1
5 : 4 : 1 : 0
262 : 123 : 14 :4
NS 
NS

Bloating (N : Mild : Mod : S)
24 : 33 : 11 : 1
19 : 29 : 10 : 1
5 : 4 : 1 : 0
152 : 189 : 54 : 5
NS
NS
Other Side Effects


Headache
3 (4.3%)
3 (5.0%)
0
12 (3.0%)
NS
NS


Faint/Lightheaded
1 (1.4%)
1 (1.0%)
0
 3 (0.7%)
NS
NS

Chills
1 (1.4%)
1 (2.0%)
0 
 6 (1.5%)
NS
NS


Heartburn
1 (1.4%)
1 (2.0%)
0
 5 (1.2%)
NS
NS


Other
0
0
0
 2 (0.5%)
NS
NS

% Preparation Consumed (mean ± SD)
98.9 ± 5.1
98.7 ± 5.5
100.0 ± 0.0
98.6 ± 5.4
NS
NS

Consumed 100% of Preparation
63 (91.3%)
53 (89.8%)
10 (100.0%)
367 (91.7%)
NS
NS

Incomplete % Consumed (mean ± SD)
87.2 ± 13.0
87.2 ± 13.0

84.4 ± 10.4
NS

Called MD for Advice
5 (7.2%)
4 (6.8%)
1 (10.0%)
18 (4.5%)
NS
NS

Needed Fleets Enemas
9 (13.0%)
6 (10.2%)
3 (30.0%)
42 (10.5%)
NS
NS
Number of Enemas Needed (mean ± SD)
1.67 ± 0.50
1.67 ± 0.52
1.67 ± 0.58
1.79 ± 0.87
NS
NS
Changed Preparation Due to Intolerance
0
0
0
2 (0.5%)
NS
NS
Woke Up at Night for Bowel Movement
50 (72.5%)
42 (71.2%)
8 (80.0%)
245 (61.2%)
NS
NS

For a Future Colonoscopy


Use the Same Preparation Again (Yes)
59 (85.5%)
50 (84.7%) 
9 (90.0%)
352 (88.0%)
NS
 NS

How Difficult was


It To Drink the Liquid (E : Mild : Mod : VD)
36 : 17 : 13 : 3
30 : 16 : 10 : 3
6 : 1 : 3 : 0
242: 112 : 40 : 6
 NS
NS

The Overall Preparation (E : Mild : Mod : VD)
36 : 18 : 12 : 3
30 : 17 : 9 : 3
6 : 1 : 3 : 0
252 : 109 : 35 : 4
p=0.02
NS
Had Previous Colonoscopy
69 (100.0%)
50 (100.0%)
10 (100.0%)
258 (64.5%)
p<0.0001
NS

How Compare to Previous Preparation (E : S : M)
28 : 33 : 6
25 : 28 : 4
3 : 5 : 2
170 : 64 : 24
p=0.0004
NS

Take Medication for Constipation
18 (26.1%)
15 (25.4%)
3 (30.0%)


NS

Table 5. Data from the questionnaire filled out by the subjects. For “Side Effects,” N=None, Mild=Mild, Mod=Moderate or S=Severe. For “How Difficult was,” E=Easy, Mild=Mildly Difficult, Mod=Moderately Difficult or VD=Very Difficult. For “Previous Preparation,” the study preparation was E=Easier, S=Same or M=More Difficult compared to the previous preparation. P-Value Statistical Significance shows arms that were statistically different after a Bonferroni Correction for multiple comparisons (i.e. 1↔23 indicates arm 1 was statistically different from arms 2 or 3) with the level of statistical significance signified by a letter: C=P<0.005, B=P<0.001 and A=P<0.0001 (i.e. 2↔4B indicates arm 2 was statistically different from arm 4 with P<0.001). NS = no significant differences.

P-Value Statistical Significance shows arms that were statistically different with P<0.05. The controls were from a previous colon cleansing study7 that looked at 306 g of PEG given as a split-dose and 357 g of PEG given the day-prior both with Gatorade in subjects with no history of inadequate colon preparations.

NS indicates no significant differences; PEG+G, polyethylene glycole-3350 and Gatorade. 


-------------------------------------- Preparation  -----------------------------------
P-Value Statistical Significance


------- All --------
------ Step 1 ------
------ Step 2 ------
---- All ----
-- Step 1 --
-- Step 2 --



Pre
Post
Pre
Post
Pre
Post
Pre ↔ Post
Pre ↔ Post
Pre ↔ Post


All Subjects (n=69)


Na (mmol/l) (mean ± SD)
140.0 ± 2.7
139.7 ± 3.1
140.2 ± 2.4
139.8 ± 2.9
138.3 ± 3.9
139.2 ± 4.2
NS
NS
NS


K (mmol/l) (mean ± SD)
4.36 ± 0.41
4.24 ± 0.47
4.35 ± 0.43
4.21 ± 0.49
4.43 ± 0.28
4.39 ± 0.32
NS
NS
NS


Cl (mmol/l) (mean ± SD))
103.5 ± 4.1
103.5 ± 3.7
103.6 ± 3.7
103.6 ± 3.3
102.7 ± 6.1
102.7 ± 5.4
NS
NS
NS

CO2 (mmol/l) (mean ± SD)
25.6 ± 2.6
25.1 ± 3.0
25.6 ± 2.6
25.4 ± 3.0
25.7 ± 2.7
23.5 ± 2.8
NS
NS
NS

BUN (mg/dl) (mean ± SD)
16.7 ± 9.6
11.7 ± 6.8
16.6 ± 10.0
11.7 ± 7.1
17.4 ± 7.1
12.0 ± 5.6
p=0.0006
p=0.003
NS

Cre (mg/dl) (mean ± SD)
0.96 ± 0.45
0.92 ± 0.40
0.96 ± 0.48
0.91 ± 0.42
0.97 ± 0.26
0.95 ± 0.25
NS
NS
NS

Glucose (mg/dl) (mean ± SD)
115 ± 49
119 ± 50
117 ± 52
120 ± 47
107 ± 23
118 ± 71
NS
NS
NS

Ca (mg/dl) (mean ± SD)
9.26 ± 0.49
9.10 ± 0.46
9.23 ± 0.51
9.10 ± 0.47
9.42 ± 0.34
9.14 ± 0.41
NS
NS
NS

Na < 130 mmol/l
0
0
0
0
0
0




K < 3.3 mmol/l
0
0
0
0
0
0



Subjects with baseline Cre>1.29 (n=7)


BUN (mmol ± SD)
36.0 ± 18.1
26.4 ± 10.9
37.0 ± 19.6
27.3 ± 11.7
30
21
NS
NS

Creatinine (mmol ± SD)
1.96 ± 0.83
1.81 ± 0.67
2.05 ± 0.87
1.89 ± 0.70
1.41
1.34
NS
NS
Subjects with baseline Cre>2.39 (n=2)


BUN (mmol ± SD)
52.5 ± 33.2
34.0 ± 21.2
52.5 ± 33.2
34.0 ± 21.2


NS
NS

Creatinine (mmol ± SD)
3.05 ± 0.81
2.77 ± 0.06
3.05 ± 0.81
2.77 ± 0.06


NS
NS

-----------------------------------------------------------------------------------------------------------------------------------------------------------------



  Pre  ↔  Post
   Pre  ↔  Post
  Pre  ↔  Post
  Pre  ↔  Post
  Pre  ↔  Post
  Pre  ↔  Post
  Pre  ↔  Post

Individual Subjects with baseline Cre>1.29


BUN (mmol ± SD)
22   ↔  21
30   ↔  21
27   ↔  19
35   ↔  32
33   ↔  24
29   ↔  19
76   ↔  49

Creatinine (mmol ± SD) 
1.30  ↔ 1.24
1.41  ↔ 1.34
1.49  ↔ 1.39
1.67  ↔ 1.50
1.73  ↔ 1.67
2.48  ↔ 2.81
3.62  ↔ 2.73
Table 6. Data from baseline (Pre) basic metabolic profile obtained at baseline and on the morning of the colonoscopy (Post) just as the IV was being started. 

P-Value Statistical Significance shows values that were statistically different with P<0.05. 

NS indicates no significant differences.

