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1 CHARACTERISTICS OF THE MEDICINAL PRODUCT 

1.1. Active ingredient 
Monosodium phosphate monohydrate 1102 mg 

Anhydrous disodium phosphate 398 mg 

For one tablet 

Excipients: macrogol 8000, magnesium stearate. 

1.2. Indication 
"Bowel preparation for patients before colon surgery or endoscopic or radiological 
examination of the colon".  

1.3. Dosage 
"For use in adults only. Do not use in children aged under 18 years. In elderly 
subjects, give the usual adult dose. 
 
The usual dose of COLOKIT is 32 tablets. The total phosphate dose is 32.79 g.  
Administration of COLOKIT tablets should begin the evening before the examination. The 
day before the examination, eat a light, low-fibre breakfast (tea or coffee with or without 
sugar, biscottes (light rusk-like toast), butter or similar spread, jam, marmalade or honey). 
After midday, only clear liquids are allowed. "Clear liquids" means water, clear soup, diluted 
fruit juice without pulp, black tea or coffee, clear fizzy or still soft drinks.  
COLOKIT tablets should be taken as follows:  
 
Recommended dosage regimen 
The evening before the examination:  
� Take 4 tablets with 250 mL water (or another clear liquid), 
� Repeat this 4 times in succession under the same conditions, taking the doses   

15 minutes apart, i.e. 20 tablets in all, 
 

 
 

On the day of the examination (starting 4-5 hours before it starts):  
� Take 4 tablets with 250 mL water (or another clear liquid), 
� Then do this twice more under the same conditions, taking the doses  

15 minutes apart, i.e.12 tablets in all. 
 

 
 
 
Alternative dosage regimen for morning colonoscopy 
When the colonoscopy is scheduled for early morning, the dosage regimen can be adapted 
by taking all the tablets the day before the examination, and leaving an interval of at least 4 
hours between the start of the first dose of 20 tablets (to be taken at the rate of 4 tablets with 
250 mL water or another clear liquid every 15 minutes) and the last dose of 12 tablets (to be 
taken at the rate of 4 tablets with 250 mL water or another clear liquid every 15 minutes).  
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Example of dosage regimen: 
At 18 h:  
� Take 4 tablets with 250 mL water (or another clear liquid), 
� Then do this 4 more times under the same conditions, taking the doses 15 minutes apart, 

i.e. 20 tablets in all. 
 

 
At 22 h: 
� Take 4 tablets with 250 mL water (or another clear liquid), 
� Then do this twice more under the same conditions, taking the doses 15 minutes apart, 

i.e.12 tablets in all. 
 

 

Patients should be made aware of the importance of following the instructions on fluid intake, 
and to drink as much liquid as possible to replace the liquid lost from increased intestinal 
peristalsis. Drinking large amounts of clear liquid also ensures the bowel is clean for the 
examination. 
 
COLOKIT tablets should not be used again for at least 7 days. 

No additional laxatives (particularly those containing sodium phosphate) should be taken at 
the same time."   
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2 SIMILAR MEDICINAL PRODUCTS 

2.1. ATC Classification (2009) 
A : Alimentary tract and metabolism 
A06A : Laxatives 
A06AD : Osmotically acting laxatives 
A06AD10 : Mineral salts in combination 

2.2. Medicinal products in the same therapeutic category 
Comparator drugs 

Osmotically acting laxatives used in bowel preparation:  

• Laxatives containing sodium phosphate: 
- FLEET PHOSPHO-SODA, oral solution  
- PREPACOL, oral solution (monosodium phosphate and disodium phosphate) and film-

coated tablets (bisacodyl) (for colon examination only and approved for hospital use 
only). 

• Laxatives containing polyethylene glycol (PEG): 
- BIOPEG oral solution (approved for hospital use only) 
- COLOPEG powder for oral solution  
- FORTRANS powder for oral solution  
- KLEAN PREP powder for oral solution  
- MOVIPREP, sachets of powder for oral solution  

2.3. Medicinal products with the same therapeutic aim 
These are other laxatives with an indication for bowel preparation before radiological or 
endoscopic examinations or bowel surgery. 
 

3 ANALYSIS OF AVAILABLE DATA 

 
The clinical dossier is based on one controlled trial1 versus a PEG solution (2 litres) 
combined with 20 mg bisacodyl.  
Note that the chosen comparator (PEG 2 litres + bisacodyl 20 mg) has not been licensed 
with a Marketing Authorisation in France. 
 

3.1. Efficacy 
Johanson JF study (2007) 
 

� Objective and method 

The main aim of this study was to compare the efficacy and safety of oral bowel preparation 
with sodium phosphate in tablet form (COLOKIT) with that of oral preparation with a small 
volume of PEG (2 litres) combined with 20 mg bisacodyl in patients (age ≥ 18 years) about to 
undergo colonoscopy and able to swallow tablets. 

The following patients could not be included in the study: pregnant or breastfeeding women, 
patients with impaired renal function, abnormal blood electrolyte values, uncontrolled 
congestive heart failure or severe chronic constipation. 

                                            
1 Johanson JF et al. A randomized, multicenter study comparing the safety and efficacy of sodium phosphate 
tablets with 2L polyethylene glycol solution plus bisacodyl tablets for colon cleansing. Am J Gastroenterol. 
2007;102(10):2238-46. 
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Eligible patients were randomised (N=481) to receive one of the treatments, in a single-blind 
(endoscopist) study, using the following dosage regimens: 
 

Treatment group Dosage regimens 

COLOKIT 
48 g sodium phosphate  
32 tablets (tabs) 

� Evening before the examination (in the evening at 18 h): 20 
tabs 

� Day of the examination: 12 tabs to be taken 3-5 h before 
colonoscopy. 
Tablets were given in divided doses of 4 tabs every 15 
minutes with 240 mL of clear liquid. 

PEG (2 litres) plus bisacodyl 
20 mg* 

� Day before the examination (at 12 h): 4 tabs of bisacodyl 5 
mg (i.e. 20 mg) with a glass of water. 

� Just after passing stool or at most 6 h after taking the 
bisacodyl: 2 litres of PEG solution, in divided doses of 240 mL 
every 10 minutes. 

*This treatment has not been licensed with a Marketing Authorisation in France. 

Primary endpoint was overall colon cleansing quality, assessed by comparison of overall 
colon-cleansing scores. 
 
Investigator used a 4-point scale to assess quality of colon-cleansing during colonoscopy by 
direct inspection of residual matter in the bowel. The four grades were scored 1 = excellent, 2 
= good, 3 = fair, 4 = inadequate. 
Patients were classed as “responders” if their score was "excellent" or "good". "Non-
responders" were patients with scores of "fair" or "inadequate". 
 
� Results 
Four hundred and fifteen (415) of the randomised patients received at least one dose of 
treatment and 402 (84%) completed the study. Mean age was 56 years (24% > 65 years; 
56% were women). 

Mean overall colon-cleansing score was better in the COLOKIT group than in the PEG plus 
bisacodyl group (Table 1). Preparation was judged to be adequate (excellent or good) in 
89.8% versus 82.0% of patients, p= 0.039. 
 
Table 1: Mean overall colon-cleansing score*  
 

 
COLOKIT 

48 g / 32 tabs 
N=205 

PEG plus bisacodyl 
N=206 

Total 
N=411 

(1) Excellent n (%) 132 (64.4) 80 (38.8) 212 (51.6) 

(2) Good n (%) 52 (25.4) 89 (43.2) 141 (34.3) 

(3) Fair  16 (78) 34 (16.5) 50 (12.2) 

(4) Inadequate  5 (2.4) 3 (1.5) 8 (1.9) 

Mean score ± σ 1.5 ± 0.74 1.8 ± 0.76 1.6 ± 0.77 

Difference in means [95% CI], p -0.3 [-0.4 ; -0.1], p<0.0001  

* Population analysed: Patients who had received at least one dose of treatment and who had undergone 
colonoscopy. 

Results for secondary endpoints (ascending colon-cleansing score, volume of irrigation liquid 
used during colonoscopy) were also better for COLOKIT. However, there was no difference 
between the two groups in terms of colonoscopies repeated within three months because of 
failure related to bowel preparation. 
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Acceptance of treatment was analysed2 by means of a questionnaire completed by all 
patients before colonoscopy. More patients in the COLOKIT group (versus PEG plus 
bisacodyl) found the preparation easy to take (77% versus 42%), reported it to have no taste 
(47% versus 6%), found it easy to take with respect to the volume of liquid prescribed (72% 
versus 27%) and indicated they would take the same preparation again in the future (96% 
versus 74%). 
 
3.2. Adverse effects 
Seventy-four percent (74%) of the 415 patients treated reported at least one adverse event 
(66% in the sodium phosphate (COLOKIT) group and 82% in the PEG + bisacodyl group). 
The majority (67%) of adverse events were classed as minor. 
The most common adverse events were gastrointestinal disorders (64% versus 79%), 
including abdominal bloating (34% versus 54%), nausea (36% versus 44%), abdominal pain 
(31% versus 47%) and vomiting (4% versus 19%). A few cases of aphthous lesions were 
reported in both groups (6% versus 3%). 

Significant fluctuations in laboratory parameters were observed in both groups; however, as 
expected, changes in phosphorus, potassium and sodium were more marked in the sodium 
phosphate (COLOKIT) group. These changes in electrolyte values were mild to moderate 
and asymptomatic, and they regressed spontaneously within 48-96 h. Changes in serum 
creatinine (with no clinical consequences) were also reported in both groups. 
It should be noted that patients with impaired renal function, abnormal blood electrolyte 
values, uncontrolled congestive heart failure or severe chronic constipation were not included 
in the study (non-inclusion criteria) (see  SPC: contraindications, warnings and precautions 
for use). 

Clinical experience  

A similar formulation to that of COLOKIT was placed on the market in 2006 in the United 
States under the name 'OSMOPREP' in packs of 100 tablets. 

PSUR data covering the period from March 2006 to December 2008 in the United States 
were included in the Marketing Authorisation application dossier in France. 
In the report covering the period 01 July 2008 to 31 December 2008, a (very rare) risk of 
acute renal failure was identified in elderly patients or patients with concomitant disease 
and/or medication likely to modify renal function and/or perfusion, probably as a result of 
incorrect use (too high a dose or noncompliance with dividing doses). 

The earlier data was confirmed by the six-monthly PSURs covering the period 01 January 
2009 to 31 December 2009 reporting the exposure of 396 035 patients, and no new risks 
have been identified.  

The risk of acute renal failure identified in 2008 with sodium phosphate led to the drafting of 
stricter conditions of use of the product in at-risk patients and the implementation of a risk 
management plan approved by the FDA in March 2009.  
In France, the necessary information has been incorporated into the Summary of Product 
Characteristics (see Annex 1 section 4.4 of the SPC, "Special warnings and precautions for 
use".  
A risk minimisation action plan is currently being finalised, including an observatory to 
monitor COLOKIT use. 

                                            
2 Lichtenstein GR et al. Clinical trial: sodium phosphate tablets are preferred and better tolerated by patients 
compared to polyethylene glycol solution plus bisacodyl tablets for bowel preparation. Aliment Pharmacol Ther. 
2007 Nov 15;26(10):1361-70. 
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3.3. Conclusion 
The efficacy of oral bowel preparation using sodium phosphate tablets (COLOKIT) was 
compared to the efficacy of oral preparation using a low volume of PEG (2 litres) combined 
with 20 mg of bisacodyl in patients (men/women, aged ≥ 18 years) who had to undergo 
colonoscopy and who were able to swallow tablets. 

Colon-cleansing quality was judged to be adequate (excellent or good) in 89.8% of cases in 
the COLOKIT group versus 82.0% in the PEG + bisacodyl group (p = 0.039), with better 
acceptance. 

No comparative studies have been carried out against the preparations of sodium phosphate 
in solution (FLEET PHOSPHO-SODA) or preparations of polyethylene glycol (PEG 4 litres or 
2 litres) currently marketed in France. However, the response observed and the published 
data suggest that efficacy is similar to that of FLEET PHOSPHO-SODA. 

In general, the tolerability of these preparations is similar to that of mineral salt laxatives 
containing sodium phosphate. These preparations may cause electrolyte disturbances 
(hyperphosphataemia, hypocalcaemia, hypokalaemia, hypernatraemia and acidosis) which 
are sometimes fatal, as well as renal disorders (nephrocalcinosis, tubular lesions, calcium 
phosphate crystal deposition, acute renal failure). The two major risk factors for these events 
are advanced age and dehydration. 
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4 TRANSPARENCY COMMITTEE CONCLUSIONS 

4.1. Actual benefit  
Bowel preparation is a necessary part of patient preparation before endoscopic or 
radiological examination or colon surgery. 
The findings of the examination are used to establish disease severity. 
The efficacy/adverse effect ratio for the drug is high in this indication. 
The product is a first-line drug. 
Alternative forms of treatment are available. 

Public health benefit 
Endoscopic or radiological examinations and colorectal surgical procedures are used to 
screen for, diagnose and treat precancerous or cancerous colorectal lesions (disorders 
which are a major public health burden). 
Improvement in screening for and surgical management of colorectal cancer is a public 
health priority (French law on Public Health 2004).  
In view of the data from clinical trials, it is not anticipated that this medicinal product will 
have any impact in terms of colon-cleansing quality, safety (particularly renal), or patient 
acceptance of the examination, compared with the alternatives available in France. 
Consequently, it is not anticipated that there will be any public health benefit from the 
medicinal product COLOKIT in this indication. 
 

The actual benefit of this medicinal product is substantial. 

4.2. Improvement in actual benefit (IAB) 
In the absence of any evidence of superiority over other forms of bowel preparation, the 
medicinal product COLOKIT does not provide any improvement in actual clinical benefit for 
bowel preparation in patients before endoscopy or gastrointestinal surgery (IAB V). The 
product is an additional diagnostic method. 

4.3. Therapeutic use 
Bowel preparation is a necessary part of the preparation of patients before endoscopic3 or 
radiological examination or colon surgery. 
The role of COLOKIT is the same as that of other products prescribed for: colon-cleansing in 
adults before endoscopic or radiological examination of the colon. 
The unique property of the medicinal product COLOKIT is that it comes in tablet form. It is an 
alternative to oral preparations containing sodium phosphate in solution (FLEET PHOSPHO-
SODA). 
Preparations containing sodium phosphate may cause electrolyte disturbances 
(hyperphosphataemia, hypocalcaemia, hypokalaemia, hypernatraemia and acidosis) which 
are sometimes fatal, as well as renal disorders (nephrocalcinosis, tubular lesions, calcium 
phosphate crystal deposition, acute renal failure). The two major risk factors for these events 
are advanced age and dehydration. Particular care should be taken to comply with the 
contraindications and maintain adequate hydration4. (See SPC)  

                                            
3 ANAES guidelines, April 2004: Indications for lower gastrointestinal endoscopy (excluding population screening)   
4 AFSSAPS: Letter to independent and hospital gastroenterologists and nephrologists: Important 
pharmacovigilance information concerning electrolyte disturbances and renal disorders reported with the oral 
solution Fleet® Phospho-Soda®. http://www.afssaps.fr/Infos-de-securite/Lettres-aux-professionnels-de-
sante/Troubles-electrolytiques-et-les-atteintes-renales-rapportes-avec-la-solution-orale-Fleet-R-Phospho-Soda-
R/(language)/fre-FR 
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4.4. Target population 
The estimated number of colonoscopies carried out in France per year is between 1.1 and 
1.2 million5. However, the target population for COLOKIT is probably smaller, as the product 
is contraindicated in children (<18 years) and the elderly (>75 years) and in specific 
situations (inflammatory bowel disease, renal failure, uncontrolled heart failure, etc.). There 
are no epidemiological data which would provide more detail on this population. 
As a guide, the Gers data for 2008 -2009 (CMA 12/08 - 12/09) show that bowel preparation 
products containing sodium phosphate account for approximately one third of bowel 
preparations with all purgatives (COLOPEG, FORTRANS, FLEET PHOSPHO SODA). 

4.5. Transparency Committee recommendations 
The Transparency Committee recommends inclusion on the list of medicines refundable by 
National Health Insurance and on the list of medicines approved for use by hospitals and 
various public services in the indications and at the dosage given in the Marketing 
Authorisation. 
 

4.5.1. Packaging: appropriate for the prescription conditions 
 

4.5.2. Reimbursement rate: 65% 
 
 

 

                                            
5 Canard JM, Acta endoscopica, 2007, Letter from the SFED 2-day endoscopy congress in France, 2006 survey 
results 


