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AWMSG Secretariat Assessment Report 
Green tea leaf extract (Catephen®) 10% Ointment 

 
This assessment report is based on evidence submitted by Kora Healthcare1. 
 
 
1.0 PRODUCT DETAILS 
 
Licensed 
indication 
under 
consideration 

Green tea leaf extract (Catephen®) for the cutaneous treatment of 
external genital and perianal warts (condylomata acuminata) in 
immunocompetent patients from the age of 18 years. 

Dosing 

Up to 250 mg Catephen® ointment as total single dose, corresponding 
to about 0.5 cm of ointment strand to be applied three times per day to 
all external genital and perianal warts (750 mg total daily dose). 
 
Treatment with Catephen® should be continued until complete 
clearance of all warts, however, no longer than 16 weeks in total (max. 
duration), even if new warts develop during the treatment period. 
 
Refer to the Summary of Product Characteristics for further 
information regarding the method of administration2. 

Marketing 
authorisation 
date 

24 March 20152 

 
 
2.0 DECISION CONTEXT 
 
2.1 Background 
Anogenital warts (condylomata acuminata) are one of the most common sexually 
transmitted disease caused mainly by the human papillomavirus (HPV), and mostly 
associated with subtypes HPV-6 and HPV-11 (non-malignant)3. There is a vaccine 
available which has been shown to protect against these two HPV subtypes, when 
administered before an infection occurs3. Anogenital warts can be located in the 
genital, inguinal, perineal and perianal area and after an incubation period of three 
weeks to eight months they may be singular or multiple and can coalesce into large 
plaques4. Although most result in little physical discomfort, symptoms can include 
bleeding, irritation, distortion of urine flow and they may be disfiguring and 
psychologically distressing4. 
 
Referral to a sexual health specialist is recommended for all patients with anogenital 
warts5. Treatment may not always be required, or desired by the patient, for minor 
eruptions as spontaneous regression is possible5. Where treatment is considered 
appropriate options include patient-administered topical ointments and creams for use 
at home, or physician-conducted cryotherapy and surgical treatments in clinic6. 
However, only surgical therapies are reported as having primary clearance rates 
approaching 100% and recurrences occur after all treatments (20–30% or more)6. All 
treatments may also cause considerable local side-effects such as itching, burning and 
pain6,7.  
 
Catephen® ointment is a herbal medicine for topical treatment and contains 10% green 
tea (Camellia sinensis) leaf extract, corresponding to 55–72 mg epigallocatechin 
gallate (hereafter, catechin) per gram3. The exact mechanism of action is unknown; 
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however, it is thought to inhibit the growth of activated kerinocytes and have 
anti-oxidative effects at the site of application2.  
 
Other available topical treatments include; podophyllotoxin 0.5% solution (Condyline®)8 
and 0.15% cream (Warticon®)9, which is licensed for the topical treatment of 
condylomata acuminata affecting the penis or the external female genitalia and often 
recommended for soft-non-keratinised treatments; and imiquimod 5% cream 
(Aldara®)10, licensed for the treatment of external anogenital warts (guidelines 
recommend its use for both keratinised and non-keratinised warts4). In this submission, 
the applicant company has requested that AWMSG consider Catephen® when 
positioned for use in patients not suitable for podophyllotoxin or who have not 
responded to treatment with podophyllotoxin1. 
 
2.2 Comparators 
The comparator included in the company submission was imiquimod 5% cream 
(Aldara®). 
 
2.3 Guidance and related advice 

• Clinical Effectiveness Group (British Association for Sexual Health and HIV). 
United Kingdom National Guideline on the Management of Anogenital Warts, 
20154. 

• Lacey CJN, Woodhall SC, Wikstrom A, et al. 2012 European guideline for the 
management of anogenital warts (2013)6. 

• National Institute for Health and Care Excellence. Clinical Knowledge 
Summaries: Warts – Anogenital (2012)5. 
 

 
3.0 SUMMARY OF EVIDENCE ON CLINICAL EFFECTIVENESS 
 
The company submission included evidence from two placebo-controlled phase III 
studies (CT 101711 and CT 101812). Due to the identical design, the results are pooled 
and are described together below. These studies evaluated the efficacy of Catephen® 

10% and Catephen® 15%; the latter is not licensed in the UK and therefore will not be 
discussed. To address a lack of head-to-head studies versus the comparators, the 
company also provided details from a German published systematic review13 and an 
indirect treatment comparison (ITC). 
 
3.1 Studies CT 101711 and CT 101812 
These were randomised, double-blind, three-arm parallel-group, placebo-controlled 
phase III studies to investigate clinical efficacy, safety and tolerability of Catephen® 

10% compared to placebo in the treatment of external genital warts in 
immunocompetent male and female patients (aged 18 years and older)1,7. Patients with 
two to thirty warts and a total wart area from 12 to 600 mm2 were randomly assigned to 
receive Catephen® 10% (n = 401) or placebo (n = 207) ointments1,7. In  
CT 1017, all patients had previous episodes of warts11 whereas the vast majority of 
patients in CT 1018 did not have previous episodes. Treatment was self-administered 
at eight hour intervals for up to 16 weeks or until complete visual clearance was 
achieved as per Summary of Product Characteristics (SPC)7. For complete responders, 
patients entered a 12-week treatment-free follow-up phase to assess wart recurrence7. 
 
The primary endpoint was complete visual clearance of all external genital warts during 
treatment7. Catephen® 10% demonstrated a statistically significant complete clearance 
of all warts compared to placebo (210 [53.6%] patients versus 73 [35.4%] patients; 
odds ratio [OR] = 2.10; 95% confidence interval [CI]:1.485–2.976; p < 0.001)7. Of 
these, 201 (95.7%) patients in the Catephen® 10% group and 69 (94.5%) in the 
placebo group were assessed for recurrence having attended all scheduled visits 
during the follow up phase. Patients treated with Catephen® 10% showed an overall 
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recurrence rate of any warts (recurrent and new warts) of 6.5% (13/201 patients); the 
rate for placebo-treated patients was 5.8% (4/69 patients). Other secondary endpoints 
included complete clearance of baseline warts, incidence of new and recurrent warts 
during the follow-up period and time to clearance of all and baseline warts7.  
 
3.2 Published systematic review and ITC 
In the absence of any head-to-head studies, the company identified a German 
published systematic review (Schafer et al 2014) of the patient administered treatments 
available in Germany for the treatment of condylomata acuminata1,13. This published 
article included a systematic review of literature from 1966 to December 2011 in 
PubMed and the Cochrane Library for medicinal treatments of condylomata acuminata 
in randomised controlled trials against placebo. Trials were included if reporting 
complete clearance of warts in English or German language journals and involved 
treatments licensed in Germany. The treatments included in the review were catechins, 
imiquimod, and podophyllotoxin; the latter is not considered by the applicant company 
and therefore will not be discussed. Where several studies were available, the results 
were pooled and analysed1,13. The clearance and recurrence data from such pooled 
analyses are summarised in Table 1. 
 
Table 1. Summary of studies and pooled results from the systematic review13. 
 

Treatment Number of 
studies identified 

Pooled number 
of patients 

Clearance of 
warts (%) 

Average (range) 

Recurrence of 
warts (%) 

Average (range) 
Catechin 10% 
ointment 3 764 54.4% 

(49.9%–58.9%) 
7.7% 

(4.4%–11.0%) 
Imiquimod 5% 
cream 6 670 43.1% 

(38.1%–48.2%) 
18.2% 

(11.6%–24.8%) 
 
The authors note that the interpretation of these data are complicated by issues with 
comparability between the studies, their quality, and the length of time each product 
has been on the market13. However, they conclude that the clearance rate of imiquimod 
(43.1%) was significantly lower than catechin (54.4%), whilst the recurrence rate was 
much lower with the catechin treatment (7.7% versus 18.2%)13. 
 
The applicant company provided results from an anchored adjusted ITC using the 
Bucher method to validate the effectiveness results in the systematic review1. The 
analysis involved using risk ratios comparing Camellia sinensis to imiquimod, and the 
company conclude this validates the clearance and recurrence rates presented in the 
review1. In addition, statistical analysis to assess heterogeneity in the studies included 
in the published systematic review was performed and the company state that this 
confirmed high heterogeneity across the studies1.  
 
3.3 Safety  
Pooled results were provided from the placebo-controlled studies CT1017 and CT1018 
comprising 1,004 patients1,3,7,11,12. Treatment-emergent adverse events (AEs) were 
reported in 85.3% (341/401) of patients in the Catephen® 10% group compared to 
72.5% (150/207) in the placebo group3,7. The most commonly reported 
treatment-related AEs were local application site reactions; overall, erythema, 
erosion/ulceration and oedema were the most frequently reported. These were mainly 
mild or moderate and in general, they started early after treatment and decreased 
under continued treatment. Very few of the AEs that related to study treatment were 
classified as serious: one patient in the Catephen® 10% group developed pustular 
vulvovaginitis, which resolved after treatment interruption and did not recur after 
reintroduction3,7. The number of patients who discontinued prematurely from the 
studies due to AEs was low: four patients in the Catephen® 10% group discontinued 
prematurely due to an AE7. 
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3.3 AWTTC critique 
• Catephen® is a herbal medicine licensed for treatment of external genital and 

perianal warts. It is available in Europe and the US and is listed as a treatment 
option in the latest European guidelines6. The applicant company requested 
that AWMSG consider Catephen® as an alternative to imiquimod: that is, when 
positioned for use in patients not suitable for podophyllotoxin or who have not 
responded to treatment with podophyllotoxin1. 

• Clinical expert opinion sought by AWTTC confirmed that the choice of treatment 
is dependent on a number of factors including number, type, site and previous 
treatment. Current British guidelines (2015) recommend patients with a small 
number of low volume warts or keratinised warts are best treated with ablative 
treatments; podophyllotoxin is usually considered for soft non-keratinised warts 
and imiquimod can be used for both keratinised and non-keratinised warts4. 
Clinical expert opinion suggests podophyllotoxin, imiquimod and cryotherapy 
would be appropriate comparators for the full licensed indication. However, the 
company suggest the patient-administered option imiquimod is more 
appropriate given the similar licensed indication to Catephen® and, following a 
survey of three centres in Wales, they state that podophyllotoxin is the first line 
treatment within its licensed indication and that imiquimod is used when 
treatment with podophyllotoxin has failed or is not suitable1. 

• In the pivotal studies, a statistically significant difference between Catephen® 

and placebo was demonstrated for the primary endpoint of complete clearance 
of all warts. However, due to a lack of comparative efficacy and safety data, the 
company report the findings of a published systematic review of treatments 
available in Germany for the patient treatment of condylomata acuminata1,13. 
The authors of the review report a high clearance rate and low recurrence rate 
for the catechin treatment13. The company provided an ITC to validate the 
effectiveness results from the review1; however, safety endpoints were not 
evaluated. Furthermore, information on the methodology used, and 
heterogeneity of study populations, methodology and follow-up are generally 
lacking. The company has provided further information to address this i.e., by 
conducting a comparison of some baseline characteristics, study length and 
differences in primary endpoints as well as statistical analysis on heterogeneity 
between studies1. Overall, given the inherent limitations, the applicability of the 
review to Wales remains largely unknown.  

• In the pooled analysis of studies CT 1017 and CT 1018, the overall proportion 
of patients treated with podophyllotoxin was small, resulting in limited data for 
the use of Catephen® after podophyllotoxin. Only 33% of patients in the 
Catephen® group and 38% in the placebo group had a history of previous 
treatment7. In study CT 1017, podophyllotoxin followed by curettage and 
electrodesiccation, laser surgery, and cryotherapy were the predominantly used 
previous treatment modalities11. In study CT 1018 the vast majority of patients 
did not have previous episodes12. 

• At the time of licensing, it was highlighted that in all efficacy studies placebo 
clearance rates were relatively high. It was suggested that the known irritant 
potential of the excipients, the corresponding mechanical stimulus associated 
with a three times a day application, and the intensified hygiene care at the wart 
site could account for this phenomenon3. 

• The administration schedules of Catephen® and imiquimod differ2,10. Catephen® 
is applied three times per day and continued until complete clearance of all 
warts, while imiquimod is applied three times per week, with the cream 
remaining on the skin for six to ten hours. The maximum treatment duration for 
both medicines is 16 weeks2,10.  

 
 



 

Green tea leaf extract (Catephen®). Reference number 2739. Page 5 of 12 

4.0 SUMMARY OF THE EVIDENCE ON COST-EFFECTIVENESS 
 
4.1 Cost-effectiveness evidence 
4.1.1 Context  
The company submission includes a cost-utility analysis (CUA) of Catephen® for the 
cutaneous treatment of external anogenital warts (condylomata acuminata) in 
immunocompetent patients from 18 years of age compared to topical imiquimod after 
treatment with podophyllotoxin and/or cryotherapy is not suitable or has failed1.  
 
A decision tree model with a NHS perspective is used to assess the cost-effectiveness 
of Catephen® compared to imiquimod. In the absence of a standard treatment 
algorithm, the company surveyed three Welsh centres that treat sexually transmitted 
infections (STI). Based on the data from the survey, patients enter the model after 
podophyllotoxin and cryotherapy have failed in first line treatment, and the patient 
switches to either Catephen® or imiquimod. Catephen® and imiquimod are applied until 
clearance or a maximum of 16 weeks. If warts do not clear after the maximum 16 
weeks of treatment, one more cycle of 16 weeks of second line treatment is applied. If 
the warts persist after this repeat treatment, the patient is referred to a clinic for surgical 
removal. The analysis assumes that, after recurrence, topical treatment is 100% 
effective again, if it was effective once before. The model has a one year time horizon 
to accommodate the entire patient pathway and no discounting is applied. 
 
In the absence of direct comparative clinical effectiveness data, the company 
performed an ITC using data from a published systematic review of the literature13 to 
estimate the clearance and recurrence rates associated with each treatment option. 
The analysis does not take into account AEs and discontinuation rates. The cost to the 
NHS per episode of care is based on a study which estimates the average mean cost 
of care for genital warts in England14. This includes GP contacts, genitourinary 
medicine (GUM), clinic visits, and surgical procedures, but excludes STI screening. 
Cost of surgical excision and quality-adjusted life year (QALY) data for an episode of 
genital warts were derived from a cross-sectional study of patients attending eight 
sexual health clinics in the UK15. Loss of quality of life associated with surgical excision 
is not considered in the analysis. 
 
One-way sensitivity analyses are undertaken to test the robustness of the results to 
changes in the clearance and recurrence rates, QALY loss, treatment cost estimates 
and product market share. No probabilistic sensitivity analysis is reported.  
 
4.1.2 Results 
The results of the base case analysis are presented in Table 2. Catephen® is found to 
be £110.11 less expensive and resulted in 0.0052 more QALYs compared to 
imiquimod and is thus reported to be the dominant treatment option. 
 
Table 2. Results of the base case analysis. 
 

 Catephen® Imiquimod Difference 
Total cost per patient £749.59 £859.71 −£110.11 
Total QALYs lost 0.03* 0.04* −0.0052 
ICER (£/QALY gained) Catephen® dominates 
ICER: incremental cost effectiveness ratio; QALY: quality-adjusted life year. 
* QALYs lost due to warts rather than QALYs gained.  
 
Table 3 summarises the scenarios provided by the company in order to address 
uncertainty around the key input parameters. Catephen® dominates imiquimod in all 
scenarios where clearance and recurrence rates are assumed superior for Catephen®. 
Scenario 4 is a cost-minimisation analysis assuming clearance and recurrence rates to 
be equal and shows that imiquimod would be less expensive. Scenario 3 assumes only 
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slightly lower clearance rates and marginally higher recurrence rates for imiquimod 
compared to Catephen® in which case Catephen® was found to be not cost-effective 
with an incremental cost-effectiveness ratio (ICER) of £60,994. 
 
Table 3.  Results of the deterministic sensitivity analyses. 
 
Scenarios ICER Plausibility 
Scenario 1 
Uses the lower limit of the 95% 
CI for clearance rates and the 
upper limit of 95% CI for 
recurrence rate as reported by 
Schafer et al 201413. 

Catephen® dominates 

This scenario is plausible. The 
clearance and recurrence rates 
used in this analysis are within 

the ranges reported in European 
guidelines6. 

Scenario 2 
Uses the upper limit of the 95% 
CI for clearance rates and the 
lower limit of 95% CI for 
recurrence rate as reported by 
Schafer et al 201413. 

Catephen® dominates 

This scenario is plausible. The 
clearance and recurrence rates 
used in this analysis are within 

the ranges reported in European 
guidelines6. 

Scenario 3 
Assumes lower clearance rates 
and upper recurrence rates for 
Catephen® and upper clearance 
and lower recurrence rates for 
imiquimod based on 95% CI 
reported by Schafer et al 201413. 

£60,994 

This scenario is plausible but 
unlikely, given that the indirect 

comparison provided by the 
company reports that Catephen® 
can be expected to be superior in 
clearance and recurrence rates. 
Rates in this analysis are very 

similar for both treatment options, 
so it might be considered a worst-

case scenario. 

Scenario 4 
Assumes clearance rate of 50% 
and recurrence rate of 10% for 
both treatments. 

Cost minimisation analysis: 
Catephen® costs £62.37 more  

According to the indirect 
comparison provided by the 
company, Catephen® can be 

expected to be superior in 
clearance and recurrence rates. 
Rates in this analysis are equal, 
so it might be considered a worst 

case scenario. 

Scenario 5 
Assumes 2.5 tubes of Catephen® 
used instead of 6 tubes in base 
case. 

Catephen®  dominates 

The usage of 2.5 tubes is based 
on the actual usage as observed 
in the clinical trials and might be 

considered more plausible than 6 
tubes in the base case. 

Scenario 6 
Assume QALY loss of 0.031 per 
episode compared to 0.018 
based on upper limit of QALY 
loss reported by Woodhall et al 
201115. 

Catephen® dominates 
Using lower and upper limits of 

the mean are plausible 
assumptions. 

Scenario 7 
[Commercial in confidence 
information removed]. 

Catephen® dominates 

This scenario [commercial in 
confidence information removed] 

and cannot be considered 
plausible, without evidence on 

efficacy rates with average 
market use. 

Scenario 8 
Assumes a lower cost of care 
(including GP and GUM visits) 
based on Woodhall et al 201115. 

Catephen® dominates 
The cost of care does not differ 

considerably from the base case 
(£124 vs £113). 

CI: confidence interval; GUM: genitourinary medicine; QALY: quality-adjusted life year. 
 
4.1.3 AWTTC critique  
The results of the CUA indicate that the use of Catephen® leads to cost savings and 
increased quality of life, and as such is the dominant treatment compared to imiquimod. 
The base case of the CUA assumes that clearance rates for Catephen® are superior to 
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imiquimod (54% versus 43%) and that recurrence rates are less than half compared to 
imiquimod (7.7% versus 18%). The sensitivity analyses show that the results are 
sensitive to the clearance and recurrence rates and indicate that smaller differences in 
effectiveness may overturn the results. In the presence of very small incremental 
QALYs, the ICER is quite unstable and very small changes in the costs or QALYs can 
produce large variations in the ICER. 
 
Strengths of the economic analysis: 

• The model treatment pathway presented by the company appears to reflect the 
patient pathway as informed by a survey of Welsh STI centres and British 
Society for Sexual Health and HIV Guidelines  

• The company provided an anchored adjusted ITC of the clinical data taken 
from the systematic review13.   

• Considering the relatively short duration of the condition as well as follow-up 
data available in the literature, the structure and time horizon of the model 
seem appropriate. 

 
Limitations of the economic analysis: 

• The decision tree model applies costs for treatment and QALYs lost during an 
episode of genital warts. The results are therefore presented as cost per QALYs 
not lost which is unusual. However, the incremental difference in QALYs 
between the treatments remains the main outcome measure and therefore 
appears acceptable. 

• The company does not indicate whether Catephen® is to be used as 
monotherapy or in combination. The CUA is based on Catephen® being used as 
a monotherapy but the evidence16 suggests that topical treatments are also 
used in combination with other clinical treatments. This is not a treatment arm 
explored in the CUA and could have been explored in scenario analysis. 
Furthermore, clinical expert opinion sought by AWTTC suggests that 
podophyllotoxin and cryotherapy would also be appropriate comparators for the 
full licensed indication, confirming that the choice of treatment is dependent on 
a number of factors including number, type, site and previous treatment.  

• Clinical effectiveness data for both comparators are taken from a single 
published systematic review13. The company acknowledges that there is 
considerable heterogeneity between studies in this review, which may impact 
the reliability of the clinical inputs presented by the company. Furthermore, the 
methodology of the indirect comparison in the review is not described in 
sufficient detail. 

• The clearance data is derived from pooled data of non-UK studies13 and 
comparison across these study populations could only be done for age and 
gender. This may imply insufficient information on the comparability of these 
study populations, also whether the data is generalisable to the UK population. 
This effect could have been evaluated through sensitivity analyses.   

• The clinical studies investigating Catephen® measure clearance rates for both 
baseline and new warts during treatment, whereas the clinical studies for the 
comparators measured clearance rates for baseline warts only. It is uncertain to 
what degree this may affect the results of the analysis. 

• AEs have not been taken into account in the model. The company states that 
major AEs are uncommon and mild side effects are experienced with both 
treatments but do not normally require attention. Given the small cost difference 
and the negligible difference in terms of effectiveness, this could have a major 
impact on the conclusions. 

• The cost of surgical extraction used in the model was taken from Desai et al 
(2011)14. However, only 40% of hospital procedures reported by Desai et al 
were surgical excisions. The inclusion of other procedures in the average cost 
will cause bias.   
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• The QALY estimates applied in the model do not take into account the effect of 
surgical excision. As a certain loss of QALYs can be expected to be associated 
with surgical procedures and surgical procedures are thought to be less 
frequent in the Catephen® arm due to higher clearance rates, this limitation of 
the analysis might underestimate the cost-effectiveness of Catephen®. 

• The QALY loss per episode of 6.6 days applied in the model is based not only 
on the treatment period, but also on the continued presence of genital warts 
after the last clinic visit. Therefore, QALY loss associated with successful 
treatment may be overestimated. 

 
4.2 Review of published evidence on cost-effectiveness  
Standard literature searches conducted by AWTTC have not identified any published 
evidence on the cost-effectiveness of Catephen® for the treatment of genital and 
perianal warts. 
 
 
5.0 SUMMARY OF EVIDENCE ON BUDGET IMPACT 
 
5.1 Budget impact evidence 
5.1.1 Context and methods  
The eligible population was extrapolated from 2013 HIV and STI trends in Wales17. 
This was updated with the quarterly “Sexual Health in Wales Surveillance Scheme” 
reports published by NHS Wales with data available up to the end of June 201518, 
[commercial in confidence information removed]. 
 
[Commercial in confidence information removed]. 
 
Sensitivity analyses estimate the effect of reducing treatment cost for Catephen® and 
increasing the market share. 
 
5.1.2 Results  
The estimated net budget impact as presented by the company is shown in Table 4. 
 
The company estimates that the use of green tea leaf extract could save a total of 
£27,282 over 5 years which includes savings in medicine cost and cost of GP, GUM 
and hospital visits. 
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Table 4. Company-reported costs associated with the use of Catephen® 10% 
ointment. 
 

 2016 2017 2018 2019 2020 
Number of patients with 
genital warts in Wales 

¶¶ ¶¶ ¶¶ ¶¶ ¶¶ 

Number of eligible patients 
(patients with genital warts 
receiving topical treatment) 

¶¶ ¶¶ ¶¶ ¶¶ ¶¶ 

Number of patients using 
imiquimod 

¶¶ ¶¶ ¶¶ ¶¶ ¶¶ 

Uptake green tea leaf extract 
(%) 

¶¶ ¶¶ ¶¶ ¶¶ ¶¶ 

Estimated number of treated 
patients 

¶¶ ¶¶ ¶¶ ¶¶ ¶¶ 

Expenditure imiquimod 
(medicine and GUM costs) 

¶¶ ¶¶ ¶¶ ¶¶ ¶¶ 

Expenditure green tea leaf 
extract (medicine and GUM 
costs) 

¶¶ ¶¶ ¶¶ ¶¶ ¶¶ 

Net financial costs or savings ¶¶ ¶¶ ¶¶ ¶¶ ¶¶ 
¶¶ Commercial in confidence figure removed. 
 
[Commercial in confidence information removed]. 
 
5.1.3 AWTTC critique 
• The company has adopted a pragmatic approach to its estimates of eligible 

patient numbers for Wales, but these are associated with a degree of uncertainty.  
• Estimates of uptake are subject to uncertainty as in all budget impact analyses. 

The company anticipates that all of its predicted uptake of Catephen® will be due 
to displacement of imiquimod use based on market share data. 

• The company include primary and secondary care costs. The net financial costs of 
introducing Catephen® in practice may not be equivalent to the opportunity costs 
calculated for the economic analysis. It may therefore be more appropriate to 
consider the net medication costs when evaluating the budget impact in Wales. 

• The 2013 STI data suggest a trend of rising incidence of 2% per year, but the 
impact of the HPV vaccine may counteract this. The company has adjusted for 
this by using quarterly NHS reports up to June 2015, which they plotted and 
extrapolated to 2020.  

• The patient population eligible for treatment is based on assumption, which 
introduces uncertainty surrounding the true budget impact. 

• [Commercial in confidence information removed]. The fact that the total number of 
recurrent patients was reduced but only part of them received the new treatment, 
will underestimate the recurrence rate of imiquimod. 

 
5.2 Comparative unit costs  
Acquisition costs per course for different treatment regimens for genital and perianal 
warts are described in Table 5. 
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Table 5. Examples of acquisition costs of Catephen 10% ointment. 
 

Regimens Example doses 
Approximate costs 

per patient per 
course 

Green tea leaf extract 
(Catephen®)  
10% ointment 15 g 

Apply three times per day until complete 
clearance of all warts  (max. 16 weeks) 

£156 (maximum 16 
weeks) 

Imiquimod (Aldara®) 
5% cream 12-sachet pack 

Apply three times per week at night until 
lesions resolve (max. 16 weeks) 

£194 (maximum 16 
weeks) 

Podophyllotoxin (Warticon®) 
0.15% cream 5 g 

Apply twice daily for three consecutive days; 
treatment may be repeated at weekly intervals 

for a total of four 3-day treatment courses 

£71.32 (maximum 4 
weeks) 

Podophyllotoxin (Warticon®) 
0.5% solution 3 ml 

Apply twice daily for three consecutive days, 
treatment may be repeated at weekly intervals 

for a total of four 3-day treatment courses 

£59.44 (maximum 4 
weeks) 

Podophyllotoxin (Condyline®) 
0.5% solution 3.5 ml 

Apply twice daily for three consecutive days, 
treatment may be repeated at weekly intervals 

for a total of five 3-day treatment courses 

£72.45 (maximum 5 
weeks) 

Not all regimens may be licensed for use in this patient population. See relevant Summaries of Product 
Characteristics for full licensed indications and dosing details. 
Costs are based on BNF list prices as of 30 April 201619, assuming wastage.  
Costs of administration are not included. 
This table does not imply therapeutic equivalence of medicines or the stated doses. 
 
 
6.0 ADDITIONAL INFORMATION 
 
6.1 Prescribing and supply 
AWTTC is of the opinion that, if recommended, green tea leaf extract (Catephen®) may 
be appropriate for specialist only prescribing within NHS Wales for the indication under 
consideration. 
 
The company do not anticipate that green tea leaf extract (Catephen®) will be supplied 
by a home healthcare provider. 
 
6.2 Ongoing studies 
The company submission states that there are no ongoing studies from which 
additional evidence is likely to be available within the next 6–12 months. 
 
6.3 AWMSG review 
This assessment report will be considered for review three years from the date of the 
Final Appraisal Recommendation. 
 
6.4 Evidence search 
Date of evidence search: 2 and 3 November 2015. 
Date range of evidence search: No date limits were applied to database searches. 
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