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03rd March 2011 

 

Dear Sally 

 

Re: Golimumab for the treatment of rheumatoid arthritis – Response to 

request for clarification from the ERG 

 

Please find our response to the request for clarification below. 

 

 

 

 

 

 

 

 

 1 



 2 

ʹPlease provide  the 104 week  radiographic, SF‐36, HAQ and ACR data  for  the 

GO‐BEFORE trial which are referred to on page 7 of the responseʹ 

 

The  104 week  radiographic,  SF‐36, HAQ  and ACR data  as  extracted  from  the 

Clinical Study Report (CSR) is presented in appendix 1.  

 

ʹPlease provide  the 104 week  radiographic, SF‐36, HAQ and ACR data  for  the 

GO‐FORWARD trial which are referred to on page 8 of the responseʹ  

 

The 104 week data from the GO‐FORWARD trial for SF‐36, HAQ and ACR were 

presented at  the bottom of  tables 3, 9 and 8 respectively of our response  to  the 

request for re‐modelling and additional information.  

 

The data extracted from the CSR  is presented  in appendix 2 along with the 104 

week radiographic data. 

 

 

 



ʹFor the DMARD‐experienced and TNF‐experienced models submitted, please provide a full list of all changes made 

(comparing to the original submitted models)ʹ 

 

For the DMARD‐experienced model, the following changes (comparing to the original submitted model) have been made: 

 
Table 1: Changes to the DMARD‐experienced model (HAQ utilities) 

 
Change Model Sheet Change from original submitted model Rationale 

1 Throughout Updated unit costs included Per request of ERG in clarification questions 

2 Throughout ACR70 data included Per request of ERG for ACD2 

3 Model Control* Efficacy estimates returned to indirect comparison Per comments of ERG at ACD2 to ensure 
consistency with original submitted model 

4 First Line Efficacy Kay et al (2008) included Per question of ERG in follow-up clarification 
questions 

5 First Line Efficacy* Formulae for transition probabilities corrected for 
double counting ERG stated this as an issue at ACD2 

6 Indirect Comparison Meta-Analysis data updated so all values taken 
from fixed effects model 

At ACD2 the ERG commented that the meta-analysis 
data had not been consistently selected 

7 Indirect Comparison Meta-analysis ACR70 data updated for etanercept ACR70 including TEMPO trial used for consistency 

8 HAQ score* Base HAQ returned to 1.41 Per comments of ERG at ACD2 

9 HAQ score Rate of HAQ progression on palliative care updated 
from 0.09 to 0.06 

In the evaluation report the ERG commented that the 
rate of 0.09 was inconsistent with the rate of 0.06 
used in TA130. 

10 Current model inputs Various changes in values 
The changes in values come as a result of the 
inclusion of ACR70 data and the updating of the 
MTC and Meta-analysis inputs 
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11 Markov Sheets 

Internal inconsistencies across sheets corrected. 
i.e. etanercept sheet (blank cells), infliximab sheets 
(costs in death state), certolizumab sheet 
(modelling of HAQ decrements).  

Many of these resulted from the attempt to include 
ACR70, but a number were present in the original 
model and identified by the ERG at ACD1 

12 PSA Macro Updated to include ACR70 data For completeness 
*These changes relate to differences between the first model submitted with ACR70 included and the latest model, not between the original model and 
the latest model. 

 

Table 2: Changes to the DMARD‐experienced model (SF‐36 utilities) 
 

Change Model Sheet Change from original submitted model Rationale 

1 Throughout Changes 1 to 12 described for the HAQ model in 
table 1 also applied to this model Those stated above 

2 HAQ score SF-36 data included Per request of ERG at ACD2 

3 Utilities SF-36 data included Per request of ERG at ACD2 

4 PSA Macro Updated to include SF-36 data For completeness 

4 PSA Macro^ Limited to prevent draws above 1 
To prevent the maximum possible utility value being 
exceeded in a small minority (approximately 2%) of 
draws 

^A BETA-distribution version of the model also supplied 
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Change Model Sheet Change from original submitted model Rational 

1 Throughout 
Changes 1,5,6 and 9 described for the HAQ 
(DMARD–experienced) model in table 1  also 
applied to this model 

Those stated above 

2 Model Control tocilizumab and abatacept added as comparators Per requests of ERG for ACD1 and at ACD2 

3 First Line Efficacy tocilizumab and abatacept data added Per requests of ERG for ACD1 and at ACD2 

4 HAQ score tocilizumab and abatacept data added Per requests of ERG for ACD1 and at ACD2 

5 Cost data 
tocilizumab and abatacept data added using 
assumptions quoted in the document provided by 
MSD on 28th Jan 2011 

Per requests of ERG for ACD1 and at ACD2 

6 Current Model inputs Updated to ensure the tocilizumab and abatacept 
data is being referenced So that the model references the correct data 

7 Markov Sheets Updated to ensure the tocilizumab and abatacept 
data is being referenced So that the model references the correct data 

8 Comp 6 Markov Sheet 
Formulae in range ET21:EX102 found to be 
inconsistent with other comparators. Updated to 
match formulae used in Comp 4 (tocilizumab) 

For consistency 

9 PSA Macro Updated to include abatacept and tocilizumab For completeness 

For the TNF‐experienced model, the following changes (comparing to the original submitted model) have been made: 

Table 3: Changes to the TNF‐experienced model 
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ʹPlease can you provide full details and results, including all outcome measures, 

from the phase II trial referred to on page 17 of the responseʹ 

 

The dose ranging trial referred to on page 17 of the response has been published 

in Arthritis and Rheumatism1. From this publication the main table of results has 

been reproduced below. 
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Table 4: Results of the dose‐ranging study 
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ʹPlease  can  you  provide  actual  references  to  the  particular  trials/data  sources 

referred to throughout the document (e.g. what tocilizumab trial was used?)ʹ 

 

A number of trials were referred to in the main body of the document provided 

by MSD  on  28th  Jan  2011  and  a  few  additional data  sources were used  in  the 

modelling. These are listed below and referenced in full in the reference list. 

• GO‐FORWARD trial2, 

• GO‐BEFORE trial3, 

• TEMPO trial4, 

• GO‐AFTER study5, 

• Phase ΙΙ dose‐ranging study1, 

• Tocilizumab data source (TNF exp model)6, 

• Abatacept data source (TNF exp model)7. 
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