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Results
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Happy users 
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- 50% reduction in time spent – 

with MVP
- Ad hoc interface with SAS for 

modelling

First project. Equivalent to 3400 CSR 
summaries. 90% done by chef. 

“All handled by a single 
person and it’s very 

manageable”

“Logistical control over 
something that is quite 

messy”



What is HTA?
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Is it good value?

HTA

Can we use the treatment? Should we use the treatment?

… for whom?

Is it better than what 
we currently have?

Do benefits 
outweigh risks?

Is quality 
acceptable?

REGULATORY



So - what is AMNOG?
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Arzneimittelmarkt-Neuordnungsgesetz
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.. or just AMNOG

Pharmaceuticals Market Reorganisation 
Act

Benefit assessment of drugs to the 
German market
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EU HTA and JCA
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- Largely influenced by AMNOG.
- For all EU members.
- In effect from 2025/28/30
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What about EU HTA Joint Clinical Assessment (JCA)?
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methods
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filters
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Hey – I’d like No. subjects, No. AEs, No. 
subjects with event, RR between arms, OR 
between arms, p-value

No. subjects, No. AEs, No. subjects with 

event, RR between arms, OR between arms, 

p-value stratified by sex, age group, race

No. subjects, No. AEs, No. subjects with 

event, RR between arms, OR between arms, 

p-value stratified by sex, age group, race for 

each severity

No. subjects, No. AEs, No. subjects with 

event, RR between arms, OR between arms, 

p-value stratified by sex, age group, race for 

each cross of severity & SOC

9 outputs

72 outputs

216 outputs

4320 outputs!
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Hey – I’d like No. subjects, No. AEs, No. 
subjects with event, RR between arms, OR 
between arms, p-value

Now stratify by sex, age group, race

Now do the same but also for each severity 

level

Just kidding! I meant each cross of severity 

level & System Organ Class

9 endpoints

72 endpoints

216 endpoints

>4000 endpoints!
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Oh, and do, say, ~150 different variants of 

this…
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this…

…but only when certain conditions in your 

data are met
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Oh, and do, say, ~150 different variants of 

this…

If you could be quick about it that would be 

greeaaat!

…but only when certain conditions in your 

data are met
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No. subjects, No. AEs, No. subjects with 

event, RR between arms, OR between arms, 

p-value stratified by sex, age group, race for 

each cross of severity & SOC

No. subjects, No. AEs, No. subjects with 
event, RR between arms, OR between arms, 
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https://github.com/ropensci/targets
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Open source

44



Why?
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• Broader perspective

• Broader skill set

• More resources

• More users

• Better quality

Collaboration!



How did we do it?



Value



License



Visibility



Accessibility



Collaboration



What we should  
have done..
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Summary

61

• Efficient tool for amnog style analysis

• Open source has a huge potential

• Collaboration is hard to get off the ground

Questions ?

https://hta-pharma.github.io/ramnog/
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Data

Specifications

Results

Formatted 
output

?

Shiny 
app?

Meta-analysis

Pooled 
database
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