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Outline

• Summary of recent recommendations
• Results of orphan/ultra-orphan review
• New developments and challenges



Appraisal Summary

• 19 appraisals between November 2017 and October 2018

• 17 (90%) received positive recommendations

• Median time from agreeing scope to AWMSG decision was 17 
weeks……

BUT



Receipt of Form A to AWMSG Decision 
1st November 17– 31st October 18

Months, 
median

Months, 
range

Form A received -
AWMSG decision 9.3 4.5 to 35.9



Statements of Advice

Year Number

2013-14 55

2014-15 40

2015-16 56

2016-17 39

2017-18 48



New Treatment Fund - dashboard

Data as of 19th November 2018; 13:25



Orphan and Ultra-Orphan Medicines Appraisals

• Process was updated in 2015 
• September 2015 and October 2018, 25 
medicines qualified

• 16 (64%) would not have been eligible previously 
• 5 assessed via the Clinician and Patient 
Involvement Group (CAPIG)

• 22 medicines (88%) approved under the new 
policy (62% approved between 2002 and 2014)



New developments

• Change in AWMSG and NMG Chair

• New Assessment Report template

• All Wales Free of Charge Policy



AWMSG and NMG Chairs

Pjp

Professor John Watkins Dr James Coulson



Changes in HTA process

• Updates to ASAR
 Summary table introduced
 Table of acquisition costs removed
 Increased information on views of clinical experts incorporated
 Wider sensitivity analyses (from 5% to 95%) for medicines where the 

comparator has an associated patient access scheme 

• Change made to improve and relay the decision making process of NMG 
• Increased use of ‘the Vault’ to transfer confidential information
• Company feedback form recently introduced – positive responses 

received so far



AWMSG Secretariat Appraisal Report

1.0 KEY FACTS

Assessment 
details

Current clinical 
practice

Clinical 
effectiveness

Cost-
effectiveness 
evidence

Estimated 
budget impact

Additional 
factors to 
consider



All Wales Free of Charge

Why? 
Not all health boards and Trusts:
• offered the same arrangement
• aware of such arrangements
• accepted the offer.

What will the process achieve? 
Ensures equity and consistency in patient and 
clinician access to medicines offered free of charge 
to NHS Wales



All Wales Free of Charge cont…
Criteria?
• Newly licensed medicines, where the MA holder has engaged in HTA and the 

recommendation remains outstanding. 
o MA holders must supply the medicine free of charge until implementation of 

HTA advice or for as long as the patient(s) require it on clinical grounds if 
HTA advice is negative 

• No significant additional administration costs e.g. testing, monitoring
• Fully free of charge and not a partial discount
• Not intended to undermine well established and accepted HTA and IPFR process

Who makes the decision?
• A majority vote from the Chief Pharmacist Peer Group, with representation from 

all health boards and Trusts in Wales



Upcoming changes and challenges
• NICE increase in capacity for HTA/HST –

affects on AWMSG?
• NICE proposals to charge companies for 

submission 
• Increased number of ATMPs coming to 

market
• Improve engagement in AWMSG process
• Challenges of appraising medicines where 

the comparator has a PAS
• Review of orphan/Ultra-orphan policy
• Horizon scanning
• Update AWMSG website



Thank you
AWTTC website: 
www.awttc.org

AWMSG website: 
www.awmsg.org

http://www.awttc.org/
http://www.awttc.org/
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