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Welcome to our June E-Bulletin 

From our Chair 
 
I’m writing this as I sit on the plane flying back to Australia after HTAi Annual Meeting 2022 Utrecht. For 
those of you who were able to attend in person or virtually, I trust it was a valuable experience. Over the five 
days there were many highlights and insights for me. First, the strong patient participation from patients in 
all plenaries and on many sessions to the record amount able to participate with HTAi Grants and PCIG 
PASSes to seeing two of the four presentation prizes go to patient involvement presentations. 
Congratulation Aline Silva and Heidi Livingstone. Thank you to Barry Liden who undertook the enormous 
task of coordinating PCIG PASSes this year and many thanks to Edwards Lifesciences, Janssen and Novartis 
whose financial support made it possible. I believe 54 PCIG PASSes were offered along with 13 HTAi grants  
Another highlight was having a booth at Annual Meeting. This was a late addition to the plans. Roche 
generously gave PCIG the space to ‘support patients’ and so the PCIG meeting space was born. I’m very 
grateful to Veronica Lopez Gousset who made sure that it was always filled with a happy band of PCIG 
members ready to answer questions and welcome patients. Veronica also organised a lovely evening for our 
informal dinner. 
PCIG members were really active across the entire program. I believe we had someone presenting in each 
time slot for panels and orals. However, I would just like to make special mention of Anke-Peggy Holtorf, 
PCIG Project Coordinator, who led 3 panels and was active in two workshops. It’s a reflection of her huge 
contribution to PCIG projects beyond coordinating them. I apologise for not mentioning the names of all 
our amazing members who did so much to make it a great Annual Meeting. You are all deeply valued. 
My biggest takeaway was that a lifecycle approach to HTA can refocus HTA on learning with patient 
communities about priorities, values, and what matters most in data collection. HTA can be a steward or a 
coach, not just a gatekeeper. But it also highlighted inequity, not just inequity of access to new health 
technologies, but to new ways of doing HTA and contributing to shaping data collection. There is a 
challenge for PCIG here. How can we build on our international collaboration to lift the experience and 
outcomes of HTA for patients and communities around the globe? 
To those I caught up with in Utrecht, what a joy and a blessing (and great hosts and city). To those I missed, 
I look forward to seeing you in Adelaide, Australia in June 2023. 
Stay safe 
Ann 
Ann Single, Chair – HTAi Patient and Citizen Involvement Interest Group  
singlehaworth@gmail.com 
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NOTE: Present and past issues of the E-Bulletin can also be accessed on the website 
https://htai.org/interest-groups/pcig/e-bulletins/ 

 
PCIG Matters 

 
Webinar – How are patient organisations improving HTA? 
27 July, 7.30pm-8.30pm (AEST); 11.30am -12.30pm (CEST) 
As Australia prepares for HTA Review, the Patient Voice Initiative catches up with three experienced 
international patient organisation representatives to find out how they’ve been involved in HTA and how 
HTA is developing in their jurisdiction. Join us for a panel with Deb Maskens (Kidney Cancer Canada), Kate 
Morgan (Myeloma Patients Europe) and Zack Pemberton-Whitely (Leukaemia Foundation UK). You can 
sign up on the Patient Voice Initiative Facebook page, website or by email 
contact@patientvoiceinitiative.org 
 
Contributed by Ann Single 
 
Lifecycle Approach to HTA: Coming Together to Make it Happen: HTAi2022 Highlights – from members 
Winning poster (non-student): Direct Patient Involvement in HTA in Canada and Brazil: The Patients’ 
Perspectives 
Aline Silva, Silvia Ferrite, and I created the best poster of the conference. Aline and I met as virtual buddies 
in the PCIG PASS matchmaking program last year. We got along well and she emailed me early this year 
wanting to know if I'd be interested in writing an abstract proposal for this year. We were accepted and now 
our poster won this year.  
I'd say that's a pretty good example of getting patients involved and comfortable (I'm strictly a patient 
partner without any academic background) and how well the PCIG PASS and matchmaking worked. 
I just wanted to highlight how much being part of this meant to me. I was unable to finish university because 
my disability made it impossible. The fact I was part of an abstract at all is a great surprise. To have it be 
accepted at an international conference is a wonderful shock. To then have it actually be the winning poster 
is just mindblowing. This has meant everything. HTAi has given me such an amazing opportunity.  
 
Thank you so much to everyone with HTAi, 
Paula Orecklin  
 
Winning oral (non-student): Learning from Engagement with HIV Community Organisations in the HTA 
Lifecycle 
Heidi Livingstone, NICE 
 
A whole of meeting perspective from Karen Facey 
For me this conference was a bit of ‘old hat’, we’ve been talking about lifecycle approach to HTA for so long 
surely we can make it happen: scientific advice, assessment/appraisal and managed entry agreements – 
with stakeholders effectively involved throughout. But my light bulb moments came from a range of 
patient interventions throughout the meeting. 
First PCIG workshop on Integrating PC perspectives, resources and challenges – Dominique Hamerlijnck 
explained that the lifecycle of a technology does not sit in isolation - it is affected by other indications that 
might be sought and other technologies in the market. She also shared information about her involvement 
in a clinical registry, ensuring it was being expanded to collect patient-relevant outcomes that evaluated 
impacts important to patients. 
Panel 37 on Collaboration to overcome challenges for evidence generation for rare disease treatments – Eric 
Low reminded us that evidence generation needs to be designed at the outset of technology development 
to meet the needs of all decision makers downstream. This goes beyond HTA, it is a bench to 
bedside process. 

https://htai.org/interest-groups/pcig/e-bulletins/


Sponsored Symposium on Making gene and cell therapies reality for patients – Jessica Bean outlined how 
simple clinical measures like FEV1 that were developed for symptomatic treatments are not sufficient for 
more innovative products that are targeting the direct cause of disease and so may have many impacts in 
complex diseases. We need more innovative solutions to outcomes evaluation. 
Panel 29 on Patient registries to support a lifecycle approach – The Dutch ZIN presented their programme to 
review clinical registries in 4 diseases areas to determine their readiness for use in reimbursement decision 
making and additional data collection. The national haemophilia registry is led by a patient group and work 
is underway to incorporate quality of life measures and develop a core outcomes set for evaluation of new 
therapies in terms of value-based healthcare. 
These sessions bring us to a consideration that goes beyond isolated HTA - of the health system.  
But it does not stop there. 
In the ‘Evidence for rare disease treatments’ Panel 37 – Alfonso Iorio explained how international registries 
are being used to evaluate treatment at a lower dose in haemophilia, reducing its price and making it 
accessible in Africa. So we need to think about global health needs and innovative solutions to those. 
For me, the simple concept of HTA across the life cycle of a technology has been transformed to a rainbow 
that has layers with HTA in the centre – layers related to technology, local health systems, then global 
health. What role does HTA have in developing true learning health systems where quality improvement is 
embedded to provide optimal care to patients and learnings shared internationally… 
 
Plenary session 2: Public Confidence in Healthcare Decision-Making 
As the introduction to this plenary in the conference programme says:  
“The legitimacy of healthcare decision -making has never been so fiercely debated as in the COVID19 
pandemic. The pandemic has highlighted the significant differences between public worldviews, including 
populations who are sceptical of science and distrust governments and health systems. Within this climate, 
HTA depends on public confidence for its funding and the implementation of its recommendations or 
advice. For its credibility and legitimacy its processes should be seen as fair and transparent. But HTA is 
typically only seen by a small subsection of the population who have an interest in its assessments.” 
The experiences of the COVID19 pandemic meant that this was an ideal time to have a debate on public 
confidence in HTA Decision-Making. As Neil Bertelsen highlighted in A Tale of Two Pandemics: HTAi 2021 
Annual Meeting Keynote Two, it’s crucially important to learn from our experiences of pandemics. As 
further background to the debate, the HTAi PCIG’s Values also have the potential to help underpin public 
confidence in HTAs. 
We had six speakers to give a view of six different strands of ‘public’, both in terms of the stakeholder 
perspective they came from and geographically. There were three speakers representing the ‘for’ side of the 
debate and three ‘against’.  
FOR 
HTA Body: Claudia Wild (CEO, Austrian Institute for Health Technology Assessment GmbH, Austria) 
Industry: Alicia Granados (Head of Global Rare Diseases Medical Scientific Advocacy, Sanofi Genzyme, 
France) 
Researcher: Dr Iñaki Gutiérrez-Ibarluzea (Director of Innovation, Basque Foundation for Health Innovation 
and Research, Spain) 
Their message was about quality of evidence, interpretation of evidence, safeguarding of resources, 
innovation, inclusion, granularity, stakeholder participation and thus trust. 
AGAINST  
Patient group: Linda Daniels-van Saase (Manager, Medisch-specialistische zorg, Patiëntenfederatie 
Nederland) 
Health Journalist: Philip van der Poel (Senior Content Editor, Health Industry Hub)* 
Clinician: Guy Maddern (Professor of Surgery, University of Adelaide, Australia)  
Their message encompassed using non-academic clear and simplified language and enabling people to be 
and feel included in decisions about healthcare: Philip van der Poel summarised it as “speak clearly, simplify 
and speed up”.  Guy added that public confidence could only be established if HTAs encompassed all 

https://www.youtube.com/watch?v=vi3TqrwKVnw
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healthcare decisions such as the equipment and procedures used and those carrying them out such as 
individual surgeons. 
Both the show of hands in the room and the slido showed that the ‘against’ team won the debate and that 
team were awarded a token ‘trophy’ from Ann Single, Chair of HTAi PCIG. 
It’s important that this was just the start of the debate and that we continue this on linked in so that we can 
‘move the dial’ towards increased confidence in HTA by changing practices. 
 
Contributed by Heidi Livingstone 
 
Plenary Session 3: Running around in circles: Time for real collaboration between regulators, HTA bodies and 
clinicians 
This session involved a varied panel from leading medical consultant to patient, European Medicines 
Agency (EMA) representative to industry representative and clinicians, and a more global perspective from 
Javier Guzman from the Center for Global Development. 
In healthcare we have a closed, regulated market with finite health budgets. Cardiologist Prof Alan Fraser 
described the difficulties for clinicians in the use of new medical devices when the clinical trial data provided 
to the regulators is not accessible to clinicians to guide practice and prevent inadvertent harm. There is an 
increasing overlap of the data collected for regulatory and HTA purposes, and clinical guidance needs to be 
available when a technology is first reimbursed. Broader interactions and more open dialogue are called for. 
Quality registry data is important across this regulatory-HTA-clinical guidance spectrum.  
An interesting discussion ensued on how Regulatory and HTA agencies should work together. In LMICs, 
where capacity must still be built, we have the opportunity for a different design. 
 
Contributed by Janney Wale 
 
PN 36: Beyond checking the boxes: Joint HTAi-ISPOR Task Force guidance HTA deliberative processes 
Wija Oortwijn moderated Jacqueline Zwaap (ZIN), Grace Huang (Taiwan) and Vania Canuto Santos (Brazil) 
as they spoke about their experiences with the new guidance. 

 
HTAi Matters 

 

 
This was a hybrid event with on-site and virtual access –  
Plenary 1: Adopting a Lifecycle Approach in HTA: Consequences for Priority-Setting and International 
Collaboration 
Plenary 2: Public Confidence in Healthcare Decision-Making 
Plenary 3: Running Around in Circles; Time for Real Collaboration between Regulators, HTA Bodies and 
Clinicians. 
Visit htai2022.org for all things Annual Meeting!  
 
 

HTAi Webinar Series - Do you follow HTAi on YouTube? 
With HTAi live streaming its webinars on YouTube, there is great content now available on the Society’s 
channel. You can check it out here. 
Have you missed any of our recent webinars? If you are interested in watching one or more on your own 
schedule, you can access HTAi’s impactful sessions and webcasts, which can all be found.  
 

https://www.htai2022.org/
https://www.youtube.com/c/HtaiOrg


HTAi Social Media 
Feel free to follow us or check in on our social media channels and re-post our messaging: 

Twitter: @HTAiOrg   

Facebook: @HTAiOrg  

LinkedIn 

 
What’s Happening 

 
KCE Report on compulsory licensing for expensive drugs 
https://kce.fgov.be/en/compulsory-licensing-for-expensive-medicines 
Van Zimmeren E, Minssen T, Paemen L, Van Dyck W, Luyten J, Janssens R, Barbier L, Simoens S, Pouppez 
C, Cleemput I, Vinck I. Compulsory licensing for expensive medicines. Health Services Research (HSR). 
Brussels. Belgian Health Care Knowledge Centre (KCE). 2022. KCE Reports 356. D/2022/10.273/35. 
 
RWE4Decisions – invitation to EU patient group representatives 
This is a healthcare payer-inspired multi-stakeholder initiative to explore how real world data can be used to 
inform HTA/payer decision making. Each year invitation-only meetings are held that include leading policy 
presentations and multi-stakeholder breakout discussions to explore specific issues and develop a public 
output. This year, the pre-requisites for building good quality real-world evidence, such as data quality, 
governance and methodology have been discussed. More information can be found on their website. 
RWE4Decisions wishes to invite a few patient group representatives from EU Member States who engage 
with real-world data issues at a policy level to join their community, to attend future multi-stakeholder 
meetings.   
If you would like to be considered, please send an expression of interest (half a page) to Karen Facey at 
k.facey@btinternet.com by 26 August.  
 
EUPATI launches a new module on the Open Classroom!  
https://learning.eupati.eu/local/coursecatalogue/ 
The Open Classroom is a free-to-use online learning platform on which users will find multiple modules on 
Regulatory Affairs, Non-Clinical Development, Health Technology Assessment, etc. and study at their own 
pace.  
The newest module on ‘Medical Devices’ is available now. Courses in this module will give you an overview 
on the Medical Devices and their regulatory framework: 

✅ Introduction to Medical Devices and their regulatory framework 

✅ Medical Device development – lifecycle management – New Technologies – Patient involvement 

✅ General principles for market access, key elements and patient involvement 

✅ Introduction to Health Technology Assessment (HTA) of Medical Devices and IVDs 
Since the beginning of 2022, EUPATI has been a part of the 360° HTA Patient Involvement project, together 
with patients’ organisations, industry partners and small-medium sized companies. The 360° HTA Patient 
Involvement project is funded by the European Federation of Pharmaceutical Industries and Associations 
aims to research the current methods and processes for patient involvement in HTA in Europe and analyse 
how they are perceived by the different stakeholders. 
 
The European Health Emergency Preparedness and Response Authority (HERA) 
The European Patients' Forum (EPF) was selected to be a member of the Civil Society Forum as a sub-group 
of the HERA Advisory Forum. This sub-group will help to ensure that the HERA Advisory Forum will receive 
regular input, views and opinions from civil society stakeholders. Along with the Joint Industrial 
Cooperation Forum, it will provide the Advisory Forum with observations and assessments from a diverse 
range of stakeholders. This will support the work of the Advisory Forum and contribute to its informed 
opinions and conclusions. 
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European Medicines Agency (EMA) Board – European Patients Forum (EPF) 
Marco Greco, EPF President, has been reappointed for another term on the EMA Board 
On 13 June 2022 the Council of the EU reappointed four civil society representatives as members of 
the European Medicines Agency Management Board.  The European Public Health Alliance supported his 
nomination. Alongside Marco Greco, other appointments to the EMA Management Board include Virginie 
Hivert (EURORDIS), Denis Lacombe (EORTC) and Despoina Iatridou (Federation of Veterinarians of Europe, 
FVE). 
  
Medical reversal – from the US 
Listen to a lecture and Q&A with Adam Cifu on medical reversals. He applies the ideas to COVID-19 
https://youtu.be/1EJD57Thn6U #FOAMed 
 
Recorded webinar on the PREFER Recommendations  
The recording of the 28th April webinar is now available: https://youtu.be/xqJiAUC4eSg 
Here the links to the slides: https://doi.org/10.5281/zenodo.6703820 
The PREFER Recommendations document can be found here: https://doi.org/10.5281/zenodo.6470922  
  
Shared by Dominique Hamerlijnck 
 
How much health insurers pay for almost everything is about to go public – in the US  
Julia Appleby, Kaiser Health News 2 July 2022 
https://www.fiercehealthcare.com/payers/how-much-health-insurers-pay-almost-everything-about-go-
public 
Consumers, employers, and just about everyone else interested in healthcare prices will soon get an 
unprecedented look at what insurers pay for care. As of July 1, health insurers and self-insured employers 
must post on websites just about every price they’ve negotiated with providers for healthcare services, item 
by item. Excluded are the prices paid for prescription drugs, except those administered in hospitals or 
doctors’ offices. This is federally required data release. 
The new rules are far broader than those that went into effect last year requiring hospitals to post their 
negotiated rates for the public to see. Now insurers must post the amounts paid for “every physician in 
network, every hospital, every surgery center, every nursing facility.”  
Everyone will know everyone else’s business: for example, how much insurers Aetna and Humana pay the 
same surgery center for a knee replacement. 
It comes on the heels of research that has shown tremendous variation in what is paid for healthcare. 
A recent study by the Rand Corp., for example, shows that employers that offer job-based insurance plans 
paid, on average, 224% more than Medicare for the same services. 
 
U Erasmus+ project “VALues In Doing Assessments of health TEchnologies” (VALIDATE) 
https://validatehta.eu/ 

 
 

Publications 
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Values, principles, strategies, and frameworks underlying patient and public involvement in health 
technology assessment and guideline development: A scoping review. A-C Pinho-Gomes, J Stone, T Shaw, 
A Heath, J Cowl, L Norburn, V Thomas, S Scott (2022). International Journal of Technology Assessment in 
Health Care, 38(1), E46. doi:10.1017/S0266462322000289 
 
EUnetHTA’s contribution to the new legal framework for HTA cooperation in Europe Iñaki Imaz-Iglesia, C 
Wild (2022). International Journal of Technology Assessment in Health Care. doi: 
10.1017/S026646232200037X 
 
Designing and Implementing Deliberative Processes for Health Technology Assessment: A Good Practices 
Report of a Joint HTAi/ISPOR Task Force. W Oortwijn, D Husereau, J Abelson, E Barasa, D Bayani, V Canuto 
Santos, A Culyer, K Facey, D Grainger, K Kieslich, D Ollendorf, A Pichon-Riviere, L Sandman, V Strammiello, 
Y Teerawattananon (2022). International Journal of Technology Assessment in Health Care. doi: 
10.1017/S0266462322000198 
 
Redefining Health Technology Assessment: A Comment on “The New Definition of Health Technology 
Assessment: A Milestone in International Collaboration”. Culyer A, Husereau D. (2022). International 
Journal of Technology Assessment in Health Care, 38(1), E54. doi:10.1017/S0266462321001756 
The Task Group seems to have developed a definition without the help of usual conventions regarding 
definitions and, in our view, through an ill-described process. A definition ought to differentiate the entity 
defined from other entities. This one states traits that are true of HTA (e.g., that is interdisciplinary) but 
HTA is not alone in this. Other concerns: examples of HTA’s use are embodied in the definition, precluding 
other uses; the adjectives used are not differentiating features; and attributing to HTA specific purposes, 
thereby excluding other purposes. A newcomer to HTA, on reading this definition, will have no idea of 
HTA’s true potential.  
 
Editorial: Health technology assessment: A matter of facts and values (2022). Gert Jan van der Wilt, Wija 
Oortwijn. International Journal of Technology Assessment in Health Care. doi: 10.1017/S0266462322000101  
 
Integrating Empirical Analysis and Normative Inquiry in Health Technology Assessment: The Values in 
Doing Assessments of Health Technologies Approach. GJ van der Wilt, B Bloemen, J Grin, I Gutierrez-
Ibarluzea, L Sampietro-Colom, P Refolo, D Sacchini, B Hofmann, L Sandman, W Oortwijn (2022). 
International Journal of Technology Assessment in Health Care. doi: 10.1017/S0266462321001768 
 
Challenges of conducting value assessment for Comprehensive Genomic Profiling 
J-E Tarride, T Gould, DM Thomas (2022). International Journal of Technology Assessment in Health Care 
doi: 10.1017/S026646232200040X 
 
Assessing the value of healthcare innovations: A proposal for an integrated health technology assessment–
responsible innovation in health approach in the “new normal”. Mukherjee K, Walley T (2022). International 
Journal of Technology Assessment in Health Care, 38(1), E47. doi:10.1017/S0266462322000319 
 
EUnetHTA relative effectiveness assessments: efforts to increase usability, transparency and inclusiveness. 
Willemsen, A., Ettinger, S., Helmink, C., Erdos, J., Hviding, K., & Ormstad, S. (2022). International Journal of 
Technology Assessment in Health Care, 38(1), E41. doi:10.1017/S0266462322000058 
 
Development of the Consumer Involvement & Engagement Toolkit: a digital resource to build capacity for 
undertaking patient-centred clinical trials in Australia. Symons T, Bowden J, McKenzie A, Fallon-Ferguson 
JM, Weekes LY, Ansell J, Murphy R, Jesudason S, Saxena M, Nichol A, Straiton N. Public Health Res Pract. 
2022; Published 1 June 2022. https://doi.org/10.17061/phrp32122209 
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https://www.phrp.com.au/issues/online-early/development-of-the-consumer-involvement-engagement-
toolkit/?mc_cid=898500828a&mc_eid=e23a25bd5e 
Toolkit: https://involvementtoolkit.clinicaltrialsalliance.org.au/?mc_cid=898500828a&mc_eid=e23a25bd5e 

 
Janet Wale, HTAi PCIG 

E-mail: pcig.htai@gmail.com 
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