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HTA Bodies Industry
“To implement a patient-based HTA, the focus I I I I
must turn to the patient’s issues and

incorporate each patient’s unique perspective

and preferences. Processes must change to *  Working internationally across both developed and
increase patient participation in all levels of developing HTA systems
HTA and aim to promote empowered patients o

Bringing multiple disciplines together to address the
opportunities possible by better patient involvement

, ‘ * Identifying and filling the gaps in research and
Bridges et al. I of Technology Assessment in . . . .
Healthcare 23:1 2007 30-35 resources in partnership with the patient members

who can make informed decisions.”



The book:
Patient involvement in HTA

From Dr. Brian O’Rourke — CADTH / INAHTA
“If you’re not involving patients, you're not doing HTAL...

Don’t think you’ve done your part by buying this book. Read it.
Learn from it. Let it spark discussions about what you, your
colleagues, your organisation, and your networks can do to
improve patient involvement in HTA.

There are important messages for all stakeholders and | will do my
part to support and indeed implement many of the proposals
identified in the book — within my agency and more broadly across
INAHTA member agencies.”

Karen Facey
Helle Ploug Hansen
Ann Single Editors

Patient Involvement
in Health Technology

Assessment




We have been here before...

Access to HIV
related
medicines in the
1980s

; ~°*/f/ DIE OF

AIDS
BUR HoET

Patients waiting too long and
dying before access is granted

Complex decision making that

excluded the patients and the
advocates

Technical criteria and systems
used to defend the status quo

Quick Release of AIDS Drugs

In response to lobbying by patients, U.S. health officials agree to distribute experimental AIDS
drugs before festing for effectiveness is complete; “parallel track” to be ready by the fall

THe HiGH comManp in the

victims who serve as volunteers

in drg testing clinics—are in
revolt over the tight federal rules
that limit whe gers new AIDS

time-consuming “Phase I clini-
cal trials” thar test their cffectivencss.

The nation’s top health officials say they
are ready to yickd on this point and that they
will relax the rules in 2 significant way this
fll. The plan is to make drugs mose widely
available before Phase LI tests, 3 major shift

worry that if experimental drugs are distrib
uted easly 1o people outside the clinic, this
could make i -'mpvwibls w0 conirol the

miake it difficulr, if not impossible, to deter-
mine whether a new drugis in fact responsi-

Changing the rules. AIDS adivis fim Eige (right} and Manin
80 thIOUBR  pycioney e that dnagy i dlirisal risls showld be widely availble,

and | without having to be part of 3
decisions. | clinical trial. Noemally, 2 drug

® sriture for Allcsgics and Infec-

tious Discases, Samuel Broder,
dirccror of the National Cancer

an advocacy group in San Francisco, says, “I | Instirutc, and Frank Young, commissicner
angue that it is the FDA restrictions that are mmnfwbm:pnk:mfwmofmc

polluting the clnical riab,” because

desperate to get access to drugs lie about I-Inwcvcr before the new plan can go
their medical history. With more lenient | forward, Mason said, critical desails must be

rules that would ot happen.

worked our. He has asked Young to assem-

“The specific concession the activists want, | ble an advisoey committec quickly and sub-
and will ger this fall, according to US, | mit 3 report no luer than 21 August.
healih offcils, i 3 new strucrure for distrib- | Among other duics, the commireee will

‘that is not approved for sale by
the Food and Drug Adminis-
tragion (FDA) cannot be ob-

sanctioned test, In the
MEDAMMMW- e umoririon

Science, 28 July 1989, Vol 245 Issue 4916 pp. 345

wundwapwpkman
patients’ medication. This, they argus, will | FDA- Anthony Fauc: “He

Vincent DeVita, former Na-




... SO why are we here again?

“AZT is the only drug approved for use against AIDS. It's

now known that AZT also postpones the onset of AIDS in

people infected with the virus. Yet there's a massive | E\?IERI\?AL

obstacle to wider use of this life-saving drug - its INDUSTRY
. . . BODIES

extraordinary cost. At 58,000 a year for users, AZT is said

to be the most expensive prescription drug in history.”

New York Times, Opinion, August 28 1989

LOCAL/

HOSPITAL REGULATOR
PAYER

*Healthcare access has evolved to meet the cost

challenges of modern healthcare PATIENT
*This has led to fragmentation of decision NATIONAL NATIONALHT
making across multiple bodies and disciplines PAYER A BODY

*Patients are often left confused by divergent LOCAL
decisions within countries and across borders HTA BODY




TA Deliberation —why patient
nvolvement is needed

Evidence What is the actual

What is the meaningful \ pathway of care?
benefit to patients?

Are there local variations

What outcomes are in healthcare delivery?

important?

Who will benefit most

e e from this medication?

effects of treatment? Addressing
UNCERTAINTIES

Patient/Carer M o L
perspective Clinical opinion




No gold standard for patient
involvement in HTA

There has yet to emerge a ‘best’ way of
integrating patient insights and
experiences into HTA

A wide continuum of approaches:
* Informal discussions
* Public consultations
* Formal written submissions

* Representation at committees

* Workshops and scoping meetings




Faster regulatory decisions make
this even more important

e Uncertainties in the evidence package are going
to increase over the coming years

* Accelerated approval processes from the
regulators lead to reduced evidence packages
at the time of launch

* Adaptive pathways potentially further
reduces that initial evidence package

* Surrogate endpoints rather than hard
outcomes used to speed up time to approval

* Agreement needed on subsequent evidence
generation plans and patient perspectives on
those evidence plans




Barriers to patient and advocate
involvement

1

Investment in
patient
involvement
processes lacking
— no clear priority
given

2

Patient
participation
perceived as

biased — “they
want everything

and work too
close to industry”

3

Lack of
understanding of
the value that
patient insights
can bring to
decision making

4

Established HTA
have ‘set the bar
too high’




Values for Patient

Involvement in HTA

Relevance

Patients have knowledge, perspectives and
experiences that are unique and contribute to
essential evidence for HTA.

Fairness

Patients have the same rights to contribute

to the HTA process as other stakeholders and
have access to processes that enable effective
engagement.

Equity

Patient involvement in HTA contributes to equity
by seeking to understand the diverse needs of
patients with a particular health issue, balanced
against the requirements of a health system that
seeks to distribute resources fairly among all
users.

Legitimacy
Patient involvement facilitates those affected
by the HTA recommendations/decision to
participate in the HTA; contributing to the
transparency, accountability and credibility of the
decision-making process.

Capacity building
Patient involvement processes address barriers

to involving patients in HTA and build capacity for
patients and HTA organizations to work together.

Quality Standards for
Patient Involvement in HTA

General HTA process

1. HTA organizations have a strategy that outlines the processes and
responsibilities for those working in HTA and serving on HTA committees
to effectively involve patients.

2. HTA organizations designate appropriate resources to ensure and
support effective patient involvement in HTA.

3. HITA participants (including researchers, staff, HTA reviewers and
committee members) receive training about appropriate involvement of
patients and consideration of patients’ perspectives throughout the HTA
process.

4. Patients and patient organizations are given the opportunity to
participate in training to empower them so that they can best contribute
to HTA.

5. Patient involvement processes in HTA are regularly reflected on and
reviewed, taking account of the experiences of all those involved, with
the intent to continuously improve them.

For individual HTAs

6. Proactive communication strategies are used to effectively reach, inform
and enable a wide range of patients to participate fully in each HTA.

7. Clear timelines are established for each HTA with advance notice of
deadlines to ensure that appropriate input from a wide range of patients
can be obtained.

8. For each HTA, HTA organizations identify a staff member whose role is
to support patients to contribute effectively to HTA.

9. Ineach HTA, patients’ perspectives and experiences are documented
and the influence of patient contributions on conclusions and decisions
is reported.

10. Feedback is given to patient organizations who have contributed to

an HTA, to share what contributions were most helpful and provide

suggestions to assist their future involvement.



Recommendations

For member states

Promote values and quality standards of
patient and citizen involvement in HTA bodies

Share approaches, processes, and methods
across the member states

Bring more transparency to the role of
patients and advocates in the process

Invest in patient-based evidence from
national health services

Involve patients and patient organisations in
the development of new approaches



