Question

For Indonesia: Do you have a
prequalification criteria for the suppliers
before they access to the e-catalogy to
upload their price? Thanks

Answer

The medicine have to be registered in National
FDA. Then pharmaceutical company can apply
to MoH, no complicated prequalification. Once
approved, they can upload all the price and
specification.

Quisiera saber cada cuanto tiempo hay
que negociar con los proveedores en
indonesia, es cada vez que se compran o
se hacen acuerdos comerciales por
determinado tiempo

does sfda publish net prices or are there
confidential discounts like in many other
countries?

SFDA published the net price of each medicine
on the website, the segmentation of prices
across supply chain are release with
registeration certificate.

Can we have the SFDA presentation?!

For Indonesia, How often an e-catalog get
revised ? as price- volume procurement
can be used to reduce the ceiling price
during the year

In the old system (2014-2022), the ceiling price
updated once a year, and the volume
procurement have significant impact to the
price. We could see in the new system, with
no national negotiation, health facilities have
to negotiate individually (refer to the
reimburcement price), the proc price now
tend to raise.

Do you have a restriction of the
registration of the me too medicines?
Unless thetre will be so many options of
the same medicines from various suppliers
in the catalogy?

No, there is no restriction for registration.

ESMO has developed a robust tool that
guantifies the Magnitude of Clinical
Benefit, the ESMO-MCBS, to allow linking
clinical performance to reimbursement
decisions and price setting

this is great initative

| would like to know how often you have to
negotiate with suppliers in Indonesia, is it
every time you purchase or make
commercial agreements for a certain
period of time?

for the current system, health facilities have to
negotiate with supplier everytime they
procure medicine.

The old system, national procurement Agency
conducted negotiate or tender 3-5 times in a
year

These are great initiatives, how can the
same be implemented in an LMIC with
high out of pocket expenditure in the
private sector and no health insurance for
the public sector?

live answered
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| think that we need to be careful about
assuming that we need to pay high prices
for orphan drugs. A recent Canadian
analysis that 1a€™ve done of the additional
therapeutic gain from orphan drugs in the
oncology field shows that the distribution
of therapeutic value (major, moderate,
minor) for orphan drugs is no different
from non-orphan drugs. How do the
panelists think that we should determine
the price of orphan drugs?

live answered

Which pricing models can be proposed for
ATMPs/CGTss? What could be the role of
HTA agencies in ensuring transparency and
fair pricing?

There iIs published data that ATMPs can be
produced for 60.000 Eur in Germany. On the
other side annuity payment is disucssed and
am not sure this is sustainable.

Composition of the drug per month of
treatment

Chemical §,-50

Chemical orphan 4,-250

Biological 4,-150

Biological orphan 4,-750

For SFDA, what is the mechanism for
reporting price complaints or requesting
price reviews?

for pharma company there is a specific policy
for the appealing on the Drug prices

Momir, could you give your thoughts on
focussing more on a demand driven
approach based on instruments like
horizon scanning and dermining payer's
unmet needs?

Full support. Unmet needs should be
determined. Horizon scanning is great
initative. I think we should work in the
direction what we pay for - for example what
we pay at aggregated level for ATC 03 level
group. Set and share the threshold like ability
to pay for A10BB Sulfonylureas
https://www.whocc.no/atc_ddd_index/?code
=A10BB

For SFDA; Is the guideline available to see
on your website?

Yes, availble in both language Arabic & Englsh
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My questions to our Indonesian speaker, it
seems to me that the change of e-catalog
is from central pool
purchasing/negotaiation to de-centralised
system? If so, it need a preparatory
process for the hospital staffs in terms of
price negotiation and balancing the price
reimbursement and budgeting?

live answered

My questions to our Indonesian speaker, it
seems to me that the change of e-catalog
is from central pool
purchasing/negotaiation to de-centralised
system? If so, it need a preparatory
process for the hospital staffs in terms of
price negotiation and balancing the price
reimbursement and budgeting?

Thank you for your question.

Questions For SFDA, how the orphan, and
innovative medications are priced ?

live answered

| appreciate that some of the speakers
have made a distinction that transparency
is not just a blanket policy but there are
many nuances and places where it's
feasible and places where it's not along the
journey of HTA, procurement /
reimbursement, and access to a medicine.
At the same time, the OECD has noted that
a€ceCoordinated international action on
fully disclosing data on net prices is not
necessarily desirable or sustainable as it
would require extraordinary political
commitment to overcome dominant
national self-interest,a€R alluding to the
fact that transparency may lead to
convergence and therefore undermining
competition and the use of differential
pricing, particularly to support affordability
in LMICs. What comments do the panelists
have to this conclusion by OECD?

The unfortunate reality is that P&R decisions
are made in order to limit the cost of
individual countries. THat means that many
countries have, over time, adopted
confidential MEA's. The fear of having to pay
more with unconfidential price agreemtents
limits most countries in their willingness to
increase transparency.
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How can a "payer" determine a fair price if
they negotiate in the dark about the real
cost of RD, production, marketing...etc?
Negotiation happens between one in
almost total darlkness while the other
(pharma) has all the info

Payers risk overpaying, the information
asymmetry limits the negotiation power as
they are not even level playing field with

Pharma industry, which has the full picture in

all countries where medicines is marketed

For SFDA, You have orphan drug
registration. Is this encouraging production
or availability locally or to target other
markets? Since, not much reference
pricing available, how you determine price
controls over this category of drugs? Thx

live answered

Q for Momir, one of the biggest dilemmas
for implementing managed entry
agreements in the Global South is
regulatory requirements that require full
disclosure of prices. Could you please
elaborate on how European contries have
aligned "full disclosure of prices rules"
while still preserving confidentiality of
MEAs negotiations?

live answered

Q for Momir, one of the biggest dilemmas
for implementing managed entry
agreements in the Global South is
regulatory requirements that require full
disclosure of prices. Could you please
elaborate on how European contries have
aligned "full disclosure of prices rules"
while still preserving confidentiality of
MEAs negotiations?

This is still to be done and it's a long journey. It

takes time, but for benefits of all.

Question to dr Fatimah H. Al Hussain: MEA
and transparency: What are the challenges
do you see in implementation of MEA?
How private sector can partner with you
on that?

live answered

thanks. pls share your official website?

MEA is very useful but difficult to
implement regarding to the limitation of
procurement law & regulation and poor
monitoring system. So far, the industries
have to abuse the design of MEA
especially in oncology products
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Question for SFDA, is decreasing the prices
affecting in the supply of medicines?

live answered

My 2nd question to Indonesia system is
that the e-catalog has been set for other
government agency and it is applied in
geenral to other products as well?
Medicines is one of the product
procurement? If yes, how's about the
situation of other e-catalog products. It
seems that tailor-made procurement
policy is more suitable, what you think?

live answered

Can someone address my question pls?
Why cannot govts require transparency on
RD cost at least for products that they
funded a major part of it?

live answered

For Slovenia: As your known, what is the
proper mechanism to measure/or control
the fair negotiation? thanks

there is no magic bullet. We need to put 5-7
different tools to be able to get better data to
make better decisions

why has only Italy implemented the WHO
transparency resolution into law?

live answered

And is it effectively being used?

live answered

Govt changed in Italu after the resolution

live answered

law?

live answered

South Africa is moving into compulsary
National Health Insurance with a single
PURCHASER (Government) and Single
payer via the NHI - Is this is workable
solution?

Does that single purchaser announce tender
for the reumbersing medicines?

Luca Libassi was the AIFA head at the time,
and also proposer of the WHA resolution.

True. Lica was fundamental. Was stated on
second slide. Was a pleasure to work with him.
A lot of countries showed that status quo
needs to be challenged

UK worked hard to dilute the WHO
resolution then abstained !

live answered
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UK worked hard to dilute the WHO
resolution then abstained !

Switzerland advocated for transparency of net
prices in the WHA resolution, but is instead
amending its law at home to allow for secret
rebates (managed entry arrangements) -
hence going in the opposite direction of its
international commitments! Check here:
https://www.publiceye.ch/fr/coin-
medias/communiques-de-presse/detail/le-
parlement-doit-defendre-le-principe-de-
transparence-sur-les-prix-des-medicaments

Dr. Momia: how can we contact you
afterwards to talk about transparency in
EU?

Please contact me at
momir.radulovic@jazmp.si

Is there a way to connect with the
panalists and moderators after the
session? | am Mohga Kamal-Yanni from the
People Vaccine Alliance
MohgaKY@Access2Healthcare.net

For SFDA, do you think that having a big
market affecting in the prices of the
medicines ?!

it helps alot in negotiating prices!

Any country has a professional
competence criteria for pharmaceuticals
procurement field?

ATC/DDD Index

Title Link

https://www.whocc.no/atc_ddd index/?code=A10BB

Le Parlement doit défendre le principe de t§

https://www.publiceye.ch/fr/coin-
medias/communiques-de-presse/detail/le-parlement;
doit-defendre-le-principe-de-transparence-sur-les-
prix-des-medicaments
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