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* Seminar on telemedicine & drug delivery discusses avenues for improvement
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MFDS
announces
‘Regulatory
Innovation Task
3.0’ to reflect
industry voices

The 2024 Regulatory Innovation Task 3.0, detailed in our
previous issue, was unveiled by the Ministry of Food and
Drug Safety (MFDS) on 2 May. This follows the release of
Task 1.0 two months after the appointment of Oh Yu-
kyoung as the Minister of Food and Drug Safety three
years ago, and the subsequent release of Task 2.0 in 2023.
Task 3.0 has been noted for its distinct approach,
particularly in terms of MFDS' strict confidentiality over the
task contents thus far.

As the previous Tasks were not heavily focused on
pharmaceuticals, the industry hoped MFDS would show
flexibility and address the difficulties concerning the pre-
on-site inspection process for foreign facilities during the
import item approval procedure. In this regard, the
recently disclosed Task 3.0 indeed shows a strong
commitment to improving related regulatory frameworks
and practices for the biopharma industry.



MFDS stated that the Task 3.0 package will contain
significant changes for the industry this year, including
relating to GMP evaluation policy, approval
departments, clinical trial system, and post-marketing
pharmacovigilance policies. In particular, reform for the
raw materials registration process has garnered significant
attention, suggesting that the GMP evaluation of raw
materials will be replaced with a certificate issued by the
country of manufacture or a PIC/S member country.

MFDS is actively working on internal reviews aimed at
revising GMP-related regulations by year-end, with a
detailed implementation plan set for December. As such,

continuous industry monitoring is advised.

Recently elected on 10 April, the 224 NA is set to start on
30 May.

Only 8 of 24 members from the previous 21t Committee
have been re-elected, signalling potential significant
changes of interest to industry stakeholders.

The 8 re-elected members are as follows: Kang Sun-woo,
Kim Min-seok, Kim Won-i, Nam In-soon, Seo Young-
seok, and Han Jeoung-ae from the Democratic Party
(DP), and Kim Mi-ae and Baek Jong-hean from the
People Power Party (PPP). There are also many newly
elected career healthcare professionals not affiliated with
these two major parties, such as Kim Yoon and Jeon Jong-
deok of the Democratic Union Party (DUP), Lee Joo-young
of the Reform Party, and Kim Seon-min of the Rebuilding
Korea Party. Other than these member-elects with
industry backgrounds, potential members of the Health
and Welfare Committee also include Seo Mi-hwa of the
DUP and Choi Bo-yoon of the People Future Party.
Additionally, from the first-term members of the PPP,
some anticipate Choi Su-jin, Park Jun-tae, and Han Ji-ah to
join the committee as well.

Prospective
members for
the 22nd NA
Health and
Welfare
Committee



As readers will be aware, NA standing committees are
composed of members with specialized knowledge in
specific fields and are established within the NA to discuss
bills before they are brought to the plenary session.

Committees such as the Health and Welfare Committee
are thus responsible for crucial procedures including
the examination of legislative bills and the pre-
screening of budgets/settlement of accounts. Thus, it is
advisable to keep an eye on related news moving
forward and amend strategies as needed.

4 From left to right: DP members
Kang Sun-woo, Kim Min-seok, Kim
Won-i, and Nam In-soon

4 From left to right: DP members

Seo Young-seok and Han Jeoung-ae

4 From left to right: Kim Mi-ae and
Baek Jong-hean



NA debate on
legalizing
telemedicine,
drug delivery
practices

Over the past four years of its term, the 21st NA saw seven
proposed amendments to the Medical Service Act to
institutionalize telemedical service. All however remain
pending with uncertain prospects of being passed
within this term.

A major roundtable was hosted by Jo Myung-hee (PPP)
on 16 May to review the pilot project and suggest
improvements, aiming to rekindle the legalization
debates before the commmencement of the the 22nd NA,

Participants from the government, industry, medical and
pharmasuetical sectors generally showed support for the
issue itself, but opinions varied regarding particulars.

Doctors and pharmacists' associations opposed
hospital-level and first-examination telemedicine
service and drug delivery due to safety concerns, while
the industry was in favour of legalization due to greater
convenience. In response, the government stated that
issues such as patient accessibility, safety in providing and
receiving medical services, and medical professionals'
authority in treatment are all crucial criteria in crafting and
promoting policies. Officials also claimed that they will
improve access to the government’s ongoing pilot project
in a comprehensive manner, and promote legislation that
both the medical community and the industry can agree
upon.

Additionally, the effectiveness of telemedical service in
cancer hospitals and the absence of expected negative
effects such as drug misuse or monopoly by certain
pharmacies were highlighted, with the Consumer Union
confirming no issues with medical commercialization or
monopoly had arisen. Furthermore, many claimed that
telemedical services should not face opposition solely due
to potential misdiagnosis risks from telecommunication
issues.



Concerns regarding these specific issues could be
addressed through supporting legislation, proponents
argued, with the consensus being that innovative
technology should not be regulated away - rather, the
evolving technology should guide legislative directions.

Continuous monitoring of how this legislation progresses

after the inauguration of the 22nd

NA is advisable,

especially with rising demands for telemedical service.

Lastly, an update on the ongoing situation regarding the
government's announcement to expand medical school
admission quotas.

Following the Seoul High Court's decision on 16 May to
dismiss the appeal filed by doctors to halt the nationwide
medical school quota expansion, the Medical Professors
Association of Korea issued a statement on 20 May. They
asserted that "the increase in medical school quotas for
the academic year 2025 should not be considered finalized
until the Supreme Court decides on the appeal filed by
approximately 13,000 medical students.”

They urged that "the Korean Council for University
Education (KCUE) and each university should delay in
approving changes to the 2025 university admission plans
and withhold announcing the admission guidelines until
after the court's final decision is made, to prevent any
confusion among students and parents."

This stance is viewed as a measure to temper the
government's rush to push through administrative
processes for expanding medical school quotas, given
the government’s recent moves on this front.

Doctors
maintain med
school quota
expansion
“should be
suspended
until Supreme
Court decision”



In one such move on 20 May, Deputy Prime Minister and
Minister of Education Lee Ju-ho held a meeting with the
presidents of 40 medical schools, asserting that "the
court has recognized the necessity of expanding medical
school quotas for medical reform." He urged the
universities to finalize the revision of their admission
regulations accordingly.

Moreover, the Ministry of Education announced that the
KCUE would disclose the outcomes of the deliberation
on changes to the university entrance examination
plans on 30 May, signaling the government's
determination to expedite the administrative
procedures for raising medical school quotas.

The prolonged medical school quota expansion issue
remains unresolved, with potential growing impacts to
patients, resident doctors, and medical students. Whatever
the ultimate solution may be, we hope medical
normalization can be achieved promptly in favor of all
parties involved.
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