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- International Guidelines vs HIRA Guidelines



건강보험관리운영체계

NHIS 

HIRA 





Today

• Differences btw International Guidelines vs HIRA Guidelines

• Other things during CTx in South Korea

✓ Drug Reimbursement criteria (약제 급여 기준)

① Mutation-Specific Targeted Therapy

② Use of Immunotherapy

③ Combination Regimens

④ Rare Mutation Treatments

✓ Claims Review (청구심사)
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• Never smoker

• ECOG 2

• mMRC III DOE

M/60, dyspnea
Case

2017.06.19



• Never smoker

• ECOG 2

• mMRC III DOE

• Pericardial effusion

• Pleural fluid analysis

  → metastatic adenocarcinoma 

• EGFR, ALK, PDL1 (pending)

M/60, dyspnea
Case

2017.06.21

2017.06.19



• stage IV adenocarcinoma

• 당장 항암을 미루기 어려운 상황

Adenocarcinoma, but EGFR/ALK(pending)?

@ TAT이 병원마다 차이

1주 내 vs. 2주



• 당장 항암을 해야한다면 어떤 약제를 선정할 것인가?

• EGFR/ALK 결과 없이 IO-CTx를 시행할까?

• 서둘러 cytotoxic CTx를 고려하였다면,

    항암 중간에 확인한 EGFR/ALK mutation test 에서

    1) 양성 → 표적항암제는 언제 사용할까?

                    interrupt cytotoxic CTx, start TKI vs. continue cytotoxic CTx

    2) 음성 → Pembro+Pem/platinum 의 기회를 잃게 되는 것은 아닐까?

고민



• NSCLC, Adenocarcinoma, T4N2M1b

      (pericardial/pleural, bone, brain), stage IVB

    s/p Pemtrexed + Cisplatin #1-4 (2017.06-09) > PR

    

M/60, dyspnea
Case

2017.06.19 2017.07.28

2017.09.20

PDL1 22C3 (10%)

ALK-FISH (negative)

EGFR PNA clamp (Exon 19del)



NCCN guideline, 2018



• NSCLC, Adenocarcinoma, T4N2M1b

      (pericardial/pleural, bone, brain), stage IVB

    s/p Pemtrexed + Cisplatin #1-4 (2017.06-09)

    s/p Pemtrexed maintanence (DR 90%) #11 (~2018.04.25)

• @ pericardial eff/pl eff증가, r/o LMS 의심소견

• Erlotinib change (2018.05.10~)

M/60, dyspnea
Case

2018.04.21

2017.09.20



• NSCLC, Adenocarcinoma, T4N2M1b

      (pericardial/pleural, bone, brain), stage IVB

    s/p Pemtrexed + Cisplatin #1-4 (2017.06-09)

    s/p Pemtrexed maintanence (DR 90%) #11 (~2018.04.25) PD

    > Erlotinib change (2017.05.10~)

    > PD 2019-04-04 

    > Rebiopsy: T790M (+) > Osimertinib (2019-05-08)

    > maintain Osimertinib until 2025.07

M/60, dyspnea
Case

2025.06.25

2025년에 이 환자를 만났더라면… 

(심평원) 

약제를 사용하면서 PD가 아니라면, 절대 약을 바꾸어선 안된다.



NCCN guideline, 2025



NCCN guideline, 2025
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NCCN 2025. ver5



NCCN 2025. ver5









NCCN 2025. ver5



2024.01 급여적용



556 patients with previously untreated, mEGFR (exon 19 deletion or L858R) advanced NSCLC 

1:1 ratio -Osimertinib (80 mg once daily) or a standard EGFR-TKI (gefitinib or erlotinib) 

Primary end point : investigator-assessed PFS

FLAURA (1L Osimertinib)
N Engl J Med 2018;378:113-25



• 168 Asian mEGFR advanced NSCLC, enrolled UpSwinG (2019-2020) and GioTag (2017-2019)

Sequential Afatinib and Osimertinib in Asian mEGFR NSCLC



• sequential afatinib and osimertinib 의 time-on-treatment (TOT), overall survival (OS) 

• 401 patients who received 1L afatinib

RESET Study: Sequential Afatinib, followed by Osimertinib in mEGFR Advanced NSCLC

Cancer Res Treat. 2023;55(4):1152-1170



4. 고식적요법(palliative)

가. 투여단계: 1차(first-line)

 - stage ⅢA 이상으로 각 연번의 투여대상에 해당하는 경우 요양급여를 인정함

나. 투여단계: 1차 이상

- stage ⅢA 이상으로 각 연번의 투여대상에 해당하는 경우 요양급여를 인정함

다. 투여단계: 2차 이상

Mutation-Specific Targeted Therapy

= 1차로만 써야한다. 2차이상으로 사용하면 안된다 .

= 1차 이상으로 사용할 수 있다.

= 2차 이상으로 사용할 수 있다. 1차는 사용하면 안된다.

*건강보험평가심사원 공고자료
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= 1차 이상으로 사용할 수 있다.



Today

• Differences btw International Guidelines vs HIRA Guidelines

• Other things during CTx in South Korea

✓ Drug Reimbursement criteria (약제 급여 기준)

① Mutation-Specific Targeted Therapy

② Use of Immunotherapy

③ Combination Regimens

④ Rare Mutation Treatments

✓ Claims Review (청구심사)



4. 고식적요법(palliative)

가. 투여단계: 1차(first-line)

 

다. 투여단계: 2차 이상

Use of Immunotherapy Pembrolizumab

Pembrolizumab
+Pem/Platinum

Pembrolizumab
+Pacli/Platinum
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항암제 병용요법 본인일부부담 고시 (2025.06.05~)

<신설> 

   - 40. 기타 항암제 병용요법

    (기존 항암요법 본인일부부담) 항목 신설

비소세포폐암 (신설 5요법)

① ‘Lazertinib + Amivantamab(비급여)’

② ‘Osimertinib + Pemetrexed + Platinum’

③ ‘[Neoadjuvant] Durvalumab + 백금기반 항암화학요법

→ Durvalumab’

④ ‘[Neoadjuvant] Nivolumab + 백금기반 항암화학요법’

⑤ ‘[Neoadjuvant] Pembrolizumab + 백금기반

항암화학요법 → Pembrolizumab’

Palliative 1L

Neoadjuvant



Combination Regimens_VEGF inhibitor

* ECOG 4599 (N Engl J Med 2006)

The median survival 
12.3 m vs. 10.3 m



• open-label, randomized phase 3 study, chemo naïve, 1,202 metastatic non-squamous NSCLC

• ACP (atezo+carbo+pacli) vs. 336 BCP (beva+carbo+pacli) vs. 356 ABCP (atezo+BCP) 

    > every 3 wks for 4-6 cycles, followed by maintenance therapy with atezo, beva or both. 

• Two primary end points 

 : Investigator ass PFS among ITT with wild-type genotype (EGFR/ALK WT) and among Teff-high WT population

N Engl J Med 2018;378:2288-301.

Combination Regimens_ABCP regimen (IMpower150)



N Engl J Med 2018;378:2288-301.

Combination Regimens_ABCP regimen (IMpower150)



J Thorac Oncol. 2022 Feb;17(2):309-323.

ABCP regimen (IMpower150)_subgroup(EGFR/mLiver, mBrain)

• Final OS data for EGFR mutants & liver or brain mets subgroups in IMpower150 study



J Thorac Oncol. 2022 Feb;17(2):309-323.

ABCP regimen (IMpower150)_subgroup(EGFR/mLiver, mBrain)

• Final OS data for EGFR mutants & liver or brain mets subgroups in IMpower150 study
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HER2 mutation- 허가초과 요법



BRAF V600E
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New drugs



New drugs_Tarlatamab in SCLC

#. SCLC, ES (axillary LN+) cT2aN3M1c Stage IV 2023.05.26 

/m Brain mets, Extrathoracic LNs (Lt axilla, Lt post neck LNs, perigastric, lower abd 

LNs)  suspicious small bowel involve? 

 s/p 1L Atezolizumab + EPS + Carboplatin #1-4 (2023.06.14-08.17) 

 s/p 1L Atezolizumab maintenance #1-6 (2023.09.07-2024.02.16 

 s/p 2L Irinotecan + cisplatin #1-6 (2024.03.06-06.20/06.27) 

 s/p 3L paclitaxel single #1-2 (2024.07.13-08.05) > intracranial PD, extracranial SD

 s/p 4L Lurbinectedin #1-2 (2024.08.29-09.20) > PD

 s/p 5L CAV #1-5 (2024.10.12-2025.01.09)  >>> PD

 s/p 6L Talatamab #1 (2025.02.06~)

2025.02.03



s/p 6L Talatamab #1 (2025.02.06~

s/p 6L Talatamab #5 (2025.05.31~

PD 2025.06.27

Best supportive care만 하기로 함.

New drugs_Tarlatamab

2025.04.03 2025.02.032025.06.27



New drugs_Tarlatamab





Thank you for your attention

You can find me at:

dongwonpark@hanyang.ac.kr

portrayme@gmail.com
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