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similar drug already listed no similar drug listed
1
L 2 ¥
| 1. Comparative Method ) | | 2. Comparative Method M) | | 3. Cost Calculation Method |
Toaar \ Manufactumrng
2 (New pharmaceuticals TS

[ 1) Prepuum ’ ‘ with lirtle novelty) I (importing) cost

Tnnovation Premimm 70— 120% -~ - Lxpenses

Valve Premuan (1) 35 60% Operating Profit

Valve Preugum (1) 5 3% Distribution cost

Marketability Preminm (T) 10 = 20% \_Consuup lax. elc J

Mazhetabality Prenann (1) 5%

Pediatnics Presqumn 5 20%

. SAKIGAKE Premmm 10 =20 %

[ Admstment with forcign prices | /[ 4) Adjustmeat with forcign prices | [ 4) Adjnstment with forcign prices

5

"« Reduction if 1.25 times or |

* Reduction if 1.25 times or K Reduction if 1 25 times o1

lagher higher higher
* Addition 1£ 0.75 tumes or ' “ * Addition if 0.75 times or
RS lower lower
[ 5) Adjustment of mter-specifications ]

HF A SRS, B AR5 R R IR
B, T % R B E R B T0-120%, HEHATAIE T B
ERALH. BITA R A, BT E AR EERALE, BATIL
5. BN 2 A0 LR 25 4T LR L 5200 BT

——— i ————

SAKIGAKE is a system to put innovative medicines/medical devices/regenerative medicines originated
from Japan into practice.

Medical products for diseases in dire need of innovative therapy and satisfies the following two conditions:

1. Having developed firstly in Japan and anticipating an application for approvals (desirable to have PMDA
consultation from the beginning of R&D)

2. Prominent effectiveness (i.e. radical improvement compared to existing therapy), can be expected based
on the data of mechanism of action from non-clinical study and early phase of clinical trials (phase I to Il)

Designation Advantage J| ] : To shorten the time to approval {7y :To facilitate R&D

(Dprioritized Consultation @ Ssubstantial Pre-application Dprioritized Review
[Waiting time: 2 months->1 month] Consultation [12 months - & manths]

Shortening a waiting time for a [de facto review before application] || Striving to conclude review within 6 months
clinical trial consultation from the Accepting materials in English * Accept the result of phase Il study after
submission of materials, the application on a case-by-case basis to
shorten the time from R&D to approval

' @Review Partner ' B)Substantial Post-Marketing Safety Measures
[PMDA manager as a concierge] : : [Extension of re-examination period]
Assign a manager as a conclerge to take on overall | Strengthening post-marketing safety measures
 management for the whole process toward 11 such as extension of re-examination period as well |

| approval including conformity assurance, quality 11 as facilitating coalition with scientific societies, and

| management, safety measures, and review /’ '\transm‘ssion of information globally. .

1. Initiation by applicant: Application is to be submitted to Evaluation and Licensing Division (ELD) and to
be reviewed at PMDA. The result is to be notified within 60 days.

2. Initiation by ELD: ELD is to approach a potential applicant. The result is to be notified within 30 days
after the submission. if agreed by the applicant.
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NewDrug |
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. . :
b asbantd Futmrmon of survwed (Lo thesatersng)
mJ period bom Me- CAnOn Tee (daeases Sugeneny Norinfeciority Wty
— ') e
l ‘
Cont Accepiatie iCERT ||  Welom -
tfocwvonans v Venge price e
: | | :
AT Lowsnt priow of A7 No
Aspisten adusied sverage prices || UK Shedne Premium ve Welght sverage e
average orie (hsted in 23 countnes) S L e penretiy
(Ratund | 1 ] T |
. Neogotisaon ssermotion 90% of WAP
- Nagonation with Natoral Healts 0% of weghied e price (pad
Inmsrance Serven 100% of weghted average proe (new mechanem of
action, new tiologics rare diseases )

* ncremental cost-efectiveness ratio
*USA Japan, UK, Germany France, Switzerland, Raly
* Ong Rembursement Evaliaton Committes of HIRA
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