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PMS was conducted for 80.4% of approved drugs.
Four of the 11 products with No PMS were granted a
new reexamination.

For most products without PMS, it was accepted that
routine pharmacovigilance activities suffice.

Re-examination period for No PMS products

Remaining period —

4 years
5 years 10 months
6 years
8 years

10 years

0 2 4 6 8 10
m 2022 (N=19) m 2023 (N=11)

Reason for No PMS (N=11)

1; 9%/

1;, 9%

m Routine pharmacovigilance activity only was accepted
= No RMP needed

m Post-marketing clinical study

= Combination therapy of our own anti-cancer drugs

12



PMS type trend and Background

Drug used result survey

5 Trend of PMS t
80% end of PMS type 2018 N=40 25 9 0 ¢
70%
2019 N=37
. 63.8% 24 12 01
’ 2020 N=35 15 17 2 1
50% o 99 : 7.9% 2021 N=41 21 13 - HEEl
:Zj %25,0% 19 4% 2022 N=31 17 10 1 3
20% 18 4% dé - 2349 2023 N=H 29 10
. T 28.1% 14.6% 14:6% 16:2% 12.8% 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100
0% 0.0% =@:0% " ekl 0.0% 0.0% Database Survey
2018 2019 2020 2021 2022 2023 2018 N=9 5
e===Drug-used result survey e Special drug used result survey 2019 N=18 4
e Comparative drug-used result survey Database survey
2020N=6
* The proportion of database surveys decreased in 2020 | 2021 n=7
and remained in 2023. 2022 N=6
i i =6 I e .
e Of the six DB surveys, one was conducted in 2023 N=6 E L 1
H H 0% 20% 40% 60% 80% 1009
consultatlon Wlth PMDA. M Agreed with PMDA as proposed
¢ The two Survey IS the cases Of d DB Survey belng M Initially no PMS proposed, however, consequently concluded conduct PMS after discussion
. with PMDA.
proposed; bUt It was |ater COﬂClUdEd to CondUCt d M Initially DB survey proposed, however, consequently concluded conduct drug use survey after
. . . discussion with PMDA.
d rug-used survey after discussion with PMDA. Initially Drug use survey proposed, however, after discussion with PMDA,changed DB survey.




PMDA interaction timing in drug-used result surveys

First submission timing of PMS protocol

2020 N=34 2 1 9 3 P 14 3

At the timing of receiving the first inquiries about PMS

2021 N=41 15 14 S 1 5
2021 N=41 3 9 6 7 1 9 1
2022 N=31 6 1 6 3 12 1 2022 N=31
2023 ket TR 02 v-a1 [TV
0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100% 0% 20% 40% 60% 80% 100%
H NDA B Inquiry of initial interview
B Inquiry of after initial interview Additional inquiry within 2weeks before expert meeting  [Mlaking agreement with PMDA about protocol,

M Additional inquiry within 2weeks after expert meeting M Inquiry / additional inquiry after expert meeting

B Inquiry / additional inquiry of BUKAI meeting

e 21% of the surveys had submitted protocols by the time
of the initial interview.

* More than 60% of the first inquiries related to PMS were
issued by the time of inquiries after initial meeting.

* In 58% of the surveys, the protocols, registration forms,
and survey forms were agreed with PMDA after the
BUKAI meeting.

registration form and CRF

2020 N=39 K 13 21

N
(o)

2021 N=39 28
2022 N=31 W 14 )
2023 N=41 K& 16 24

0% 20% 40% 60% 80% 100%



Drug-used result survey PMDA interaction
-inquiries timing-

The queries requesting revisions to the implementation /
or design of RMP post-marketing surveillance (ex: Item of inquiry(N=18)
number of cases, study design, etc., which have a

significant impact on the company's budget) (N=41) = Setting a control group fo rcomparison

m Increase in the number of cases

m Extension of the survey period

Modification of safety infomration to be collected

18; 44%

m Other
1; 5%

0; 0%
Timing of first inquiry (N=18) | /1,- 6%

V

® inquiry of initial interview

m Yes mNo
m inquiry of after initial interview

. L 9; 50%
* In 44% of the cases, received inquiries affected the = additional inquiry within 2 weeks before

budget. expert meeting
additional inquiry within 2 weeks after expert

* In 55% of cases, inquiries were issued after expert meeting
m inquiry / additional inquiry after expert
meeting

1, 6%

meeting.




Drug-used/Special Drug-used result survey
-Survey number patients, period and cost-

Number patients per PMS Enrollment period Observation Period per Patient

2021 N=41 SR 0 N4 S0 2021 n-a1 14 14 6 LN 4|
2022 N=31 20 2022 N-31 3 2022 N=31 9 10 6 4
2023 N=a1 o @

T 003 n-a1 B 10 12 9B 2023 nN-a1 8 14 11 4

0% 20% 40% 60% 80% 100%
0% 20% 40% 60% 80% 100% 0% 20% 40% 60% 80% 100%
m ~100 B 100~300 m300~500 500~1000
m~1Y m1~2Y m2~3Y m3~5Y m>5Y m~24W m6M (24W) ~52W m1Y (52W) ~2Y m2Y~3Y m >3Y
m 1000~2000 = 2000~3000 m > 3000 B Unknown
Cost of PMS (excluding of monitoring cost) Monitoring Cost
2021 N=41 B 23 7 6 2021 N=41 4 7 2 28 (

2022 N=31 2 22 5 2

2023 N=41 6 11 20 4

2023 N=41 6 25 6 4
0%  10%  20%  30%  40%  50%  60%  70%  80%  90%  100%

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100% ® ~100M Yen = 100M ~300M Yen

m 300M ~500M Yen >500M Yen
H Not Outsourced M Individual PMS cost not available or unknown

H ~100M Yen m100M ~300M Yen ™ 300M ~500M Yen >500M Yen ® Unknown
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All case survey trend

All case PMS products / rate
(per Drug used result survey products)
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More than one-third of the drug used results surveys
conducted were all-case survey.

Of the products under normal review, only one had
the company itself propose all-case survey due to
safety concerns.

Proposal from
companies

All case survey trend (per protocol)

099 Nt m
s H EEEEE

0% 20% 40% 60% 80% 100%

2023 N=15

Reasons for all-case surveillance (2023)

Requests from academic societies

There are particular safety concerns

There are few or no clinical trials in... m
Low patient numbers 2 '

0 5 10 15

B Poposal from companies and rare deasese B Poposal from companies and normal review

M Discussion with PMDA and Rare deasese Discussion with PMDA and normal Review



All case survey
-Lifting of approval conditions and implementation-

Lifted the condition for approval of all-case survey from All-case survey conducted from 2022/04 to
2023/04 to 2024/03 (N=20) 2024/03 (N=20)

2;10%

3;15%_ — 4
Time from the start of
negotiation with PMDA to the
lifting of approval conditions
>18M, 24M= ;1
>24M ;1

17; 85%
18; 90%

® Yes ®No

® Yes m No

 Two companies experienced the lifting of approval conditions in
FY2023. It took more than 18 months from consultation to lifting of
approval conditions.

* In the past two years, 85% of the companies have conducted the all-
case survey.




Characterization of database (DB) study

Reason for Database Survey NOT planned

Data can not be collected through DB

) ) I 0.0%: 0 ~ 12.9%; 4
DB is not suitable to evaluate specific risk = .

|

14.6%; 6
—— 3.2%; 1

4.9%; 2

X 0.0%; 0
Lack of experience

Lack of understanding about DB in company

{

3.2%; 1

Outcome validation is too complicated ~_ g 9o o

12.2%; 5
Other - 12.9%; 4
22.0%; 9

Data source trend

2019 (N=18) 4 9 5
2020 (N=6)

2021 (N=7)

2022 (N=6)

2023 (N=6) [FHEEENTEEY

B MID-NET mMDV mJMDC mRWD M Registry M Notyet determined

41.5%; 17

31.7%; 13

70.7%; 29
67.7%; 21

To gain experience

Appropriate to assess the risks

For comparative analysis | 0

Reason for database planning (N=6)

m 2021 (N=41) To save resources and costs ||| | | | | NI :
m 2022 (N=31)
Others 0
W 2023 (N=41)
0 1 2 3

Necessity of validation study (N=6)
No agreement (including not _ 4
having discussed)
Agreement on the lack of
necessity - 2

Agreement on the necessity = 0

0 2 4

500M~

300M~500M

100M~300M

50M~100 M

~50M

Cost (N=6) unit:Yen

* Overall trend in the character of the studies has not changed.
e Over 500 million yen surveys have disappeared, and surveys in the range of 100 to 300 million yen have become
the most common, indicating a tendency to reduce costs.




Database Survey Trend
-Registry, DB survey for safety purposes-

Any products for which the use of
registry has been considered as a DB
survey (N=20)

@ -

Considered/planned DB research outside
of GPSP using medical information DB as
an example of DB use? (N=20)

mYes |

®m No

Submit the application for
approval using the registry survey
(N=7)

m Yes (under review)
4 (O case)
m Yes (Agreed with
the PMDA)
® No

If "Yes" What examples of use cases
have you considered? (N=4)

m Safety Signal Detection

m Adding evidence to
electronic package

insert (O case)
m Risk Minimization

Assessment

Other (e.g., obtaining
safety insight)

* 35% of companies have

considered the utilization
of registries.

20% of companies have
considered or planned a
DB study outside of the
GPSP using a medical
information DB for safety
purposes.

Examples were safety
signal detection, risk
minimization assessment
and obtaining safety
insight.




Database Survey Trend
-Gap-

Any gap with initial assumptions regarding If "Yes", What is the main reason for the
the DB survey (N=20) gap? (N=9)

=

m Cost increase

® [ncrease in resources

m Yes m Others

m No

* 45% of companies had gap with initial
assumptions regarding the DB survey.
Main reasons were increase in
resources, cost increase and others.




If “In-house MR (including contract MR)” in 2023,

0 rga N izatio N fo r i m p I e m e ntatio n the company plans to collect the CRF by a person in

charge other than the in-house MR

(including contract MR) in future (N=14)
Person in charge of requesting registration and

collecting CRF/re-questionnaire
(Multiple answers allowed, N=20 on both 2022 and 2023)

inhouse MR including contact ) 7"
| >
. . 4;20%
In-house PMS dedicated monitor _
4; 20%

In-house MSL T 1;5%

. 11; 55%

1; 5%
Other .

m Yes

® No

Reason for not “In-house MR (including contract)”
m 2022 m2023 in 2023 (N=15)

In-house MR is in charge on 70% (14/20) in 2023, which is decreased from 85% (17/20)
in 2022. Person in charge seems to be converting from “In-house MR” to “Non in-

m Compliance

house MR”, but more than half of the respondents still indicate that “In-house MR” is = Labor shortage in the sale

in charge of activities. organization

Respondents less than half (36%; 5/14) considers the option other than “in-house MR” = Consideration of the

in future. expertise in PMS activity

No. 1 reason for not “in-house MR” is “labor shortage in the sales” (33%; 5/15), and
“Compliance” and “Expertise in PMS” follows (both are 27%; 4/15).

Others




Informed Consent for All case surveillance

Company policy requires informed consent from patient in
all patient surveillance (N=20)

All case surveillance are being conducted
by 18 of 20 companies (90%)

v' 17 out of 18 companies (94%) require
informed consent from patients

B Necessary

m Necessary - depending

on survey
B Not necessary

No All patient
surveillance

— =

L. . Secondary data use/providing data
Participation in survey (N=17) Publication to congress/literature (N=17) to 3rd party, overseas etc (N=17)

5; 29%
16; 94% 12; 71%
M Yes B No B Yes W No H Yes ® No
6 out of 17 companies (35%) 16 out of 17 companies (94%) 12 out of 17 companies (71%)
require IC for participation in survey require IC for publication to congress/literature require IC for secondary data use/providing

data to 3rd party, overseas etc



Deliberation of Informed consent form at IRB/EC

Mandatory to deliberate on ICF
at IRB or EC (N=19)

1; 5%

ICF: Informed Consent Form
16; 84% IRB: Insttltutlonal. Review Board
EC: Ethics Committee

B Yes M Dependingonstudy ™ No

Of 19 companies requiring consent to be obtained from patients
e 3 companies (16%) : ICF discussed by IRB or EC
* 16 companies (84%) : No discussion required

16



PMS Trend: Disclosure

Have you presented PMS results Are the PMS results prepared in If “Yes”, in which timing PMS
at conferences, papers, etc.? paper booklet or PDF (created by results distributed? (N=13)
(N=20) the PMS department)? (N=20)
M Interim and
H Yes W Yes (safety and at the end of
7. 35% effectiveness) the survey
B Determined fol = Yes (safety only) »
each survey B Only at the
Tg il ® No end of the
m No (O cases) 10; 77% survey

* All companies published the PMS results at conferences, in papers, etc.

* Regarding the paper booklet and PDF (prepared by the PMS department), 85% of the companies also

prepared interim reports. The data were published at an early stage without waiting for the survey to be
completed, indicating the effective use of PMS data.




	外資系企業における製造販売後調査（PMS）の傾向�～ PhRMA / EFPIA 合同調査結果より ～
	スライド番号 2
	スライド番号 3
	PMS
	PMS type trend and Background 
	PMDA interaction timing in drug-used result surveys
	Drug-used result survey PMDA interaction �-inquiries timing-
	スライド番号 8
	All case survey trend
	All case survey　 �-Lifting of approval conditions and implementation-
	Characterization of database (DB) study
	Database Survey Trend� -Registry, DB survey for safety purposes-
	Database Survey Trend �-Gap-
	Organization for implementation
	Informed Consent for All case surveillance
	Deliberation of Informed consent form at IRB/EC
	PMS Trend: Disclosure

