Nationalt rad for forsyningssikkerhed af leegemidler

Radets sjette mgde den 2. maj 2023
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Siden sidst pa forsyningsomradet

Kim Helleberg Madsen
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Status pa forsyningssituationen

Sendt ud fgr mgdet
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den 17. januar 2023

oA

tfra begge

ingssvig

lever

inger i

Gennemsnitlig antal pakn
grossister

800
750
700
650
600
550
500
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400

€202 €1-2T 8bn
€202 60-80 96N
€202-50-10 8bn
€202 T0-2S 8bn
2202 67-81 8bn
2202 Sh-vi 8bn
2202 Ty-0% 8bn
220z /€-9¢ 8bn
220z €e-z¢€ 9bn
2202 62-8¢ 8bn
2202 SZ-vz 8bn
2202 T2-0z 8bn
2202 /T-9T 8bn
220z €1-2T 8bn
2202 60-80 8bn
2202-50-%0 8bn
T20Z T0-2S 8bn
1202 6-8% 8bn
1202 Sy-vv 8bn
1202 T¥-0t 8bn
1202 /£-9€ 8bn
T20Z €¢-2¢€ 9bn
1202 62-8¢ 8bn
1202 GZ-v7¢ 8bn
1202 T2-0z 8bn
T20Z /T-9T 8bn
1202 €1-2T 8bn
T20Z 60-80 86N
T20Z S0-+0 8bn
1202 T0-€G abn
020Z 05-6% 8bn
0202 9v-Gt 8bn
0202 2v-T¥ 8bn
020z 8e-.€ 8bn
020z e-c€ 8bn
0202 0e-62 9bn
020Z 92-Gz 8bn
0202 22-T¢ 8bn
020z 8T-.T 8bn
020z ¥T-€T 8bn
0202 0T-60 8bn
0202 90-G0 8bn
0202 20-T0 8bn
6T0Z 05-61 8bn
6102 9v-G¥ 8bn
6T0Z Zv-T 8bn
6T0Z 8e-.L€ abn
6T0Z e-€€ 8bn
6T0Z 0g-6¢ 8bn
6T0Z 92-GZ abn
6T0Z Z2-TzZ 8bn
6T0Z 8T-/LT 8bn
6T0Z ¥T-€T 8bn
6T0Z 0T-60 86N
6T02Z 90-G0 8bn
6T0Z 20-T0 9bn
8T0Z 05-61 8bn
8102 97-G¥ 8bn
8102 ¢v-T¥ 8bn
8T0Z 8e-/¢€ 8bn
8102 ¥€-€€ 8bn
8T0Z 0e-6¢ 9bn
8T0Z 92-Gz 8bn
8102 22-T¢ 9bn
8T0Z 8T-/T 8bn
8T0Z ¥TI-€T 8bn
8T0Z 0T-60 96N
8T0Z 90-G0 8bn
8T0Z Z0-T0 8bn
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t fra begge grossister

lonsgruppe, I leveringssvig

Gennemsnitlig antal pakninger, der ikke er 1 en

substitut

den 17. januar 2023

Opdatering fra sidste mgde
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Gennemsnitlig antal substitutionsgrupper, hvor alle

t fra begge grossister

P

Inger er | leveringssvig

pakn

Opdatering fra sidste mgde

25

den 17. januar 2023

|

0
15

10

5

€202 €1-2T 8bn
€202 60-80 8bn
£202-50-10 8bn
€202 T0-2§ 8bn
2202 67-8% 8bn
2202 Syt 8bn
2202 Ty-0% 8bn
2202 /€-9¢ 8bn
220z €g-z¢€ 9bn
220z 62-8¢ 9bn
2202 Se-vz 8bn
2202 12-02

2202 LT-9T 8bn
2202 €1-2T 8bn
2202 60-80 8bn
2202-50-10 9bn
1202 T0-2S 8bn
1202 67-8% 8bn
1202 Sp-t 8bn
1202 T¥-0% 8bn
1202 /£-9€ 8bn
1202 €€-2¢€ 8bn
1202 62-8¢ 9bn
1202 Se-tg 8bn
1202 T2-0z 8bn
1202 /T-9T 8bn
1202 €1-2T 8bn
1202 60-80 8bn
1202 S0-t0 8bn
T20Z T0-€5 8bn
0202 05-61 8bn
0202 9%-G¥ 8bn
0202 2~ 8bn
020z 8¢-.¢€ 8bn
0202 ¥e-€€ 8bn
020Z 0g-6¢ 8bn
0202 92-Gz 8bn
0202 Zz-Tz 8bn
020z 8T-.T 8bn
0202 ¥T-£T 8bn
0202 0T-60 8bn
0202 90-50 8bn
020Z 20-T0 8bn
6T0Z 05-6% 8bn
6102 97-G 8bn
6102 2T 8bn
6T0Z 8e-.L€ 9bn
6T0Z ¥7€-€€ 8bn
6702 0£-6¢ 8bn
6T0Z 92-Gz 8bn
6T0Z 22Tz 8bn
6T0Z 8T-/T 8bn
6T0Z ¥T-£T 8bn
6T0Z 0T-60 96N
6702 90-G0 8bn
6T0Z 20-T0 8bn
8T0Z 05-6% 8bn
8T0Z 9%-G¥ 8bn
8102 2¢¥-T 8bn
8T0Z 8e-.L€ abn
8T0Z te-€€ abn
8102 0£-6¢ 8bn
8T0Z 92-G¢ 9bn
8T0Z Z2-Tz 8bn
8T0Z 8T-/T 8bn
8102 #T-£T 8bn
8T0Z 0T-60 36N
8T02Z 90-G0 8bn
8102 20-T0 8bn
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Opdatering fra sidste made
den 17. januar 2023

ktoren

ing i primaerse

Antal pakninger og substitutionsgrupper i leveringssvigt

uden umiddelbar mulighed for erstatn

30
25
20
15
10

€202 €1-2T 8bn
€202 TT-0T 8bn
€20z 60-80 96N
€202 £0-90 8bn
€202-50-10 abn
€202 €0-20 8bn
€202 T0-2G 9bn
2202 1G-0G abn
2202 6%-8 96N
2202 Ly-9% 9bn
2202 Sy-v 8bn
2202 €v-2¥ 8bn
2202 Ty-0 8bn
220z 6€-8€ 8bn
220z 1€-9€ 8bn
2202 Se-v€ 9bn
220z €€-2¢ 9bn
220z T€-0€ 9hn
220z 62-82 9hn
2202 L2-92 9hn
2202 Sz-vz 8bn
2202 €2-22 8bn
2202 TzZ-0z 8bn
220z 6T-8T 8bn
2202 LT-9T 8bn
2202 ST-+T 8bn
2202 €1-2T #bn
220z-TT-0T 8bn
2202 60-80 96N
2202 L0-90 96N
2202-50-70 8bn
2202 €0-20 8bn
T20Z T0-2S 8bn
T20Z TG-0G 8bn
1202 67-8 9bn
1202 L¥-9% 8bn
1202 St~ 9bn
1202 €7-2 8bn
1202 Ty-0 8bn
TZ0Z 6€-8€ 9N
T20zZ L€-9€ 8bn
T20zZ S€-v€ 8bn
T20zZ €€-2€ 8bn
T20zZ T€-0€ 8bn
1202 62-82 9bn
1202 12-92 °bn
1202 G2-tZ 9bn
120z €2-22 9hn
T20Z T2-02 9hn
T20Z 6T-8T 8bn
T20Z LT-9T 8bn
T20Z ST-+T 8bn
T20zZ €T-2T 8bn
T20Z TT-0T 8bn
T202Z 60-80 abn
1202 L0-90 8bn
1202 S0-+0 8bn
T2Z0Z €0-20 9hn
T2Z0Z T0-€S 9hn
0202 25-16 8bn
020z 05-61 8bn
020z 8t~ L 8bn
020z 9%-G 8bn
0202 v-e7 9bn
0202 2-T¥ abn
020z 0F-6€ 8hn
020z 8¢-L€ 9bn
020z 9¢-G€ 9bn
020z ve-€€ 9bn
020z z€-1€ 8bn
020z 0€-6¢ 8bn
020z 82- .z 8bn
020z 92-Gz 8bn
0202 ¥2-€z abn
0202 22-Tz @bn
020z 0Z-6T 8bn
020z 8T-.T 8bn
020z 9T-GT 8bn
020z ¥T-€T 8bn
020z 2T-TT 8bn
020z 0T-60 8bn
020z 80-20 8bn
020z 90-50 8hn
0202 70-€0 abn
0202 20-T0 abn
6T0Z 25-TG 9bn
6T0Z 05-61 bn
6T0Z 8Y- Ly 8bn
6T0Z 9t-G 8bn
6T0Z v¥-E 8bn
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Pakninger og substitutionsgrupper i leveringssvigt uden umiddelbar mulighed for erstatning

3/4-23

= Pakninger uden substitutionsgruppe uden umiddelbar mulighed for erstatning

= Substitutionsgrupper uden umiddelbar mulighed for erstatningr
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Antal forsyningssager per maned i Danmark
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Antal laegemidler i leveringssvigt, der er handteret ved brug
af udleveringstilladelser

Antal lsegemidler i leveringssvigt, hvor der er ansggt om udleveringstilladelse

2019 121
2020 131
2021 93
2022 144
2023 (ATD) 84

— Tallene daekker antal unikke humane leegemidler (stof-styrke-form), hvor der er sggt om
udleveringstilladelse (generel og/eller enkelt) i forbindelse med et leveringssvigt
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Antal varenumre i restordre* per uge over de sidste 2 ar |
sekundaersektoren

Opdatering fra sidste mgde

200 den 17. januar 2023
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* Restordrer er i sekundeersektoren defineret som manglende levering indenfor 3 dage. Data treekkes om mandagen.



Antal varenumre i restordre* per ar i sekundeaersektoren over
de sidste 8 ar
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Antal sager behandlet | sekundaersektorens National
Taskforce for kritiske restordre per ar
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Kun ganske fa forsyningsvanskeligheder bliver indberettet
rettidigt af MAH

2020 (mar.-dec.) 2021 2022 2023 (jan.-apr.)

46% 45%
52% 51%

mA) Over 60 dg mB) Mellem 0-60 dg = C) Under 0 dg

— Virksomhederne er jeevnfgr Laegemiddellovens 8§22 stk. 2, forpligtiget til at indberette
kommende forsyningsvanskeligheder pa leegemidler 2 maneder far de opstar.

— Grafikken viser i hvor god tid virksomhederne har indberettet forsyningsvansk@e;igheder.
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Forsyningen af antibiotika

Ulla Kirkegaard Madsen
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Draftelse af Kommissionens oplaeg til revision af EU’s
laegemiddellovgivning

Kim Helleberg Madsen
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Nye skaerpede krav til fristen for indberetning af
forsyningsvanskeligheder

Fra Forordningens Artikel 116, stk. 1(d)

“a temporary disruption in supply of a medicinal product in a given Member State, of an
expected duration of in excess of two weeks or, based on the demand forecast of the

marketing authorisation holder no less than six months before the start of such temporary

disruption of supply or, if this is not possible and where duly justified, as soon as they

become aware of such temporary disruption, to allow the Member State to monitor any

potential or actual shortage in accordance with Article 118(1).”
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Indfgrelse af en Shortage Prevention Plan

— MAH skal have en up-to-date plan for forebyggelse af forsyningsvanskeligheder for alle
markedsfarte lsegemidler.

— Planen skal foruden detaljer om leegemidlet indeholde fglgende oplysninger:

(a) Alternative marketed medicinal products;

(b) Supply chain map, with risk identification and analysis with particular attention to supply chain vulnerabilities;
(c) Shortage management measures, to include:

. a risk control strategy in place, to include information on strategies to minimise risks of shortages and how these
are implemented,;

. a process for the detection and notification of supply disruptions and
iii.  arecord of root causes of resolved shortages and mitigation measures taken for those shortages.

(d) Process for check of effectiveness, review and update of the shortage prevention plan.

LAGEMIDDELSTYRELSEN

17. JANUAR 2023 Uddrag fra: Forordningens Annex IV Availability, Part V DANISH MEDICINES ACENCY



Indfgrelse af en Shortage Mitigation Plan

(@)
(b)
(c)
(d)
(e)
(f)

(9)
(h)
(i)

Shortage mitigation plan, detailing the risk assessment of impact of shortage, including, where
available:

Potential alternative medicinal products;

Estimated market share by Member State in previous 12 months;

Quantities delivered per month per Member State, in previous 12 months;

Manufacturing capacity globally per manufacturing site;

Forecast of supply per month and per Member State for the duration of the shortage,

Forecast of demand per month and per Member State for the duration of the shortage;

Impact on the supply of other medicinal products from the same marketing authorisation holder;
Potential impact on the consumption of or demand for other medicinal products;

Any risk-mitigating measures taken or planned by the marketing authorisation holder to address the shortage.
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Reviderede indberetningskriterier ved
forsyningsvanskeligheder

Jeanne Majland

=

=

/2

==

7]
[
I
n

i

LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY



Eventuelt

&

LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY



Tak for | dag

g

P eeamm—— —
— "‘ ONCTETT E plgl 38 558 67 TN i am .
"'—_| _"' W T g W £
il L — ——— 3 —
—— | ‘N 1 080 Wi 1]
i« —___ — T - i 3 »
.4@_—
= —
170
| | el Ll o o J



https://www.linkedin.com/company/danish-medicines-agency
https://twitter.com/lmstdk?lang=da
https://www.facebook.com/Lægemiddelstyrelsen-178357322648312/
https://www.instagram.com/laegemiddelstyrelsen/

