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Draft bill

of the Federal Ministry of Health

Ordinance amending the Regulations on the Operation of Pharmacies
and other regulations

A. Problem and objective

Pharmacies are a key pillar in the supply of medicines and an important, low-threshold
point of contact for citizens regarding health issues. However, smaller and rural pharma-
cies in particular face challenges due to a shortage of skilled staff, structural change and
declining profitability. In addition to legislative amendments, the reform of pharmacy law
requires supplementary amendments to ordinances in order to achieve the overall reform
objective of creating long-term, viable and economic framework conditions for pharmacies
in order to maintain a comprehensive pharmacy network for local supply of medicinal
products. The amendments to the regulations are intended to reduce bureaucracy,
strengthen the personal responsibility of pharmacy owners and adjust pharmacy remuner-
ation. At the same time, pharmacies need better opportunities to recruit skilled workers
and must be able to deploy them more flexibly than before.

B. Solution

In order to maintain a comprehensive network of pharmacies, including in rural areas,
framework conditions are required that enable pharmacies to operate more economically.
To this end, the personal responsibility of pharmacy owners will be strengthened, bureau-
cracy reduced and pharmacy operations made more flexible. Changes are also being
made to the remuneration of pharmacies.

C. Alternatives

None.

D. Budgetary expenditure without compliance expenditure

Federal government

No additional expenditure is justified for the federal government.
State government

No additional expenditure is justified for the state government.
Municipalities

No additional expenditure is justified for municipalities.



-2- Bearbeitungsstand: 06.01.2026 15:56

Statutory health insurance

For statutory health insurance, additional expenditure will arise due to the extension of the
supply bottleneck surcharge for pharmacies to include cases where unavailable medicines
are replaced with those listed in accordance with § 129(2b) sentence 1 of Book V of the
Social Code. Since the number and scope of such supply bottlenecks and the perception
of the simplified exchange by pharmacies cannot be estimated, the additional expenditure
cannot be quantified. On the basis of the current number of reported supply bottlenecks
for medicinal products included on the list drawn up in accordance with § 129(2b), first
sentence, of Book V of the Social Code, additional expenditure in the low single-digit mil-
lions is expected.

E. Compliance expenditure

E.1 Compliance expenditure for citizens

For citizens, this ordinance creates an additional annual compliance cost of EUR 340
820 .

E.2 Compliance expenditure for businesses

For the economy as a whole, an annual compliance cost of -124,60 million euros and a
one-off settlement cost of -684 000 euros could be incurred.

Otherwise, there will be no additional compliance costs for businesses.

This includes bureaucratic costs arising from information obligations.

Due to the documentation of the data provided by the transport service provider, the elimi-
nation of the obligation to adapt standardised and general preparation instructions from
third parties to the relevant pharmacy operation, and the possibility to document batch
numbers of imported medicines differently on wards, pharmacies will achieve relief of ap-
proximately -43,62 million euros per year in bureaucracy costs.

E.3 Compliance expenditure for government administrations

There are no compliance costs for the administration in federal government or state gov-
ernment. Remuneration negotiations result in additional, minor compliance costs for the
federal government at regular intervals.

F. Additional costs

No impact is expected on individual prices or price levels, in particular consumer price lev-
els.
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Draft legislation of the Federal Ministry of Health

Ordinance amending the Regulations on the Operation of Pharmacies
and other ordinances?

of ...
The Federal Ministry of Health decrees as follows by virtue of

— 8§ 21(1) first sentence, (2) first sentence points 1, 1a, 1b, 2 and 4 to 8 of the Pharmacy
Act as promulgated on 15 October 1980 (Federal Law Gazette I, p. 1993), as last
amended by Article 2 of the Law of... [insert: Date and reference of the Further Devel-
opment of Pharmacy Supply Act],

— of 8 56(1)(1) of the Law on pharmaceutical technicians [PTA-Berufgesetz] of 13 Janu-
ary 2020 (Federal Law Gazette I, p. 66), as last amended by Article 4 of the Law of...
[insert: Date and reference of the Further Development of Pharmacy Supply Act] in
conjunction with § 1(1) of the Competences Amendment Act of 16 August 2002 (Fed-
eral Law Gazette |, p. 3165), as last amended by Article 7 of the Ordinance of 31 Au-
gust 2015 (Federal Law Gazette | p. 1474) and the Organisational Order of 6 May
2025 (BGBI. 2025 | No. 131) in consultation with the Federal Ministry of Education,
Family, Senior Citizens, Women and Youth and

— of the first sentence of § 54(1) and § 54(2)(1), (2), (6) and (7) of the Arzneimittelge-
setz [Law on medicinal products], as promulgated on 12 December 2005 (Federal
Law Gazette |, p. 3394), as last amended by Article 6 of the Law of... [insert: Date and
reference of the Further Development of Pharmacy Supply Act], in agreement with
the Federal Ministry for Economic Affairs and Energy and

the Federal Ministry for Economic Affairs and Energy decrees as follows, pursuant to §
78(1), first sentence, of the Law on medicinal products, as promulgated on 12 December
2005 (Federal Law Gazette I, p. 3394), as last amended by Article 6 of the Law of... [in-
sert: Date and reference of the Further Development of Pharmacy Supply Act], in agree-
ment with the Federal Ministry for health:

Artikel 1

Amendment to the Regulations on the Operation of Pharmacies

The Regulations on the Operation of Pharmacies, as promulgated on 26 September
1995 (Federal Law Gazette I, p. 1195), as last amended by Article 3 of the Law of... [in-
sert: Date and reference of the Further Development of Pharmacy Supply Act], is
amended as follows:

1. 8§ 2is amended as follows:
a) The third sentence of paragraph 2 is replaced by the following sentences:

‘In addition to a responsible person appointed in accordance with § 2(5) sentence
1 point 2 or 3 of the Pharmacy Act, the operator is also responsible for compli-

! Notified in accordance with Directive (EU) 2015/1535 of the European Parliament and of the Council
of 9 September 2015 laying down a procedure for the provision of information in the field of technical
regulations and of rules on Information Society services (OJ L 241, 17/9/2015, p. 1).
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ance with the regulations applicable to the operation of pharmacies. The operator
shall regularly personally satisfy himself that the designated responsible person
fulfils his responsibility.’

b) Paragraph 5(2) is replaced by the following sentence:

‘Except in the case of mutual representation of responsible persons who are des-
ignated for the same secondary pharmacy or subsidiary pharmacy in accordance
with § 2(5) sentence 1 number 2 or 3 of the Pharmacy Act, representation may
not exceed a total of three months per year.’

After § 2a paragraph 3, the following paragraph 4 is inserted:

(1) ‘Where a pharmacy is managed by a responsible person designated pur-
suant to point 2 or 3 of the first sentence of § 2(5) of the Pharmacy Act, the quality
management system shall be coordinated with the operator.’

§ 3 is amended as follows:
a) The following sentences are inserted after paragraph 5, sentence 4:

‘Pharmacists and pharmaceutical technicians who have obtained their profes-
sional qualification abroad and have applied for recognition may, until the recog-
nition procedure has been completed, be employed in the same way as persons
who are in training for the profession in question. The pharmaceutical activities of
these persons shall be supervised by the pharmacy manager or by a pharmacist
appointed by the pharmacy manager.’

b) Paragraph 5a sentence 1 is replaced by the following sentence:

‘The transfer, including filling and packaging or labelling, of medicinal products
may also be carried out, under the supervision of a pharmacist, by pharmacy as-
sistants, pharmacy technicians, pharmacy retail employees, persons training to
be pharmacy retail employees or by other non-pharmaceutical staff of the phar-
macy with appropriate training and appropriate knowledge.’

§ 4 is amended as follows:
a) After the fifth sentence of paragraph 2, the following sentence is inserted:

‘Notwithstanding sentence 1, a pharmacy does not need to have a laboratory if
the identification of medicinal products and starting materials pursuant to § 6(3a)
sentence 1 and § 11(1) sentence 2 in conjunction with 8 6(3a) sentence 1 is car-
ried out by another pharmacy operated by the same operator.’

b) Paragraph 3 is replaced by the following Paragraph 3:

D) ‘A secondary pharmacy must have at least one dispensary and suf-
ficient storage space. The first and third sentences of paragraph 2 do not apply.
Additional rooms shall be provided in so far as individual and bulk formulations
are prepared in the secondary pharmacy or other activities are carried out which
require the presence of these rooms. Paragraphs 2b, 2c and 7 shall not apply if
the secondary pharmacy does not prepare individual or bulk formulations of
medicines itself but obtains them from another pharmacy operated by the same
operator.’

c) Paragraph 4 sentence 1 point 1 is replaced by the following point 1:



d)
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1. ‘Storage spaces used exclusively for:

a) Storage of stocks exceeding the regular daily needs of the phar-
macy,

b) supplying hospitals on the basis of a contract pursuant to § 14(3) or
(4) of the Pharmacy Act; or

c) Provision of care to residents of residential institutions on the basis
of a contract pursuant to the first sentence of § 12a(1) of the Pharmacy
Act,’.

Paragraph 7 is replaced by the following Paragraph 7:

D) ‘The pharmacy must be fitted with equipment in such a way that
medicinal products can be properly prepared in the dosage forms normally pre-
scribed. The preparation of sterile medicinal products shall be possible except for
medicinal products for parenteral use. Where there is no device for producing wa-
ter for injections, water for injection as a finished medicinal product must be kept
in stock in sufficient quantities.’

§ 5 is deleted.

8 6 is amended as follows:

a)

b)

Paragraph 3 sentence 1 point 3 is replaced by the following point 3:
1. ‘in a pharmacy operated by the same operator, or'.
After paragraph 3, the following paragraph 3a is inserted:

‘(3a) A pharmacy may carry out the identification of medicinal products for an-
other pharmacy operated by the same operator. In this case, the pharmacy dis-
pensing the medicinal product is exempt from the identity verification requirement
set out in the first half of the fourth sentence of paragraph 3. It may only use or
supply the medicinal product if:

1. the container of the medicinal product bears a mark indicating that identifica-
tion has been carried out;

2. the container was sealed by the pharmacy which made the finding in such a
way as to show if the container has been opened in the meantime; and

3. neither the container nor the seal are damaged.’

§ 7(1a) sentence 3 is deleted.

§ 11(1) sentence 2 is replaced by the following sentence:

‘§ 6(1), (3) and (3a) shall apply mutatis mutandis to the testing of starting materials.’

8 17 is amended as follows:

a)

Paragraph 2 is replaced by the following Paragraph 2:

‘The delivery of medicines by pharmacy couriers is permitted without authorisa-
tion under § 11a of the Pharmacy Act. When delivered by pharmacy couriers,
medicines must be packaged separately for each recipient and labelled with their



b)

d)

e)
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name and address. Paragraph 2a sentence 1 points 1, 2 and 8 and sentence 2
shall apply mutatis mutandis. In the case of delivery of medicinal products by
pharmacy couriers, the pharmacy owner must ensure that the medicinal products
are delivered to the recipient in a reliable manner and that the temperature re-
quirements applicable to the medicinal product are met during delivery until deliv-
ery to the recipient. Delivery must be made by pharmaceutical staff of the phar-
macy if, prior to delivery:

1. in the case of medicinal products subject to the prescription requirement un-
der 8§ 48 of the Medicinal Products Act or § 3(1) of the Medicinal Cannabis
Act, the prescription was not available in the pharmacy, or

2. no advice was given on the use of the medicinal products.

If the prescription was not available in the pharmacy before delivery, it must be
handed over at the latest at the time of delivery of the medicinal products. If no
consultation took place prior to dispensing, this must be carried out when the
medicinal product is dispensed. Advice can also be provided by means of
telecommunication by the pharmacy. 8§ 4(1) of the Drug Prescription Ordinance
remains unaffected.’

Paragraph 2a sentence 1 point 1 is replaced by the following point 1:

‘1. the medicinal product is packaged, transported and delivered in such a way
that its quality and efficacy are preserved and the requirements of § 35b(1) to
(3) are complied with, and that the contracted logistics company fulfils its
obligations towards the pharmacy as agreed in the contract pursuant to 8
35b(4);".

After paragraph 4, the following paragraph 4a is inserted:

‘(4a) A secondary pharmacy may purchase individual and bulk preparations
of medicines from another pharmacy operated by the same operator instead of
preparing them itself. Notwithstanding paragraph 4, the other pharmacy shall im-
mediately prepare the prescribed medicinal products and deliver them to the sec-
ondary pharmacy or to the patient via the courier service of the secondary phar-
macy or the preparing pharmacy.’

Paragraph 5a is replaced by the following Paragraph 5a:

‘(5a) By way of derogation from the first sentence of paragraph 5, the phar-
macist may, during the following periods, dispense another medicinal product
identical to the prescribed medicinal product in terms of area of use and of the
type and quantity of active ingredients, and comparable in pharmaceutical form
and quality, if the prescribed medicinal product is not available and there is an ur-
gent case requiring immediate use of the medicinal product:

1. Monday to Saturday from 00:00 to 08:00;

2. Monday to Friday from 6:30 p.m. to midnight,

3. Saturdays from 2 p.m. to midnight,

4. Sundays and public holidays from 0:00 a.m. to midnight; and
5. on 24 and 31 December from 2 p.m. to midnight.’

Paragraph 6¢ sentence 2 point 2 is replaced by the following point 2:
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1. ‘obtained from pharmacies operated by the same operator,’.
10. § 18 is amended as follows:
a) Paragraph 1(1) is replaced by the following sentence:
‘Where finished medicinal products are brought within the scope of this Ordi-
nance pursuant to 8 73(3) of the Medicinal Products Act, the following information

shall be recorded by the pharmacy:

1. the name of the medicinal product brought within the scope of this Ordi-
nance;

2. the name or company name and address of the pharmaceutical op-
erator indicated on the packaging,

3. the batch name, quantity of the medicinal product and pharmaceuti-
cal formulation;

4, the name or company name and address of the pharmacy’s suppli-
ers,
5. the name and address of the person for whom the medicinal prod-

uct has been ordered;

6. the name and address of the prescribing doctor or veterinarian,
7. the date of the order and submission, and
8. the name of the pharmacist who dispensed the medicine or super-

vised its dispensing.’
b) After paragraph 1, the following paragraph 1a is inserted:

‘(1a) A hospital pharmacy may dispense with the recording of the information
referred to in points 5 and 6 of the first sentence of paragraph 1 if, in the hospital
it serves, it is ensured that a finished medicinal product which has been brought
within the scope of this Ordinance pursuant to the first sentence of § 73(3) of the
Law on medicinal products and which is ordered to a reasonable extent for the
purpose of temporary stocking and supplied for the purpose of administration to a
patient in the hospital is clearly assigned to the specific case of use by means of
the following information at the latest at the time of administration to the patient:

1. the patient identification number or details that uniquely identify the person to
be treated, such as surname, first name, date of birth and address;

2. information on the unique identification of the medicinal product, in-
cluding its batch name.’

11. 8 23 is replaced by the following § 23:

g1
On-call duty

(1) The pharmacy owner shall keep the pharmacy available for on-call duty. To en-
sure the supply of medicines, the competent authority assigns pharmacies to provide



12.

13.
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emergency services on a rotating basis, particularly during the night, on Sundays and
on public holidays. The competent authority shall exempt the other pharmacies from
the obligation to provide on-call duty throughout the day, except for a maximum of the
following periods:

1. Monday to Friday for a period of six hours each during normal local busi-
ness hours and

2. on Saturdays for a period of three hours during normal local business
hours.

The authority may assign secondary pharmacies to provide emergency services for
up to two hours between 9 a.m. and 10 p.m. It exempts secondary pharmacies out-
side of the emergency services from the obligation to be on call for the entire day,
with the exception of a total of up to eight hours from Monday to Saturday during nor-
mal local business hours.

(2) The competent authority may grant exemption from the obligation to be on call
during company holidays or, if there is a justified reason, for other periods, provided
that the supply of medicines is ensured during this period by another pharmacy,
which may also be located in another municipality.

(3) During the emergency services referred to in the second sentence of paragraph
1, it shall be sufficient to ensure that the pharmacy is on call if the pharmacy manager
or a person authorised to represent the pharmacy is in close proximity to the phar-
macy premises and can be contacted at any time. In justified individual cases, the
competent authority may, upon request, exempt the director of a pharmacy from the
obligation laid down in the first sentence if the director of the pharmacy or a person
authorised to represent it is available at all times and the supply of medicinal products
is ensured in a manner that is reasonable for patients and other customers.

(4) Pharmacies that are not on call must display clearly legible information about the
nearest pharmacies on call in a clearly visible location for patients or other customers.

(5) Notwithstanding the provisions of paragraphs 1 to 3, pharmacies supplying hospi-
tals shall agree on an on-call service arrangement with the hospital operator which
ensures the proper supply of medicines to the hospital and advice from a pharmacist
at the pharmacy.’

In 8 26(2), the words ‘5 to 8’ are replaced by the words ‘6 to 8" and the words ‘22 and
25a’ by the words ‘22, 23(5) and § 25a’.

After 8§ 35a, the following § 35b is inserted:

‘§ 35b
Shipping of medicinal products

(1) In the case of the shipping of pharmacy-only medicinal products to end con-
sumers, the director of the pharmacy shall, in particular, lay down requirements for
the packaging, transport and delivery of medicinal products pursuant to point 1 of the
first sentence of § 17(2a) in the quality management system pursuant to 8 2a in rela-
tion to

1. a risk-based approach to transport planning,
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2. the choice of appropriate transport packaging ensuring the protection of the
medicinal product in question, in particular against breakage or deterioration;

3. appropriate transport conditions resulting from the requirements of the rele-
vant medicinal product, in particular to ensure the quality, efficacy and integrity of
the relevant medicinal product, and

4, the information to be provided to the contracted logistics company for the
execution of an order, in particular with regard to the handling of the medicinal
product to be delivered, the recipient and the instructions to be followed in the
event of the recipient's absence.

(2) The pharmacy staff involved in dispensing must be sufficiently qualified for their
respective tasks and must receive regular training on the requirements for dispensing
medicines. The training measures must be documented.

(3) Packaging shall be chosen which ensures, in particular with regard to the temper-
ature sensitivity of the medicinal product, the expected outside temperatures and the
maximum duration of transport, that the respective medicinal product is not damaged
or its quality or efficacy is not impaired during transport until it is delivered to the re-
cipient, including possible interim storage. When dispatching chilled or cold-chain
medicinal products, appropriate cooling systems must be used to ensure the quality
and efficacy of the medicinal product throughout the transport period. Where neces-
sary, valid detection shall be provided for temperature-sensitive medicinal products by
means of temperature controls carried on board.

(4) The operator shall contractually ensure that the contracted logistics company
complies with its obligations, and in particular that it:

1. complies with the shipping conditions laid down by the pharmacy, including
transport and storage temperatures, including for the transitional period until suc-
cessful delivery, if consignments cannot be delivered immediately;

2. carries out delivery to the recipient in accordance with the instructions of
the pharmacy manager; and

3. communicates to the pharmacy any event that could have a negative im-
pact on the quality or efficacy of the medicinal product.’

14. § 36 is amended as follows:
a) Point 2 is amended as follows:
a%e6) Letter (h) is replaced by the following Letter (h):

a) ‘' contrary to the third or sixth sentence of § 3(5), does not supervise
a pharmaceutical activity or have one supervised,’.

b%6) Letter (0) is replaced by the following Letter (0):

a) ‘' contrary to the first sentence of § 23(1), does not keep the phar-
macy on call or’.

c%6) Letter (p) is deleted.
d%6) Letter (q) becomes Letter (p).

b) Point 4(c) is replaced by the following Letter (c):



1.

-10 - Bearbeitungsstand: 06.01.2026 15:56

a) ‘contrary to 8§ 28(3) in conjunction with the third or sixth sentence of § 3(5),
does not supervise a pharmaceutical activity or have one supervised,’.

Artikel 2

Amendment to the Ordinance on the Pricing of Medicinal Prod-

ucts

The Ordinance on the Pricing of Medicinal Products of 14 November 1980 (Federal
Law Gazette | p. 2147), last amended by Article 5 of the Act of 19 July 2023 (Federal Law
Gazette 2023 | No. 197) is amended as follows:

After 8 2(1) third sentence, the following sentence is inserted:

‘By way of derogation from the first sentence, the granting of commercial discounts
shall also be permitted if the price charged for the supply of a finished medicinal prod-
uct is thereby lower than the sum of the supply price of the pharmaceutical undertak-
ing, the fixed surcharge referred to in the first sentence and VAT.’

8 3 is amended as follows:

a)

b)

c)

Paragraph 1(1) is replaced by the following sentence:

‘In the case of dispensing by pharmacies of finished medicinal products for use in
human beings, a fixed surcharge consisting of a relative percentage of remunera-
tion (relative share) equal to 3% of the pharmacy purchase price, a fixed remu-
neration (fixed sum) of EUR 8.35 and 41 cents to support the provision of emer-
gency services, and VAT shall be charged in order to calculate the pharmacy re-
tail price; in the case of dispensing of seasonal influenza vaccines by pharmacies
to doctors, by way of derogation, a surcharge of EUR 1 per single dose, up to a
maximum of EUR 75 per prescription item and VAT shall be charged.’

Paragraphs 1a and 2 are replaced by the following paragraphs 1a and 2:

‘(1a) In the case of replacement of a prescribed medicinal product by the
pharmacy in accordance with 8 129(2a) sentence 1 or § 129(2b) sentence 3 of
Book V of the Social Code, a surcharge of 50 cents plus VAT shall be levied per
replacement.

(2) The relative share is charged

1. except in the cases referred to in point 2, in the amount resulting from the
sum of the pharmaceutical company's retail price excluding VAT applicable
at the time of delivery to the wholesaler and the maximum wholesale mark-
up applicable in accordance with § 2,

2. for finished medicinal products which, pursuant to § 52b(2) sentence 3 of the
Medicinal Products Act, may only be obtained directly from the pharmaceuti-
cal company, the pharmaceutical company's supply price applicable at the
time of delivery to the pharmacy, excluding value added tax.

In the cases referred to in point 2 of the first sentence, the third sentence of §
2(1) shall apply mutatis mutandis.’

Paragraph 5(2) is replaced by the following sentence:
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‘Where, instead of the prescribed pack size, the prescribed quantity of the medici-
nal product is dispensed as a subset from a pack larger than the prescribed pack
size, the pharmacy shall calculate the pack size corresponding to the prescribed
pack size.’

3. After 8§ 3, the following § 3a is inserted:

u§ 3a
Remuneration proposal agreement

(1) The National Association of Health Insurance Funds and the relevant um-
brella organisation of pharmacists formed to represent their economic interests shall,
in consultation with the Association of Private Health Insurance Companies, agree
by ... [insert: 12 months after entry into force in accordance with Article 5] and there-
after until ... [insert: 12 months after entry into force in accordance with Article 5, with-
out year] of each year, a uniform proposal to adjust the relative share and the fixed
sum. The proposal shall be submitted to the Federal Ministry of Health.

(2) When agreeing on the proposal, the parties to the agreement must take into
account, in particular, the change in the consumer price index for Germany estab-
lished by the Federal Statistical Office compared with the previous year, changes in
the costs of pharmacies in terms of economic management and the principle of stabil-
ity of contribution rates within the meaning of the first sentence of § 71(1) of Book V of
the Social Code. 8§ 71(2) of Book V of the Social Code shall apply mutatis mutandis.

(3) If an agreement pursuant to paragraph 1 is not concluded or is not concluded in
part, it shall be determined in whole or in part by the Arbitration Board pursuant to 8§
129 (8) of Book V of the Social Code within eight weeks of the expiry of the period
specified in paragraph 1 sentence 1 in each case. The costs of the arbitration pro-
ceedings shall be borne equally by the parties to the agreement referred to in para-
graph 1.

4. 84(2) is replaced by the following Paragraph 2:

(1) “ The basis for calculation shall be the pharmacy purchase price of the
smallest package size required to dispense the substance in the relevant quantity.’

5. 85(2) is replaced by the following Paragraph 2:

(1) ' Pharmacy purchase prices for the quantities of substances and finished
medicinal products required for the relevant preparation are to be taken as a basis.
The definitive criteria are:

1. for substances, the purchase price of the smallest packaging required for
preparation, and

2. for finished medicinal products, the purchase price of the smallest package
size required for preparation, as determined in accordance with § 3(2), but not
exceeding the pharmacy purchase price applicable to finished medicinal products
when dispensed in public pharmacies.’

6. After 8 7, the following § 7a is inserted:



-12 - Bearbeitungsstand: 06.01.2026 15:56

“§ 7a
Medicinal products pursuant to 8 48a and 8 48b of the Medicinal Products Act

When dispensing a medicinal product in accordance with § 48a or § 48b of the
Medicinal Products Act, pharmacies may charge an additional amount of 5 euros, in-
cluding VAT

Artikel 3

Amendment to the Medicinal Products Trade Ordinance

The Medicinal Products Trade Ordinance of 10 November 1987 (Federal Law

Gazette | p. 2370), as last amended by Article 2c of the Act of 18 November 2020 (Fed-
eral Law Gazette p. 2397) is amended as follows:

1.

8 1 is replaced by the following 8§ 1:

§1'
Scope

(1) This Ordinance shall apply to establishments and facilities in so far as they en-
gage in the wholesale distribution of medicinal products, unless, pursuant to 8 1 (2) of
the Arzneimittel- und Wirkstoffherstellungsverordnung (Ordinance on the preparation
of medicinal products and active substances), the provisions of that ordinance apply.
The Ordinance also applies to persons who engage in the distribution of medicinal
products within the meaning of § 4(22a) of the Medicinal Products Act and to logistics
companies commissioned by pharmacies to ship pharmacy-only medicinal products
to end consumers, insofar as this Ordinance so provides.’

After 8§ 9, the following § 9a is inserted:
§ 9a Requirements for logistics companies commissioned by pharmacies

A logistics company appointed by a pharmacy to dispatch pharmacy-only medici-
nal products to end consumers must ensure that the quality and efficacy of the medic-
inal products are not impaired during storage and transport. In particular, the logistics
company must:

1. use suitable vehicles equipped in such a way that the medicinal products being
transported are not exposed to conditions that could impair their quality or effi-
cacy or damage their packaging,

2. comply with the dispatch conditions laid down by the pharmacy, including trans-
port and storage temperatures, including for the transitional period until success-
ful delivery, where consignments cannot be delivered immediately;

3. record the temperature conditions and provide the pharmacy with evidence of this
upon request, insofar as active cooling systems are used during transport, and

4. ensure that no unauthorised third party has access to the medicinal products dur-
ing transport until they are handed over to the recipient.’
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1. §10is amended as follows:
a) Inpoint 1, the words "orders or" are replaced by the text "orders,".
b) In point 2, the words "takes or" are replaced by the text "takes,".
¢) in point 3(d), the words ‘informed’ are replaced by the words ‘informed or’.
d) The following point 4 is inserted after point 3:

‘4. contrary to the first sentence of § 9a, does not ensure that the quality or effi-
cacy of a medicinal product is not impaired.’

Artikel 4

Amendment to the Training and Examination Regulations for
Pharmaceutical Technicians

The Training and Examination Regulations for Pharmaceutical Technicians of 23
September 1997 (Federal Law Gazette | p. 2352), last amended by Article 14 of the Ordi-
nance of 7 June 2023 (Federal Law Gazette 2023 | No. 148), is amended as follows:

Annex 1 Part B Point (2)(d) is replaced by the following letter (d):

a) ' Produce medicinal products in the following dosage forms in accordance with
medical instructions in accordance with recognised pharmaceutical rules, including
labelling:

a%6) solutions, emulsions, suspensions,
b%6) ointments, creams, gels, pastes,

c%6)capsules, powder,
d%6) drug mixtures; and

€%6) suppositories and ovules,’.

Artikel 5

Entry into force

Subject to the second sentence, this Ordinance shall enter into force on the day fol-
lowing promulgation. Article 1(2)(a) shall enter into force on ... [insert: date of the first day
of the second quarter following promulgation].

The Bundesrat has agreed.
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Justification

A. General part

I Purpose and necessity of the provisions

Pharmacies are a key pillar in the supply of medicines and an important, low-threshold
point of contact for citizens regarding health issues. However, smaller and rural pharma-
cies in particular face challenges due to a shortage of skilled staff, structural change and
declining profitability. In addition to legislative amendments, the reform of pharmacy law
requires supplementary amendments to ordinances in order to achieve the overall reform
objective of creating long-term, viable and economic framework conditions for pharmacies
in order to maintain a comprehensive pharmacy network for local supply of medicinal
products. The amendments to the regulations are intended to reduce bureaucracy,
strengthen the personal responsibility of pharmacy owners and adjust pharmacy remuner-
ation. At the same time, pharmacies need better opportunities to recruit skilled workers
and must be able to deploy them more flexibly than before.

Il. Main content of the draft

In order to maintain a comprehensive network of pharmacies, including in rural areas,
framework conditions are required that enable pharmacies to operate more economically.
To this end, the personal responsibility of pharmacy owners will be strengthened, bureau-
cracy reduced and pharmacy operations made more flexible. Changes are also being
made to the remuneration of pharmacies.

The Regulations on the Operation of Pharmacies shall include the following measures:

While maintaining constant availability, the opening hours of public pharmacies will be
made more flexible. This will allow in particular pharmacies in rural areas to better adapt
their business hours to local needs. The classification of pharmacies as emergency ser-
vices by the competent authorities of the state government remains valid.

For more efficient operations, the production of medicinal products and the testing of
medicinal products or starting materials are simplified. Laboratories will in future only have
to be kept in one of several pharmacies operated by the same operator; medicinal product
and raw material testing can be centralised in this pharmacy. The provision of equipment
for the preparation of medicinal products, scientific aids and the adaptation of standard
preparation instructions to the pharmacy operation in question are the responsibility of
pharmacy management.

For secondary pharmacies in rural areas, the requirements for the provision of premises
will be further reduced compared to the existing law. In addition, they will be able to have
prescriptions dispensed by pharmacies belonging to the same chain. The use of sec-
ondary pharmacies for emergency services will be limited.

In order to make the use of personnel more flexible, skilled workers from abroad should
already be able to carry out pharmaceutical activities as trainees during the recognition
procedure. Professional groups with appropriate training may be employed for certain
support activities in pharmacies.

Further exemptions from the room unit are being introduced.
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The documentation of imported medicinal products in hospital pharmacies and pharma-
cies supplying hospitals will be facilitated, provided that tracing via the documentation on
the ward is ensured.

The pharmacy fee is adjusted by means of amendments to the Ordinance on the Pricing
of Medicinal Products. The following measures in particular are envisaged here:

Commercial discounts on prescription drugs should be made possible again. In February
2024, the Federal Court of Justice ruled that discounts on prescription drugs between
wholesalers and pharmacies are only permitted within the variable wholesale surcharge of
3.15 percent — discounts or other benefits exceeding this amount are not permitted. Given
the great economic importance of these discounts for pharmacies, commercial discounts
for early payment should be possible again in the future.

A negotiated solution is established as a new element of pharmacy remuneration. The
contracting parties of the self-governing body are tasked with negotiating adjustments to
pharmacy remuneration. The pharmacy population is thus given the opportunity to help
shape their own remuneration, as is the case with other healthcare providers. In order to
promote constructive negotiations, legally binding guidelines are laid down in the form of
certain indices.

In order to strengthen locations in rural areas in particular, the current surcharge for phar-
maceutical services of 20 cents per pack of prescription drugs is to be reallocated to night
and emergency service remuneration.

Expenses of pharmacies related to the exchange of non-available medicinal products in
the case referred to in § 129(2b) of Book V of the Social Code shall also be remunerated.

In addition, potentially increased expenditure associated with the dispensing of medicinal
products in accordance with § 48a and § 48b of the Medicinal Products Act is additionally
reimbursed.

Other requirements:

The responsibility of pharmacy operators for individual processes, including in secondary
pharmacies, is made more specific and thus emphasises their personal responsibility for
the operation.

For the dispatch of medicinal products by pharmacies, specific requirements are laid down
with regard to the provisions necessary in the quality management system and the carry-
ing out of transport operations, in particular to ensure the quality and efficacy of the
medicinal products dispatched. To this end, guidelines are also being drawn up for con-
tracts between pharmacies and transport service providers. In addition, requirements are
laid down for logistics companies commissioned by pharmacies to dispatch pharmacy-
only medicinal products to end consumers. It is also clarified that an obligation to ensure
the quality and efficacy of a medicinal product also exists in relation to the courier service.

lil. Executive footprint

The state government, local government associations, expert groups and associations
were consulted.

Iv. Alternatives

None.
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V. Regulatory competence

The amendments to the Regulations on the Operation of Pharmacies are based on §
21(1) first sentence and § 21(2) first sentence points 1, 1a, 1b, 2, 4, 5, 6, 7 and 8 of the
Pharmacy Act.

The amendments to the Ordinance on the Pricing of Medicinal Products are based on §
78(1), first sentence, of the Medicinal Products Act.

The amendments to the training and examination regulations for pharmaceutical techni-
cians are based on § 56(1)(1) of the Law on pharmaceutical technicians.

The amendments to the Medicinal Products Trade Ordinance are based on § 54(1), first
sentence, and § 54(2), points 1, 2, 6 and 7 of the Medicinal Products Act.

The consent of the Bundesrat is required.

VI. Compatibility with European Union law and international treaties

The draft Ordinance is compatible with the international agreements concluded by the
Federal Republic of Germany.

The draft falls within the scope of Directive (EU) 2018/958 of the European Parliament
and of the Council of 28 June 2018 on a proportionality test before adoption of new pro-
fessional regulations. The proportionality test was carried out in accordance with § 42a of
the Joint Rules of Procedure of the Federal Ministries of 26 July 2000 (Joint Ministerial
Gazette 2000 page 526), as last amended by Article 1 of the Decision of 15 May 2024
(Joint Ministerial Gazette 2024 No 19, p. 386), with regard to the rules regulating the phar-
maceutical professions. The rules comply with the principle of proportionality. In particular,
simplifications will be introduced, including in relation to staffing in pharmacies and on-call
duty. In particular, the regulations do not contain any discrimination on the basis of nation-
ality or residence.

The requirements for the dispatch of pharmacy-only medicinal products by the dispatching
pharmacy and the logistics company contracted by it are intended to protect the health
and life of humans within the meaning of Article 56 of the Treaty on the Functioning of the
European Union and are also proportionate. The requirements for the dispatching phar-
macy also constitute proportionate requirements within the meaning of Directive (EU)
2018/958 . In particular, the regulations do not contain any discrimination on the basis of
nationality or residence.

The adjustments to the fee in the Ordinance on the Pricing of Medicinal Products are also
proportionate within the meaning of Directive (EU) 2018/958. These serve to maintain a
comprehensive network of pharmacies including in rural areas. Adjustment of fees is ap-
propriate and necessary to improve the economic situation of pharmacies. Since the rules
apply to all pharmacists in Germany, they are also not discriminatory on the basis of na-
tionality or place of residence.

VIl. Consequences of the legislation

The purpose of this Ordinance is to continue to ensure the supply of medicinal products to
the general public through pharmacies.

1. Legal and administrative simplification

The draft does not provide for legal and administrative simplification.
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2. Sustainability aspects

The Ordinance is in line with the guiding principles of the Federal Government on sustain-
able development in the spirit of the German Sustainability Strategy and specifically sup-
ports the objective of Sustainability Goal 3, ‘Good Health and Well-being'. The draft Ordi-
nance will ensure that pharmacies remain open, thereby guaranteeing comprehensive
supply of medicines to patients throughout Germany. The draft also introduces simplifica-
tions for pharmacy operations, for example with regard to on-call duty, staff deployment
and reduced requirements for secondary pharmacies. Thus, the draft contributes to Sus-
tainable Development Goal 8 ‘Promote sustained, inclusive and sustainable economic
growth, full and productive employment and decent work for all’.

3. Budgetary expenditure excluding compliance costs

Federal government, state government and municipalities

Article 2(2)(a)

The 20-cent increase in the surcharge for ensuring emergency services (emergency ser-
vice surcharge) will not result in any additional costs for the federal, state or local authori-
ties responsible for funding the subsidy. Due to the simultaneous cancellation of the sur-
charge for financing pharmaceutical services in the same amount, this surcharge will be
redistributed in a cost-neutral manner.

Statutory health insurance

Article 2(2)(a)

For the statutory health insurance scheme, there are no additional costs resulting from the
increase of 20 cents in the packaging-related supplement to support the provision of the
emergency service (emergency service supplement). Due to the simultaneous cancella-
tion of the surcharge for financing pharmaceutical services in the same amount, this sur-
charge will be redistributed in a cost-neutral manner.

Article 2(2)(b)

Extending the supply bottleneck surcharge for pharmacies to include cases where un-
available medicines are substituted in accordance with § 129(2b) of Book V of the Social
Code will result in additional expenditure for statutory health insurance funds in an amount
that cannot be quantified. The amount depends, on the one hand, on the number and ex-
tent of supply shortages and, on the other hand, on pharmacies’ perception of simplified
exchanges. Due to the current number of reported supply bottlenecks for medicinal prod-
ucts on the list drawn up in accordance with the first sentence of § 129(2b) of Book V of
the Social Code, additional expenditure on statutory health insurance in the low single-
digit millions could be incurred as a result of the ordinance.

Article 2(3)

The agreement between the National Association of Health Insurance Funds and the um-
brella organisation of pharmacists formed to represent their economic interests, which is
enshrined in the new § 3a of the Ordinance on the Pricing of Medicinal Products, is purely
advisory in nature. Any additional costs for statutory health insurance will only arise if the
recommendation is implemented as a result of a subsequent amendment of the Ordi-
nance on the Pricing of Medicinal Products.
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4. Compliance costs

4.1. Compliance costs for citizens
Article 2(6)

The possibility for pharmacists to charge up to €5 for dispensing medicines in accordance
with 8 48a and § 48b of the Medicinal Products Act results in additional compliance costs
for citizens. The amount depends on the specific amount claimed by pharmacies for dis-
pensing and on the number of times citizens make use of the dispensing service in accor-
dance with § 48a and 8§ 48b of the Medicinal Products Act. Furthermore, utilisation will be
determined by the contents of the future statutory instrument pursuant to § 48b(2) of the
Medicinal Products Act.

Since the details of charges under § 48b of the Medicinal Products Act must be deter-
mined solely by ordinance, no fulfilment costs can be estimated in this regard.

Assuming that a levy pursuant to § 48a of the Medicinal Products Act occurs four times a
year in all pharmacies (17 041) (4 levies x 17 041 pharmacies = 68 164 levies per year)
and in each case the maximum amount of the special surcharge of EUR 5 is claimed, this
results in an annual compliance cost of EUR 340820 (5.00 x 68 164 levies =
EUR 340 820 per year).

4.2. Compliance costs for businesses
Article 1(1)

It is stipulated that when two persons are appointed to manage a secondary or subsidiary
pharmacy, they may deputise for each other for longer than the usual three months. It is
estimated that there will be savings as there is no need to hire a substitute pharmacist for
representations going beyond the three months.

Assuming average opening hours for a pharmacy of 44 hours per week (5 days of 8 hours
each, 4 hours on Saturday = 44 hours/week) and a wage of 64.2 euros/hour (economic
sector: M, high) as well as the assumption that a further representation period of three
months full-time could occur, would result in a saving of approximately -33 897,6 Euro per
individual case (64.2 Euro x 44 hours = 2 824.8 Euro/week; 12 x 2 824.8 Euro/week = 33
897.6 Euro/3 months).

In 2024, there were 4,511 subsidiary pharmacies and 10 secondary pharmacies. It is esti-
mated that approximately 1,000 secondary managers are represented by two designated
representatives and benefit from the extended representation arrangement.

This results in an overall saving for 1 000 cases of approximately EUR 33,9 million per
year (EUR 33 897.6/3 months x 1 000 cases = EUR 33 897 600).

Article 1(3)(a)

The regulation serves to address the shortage of skilled workers and ensure earlier in-
volvement of foreign skilled workers. Due to the low number of cases, the compliance
costs are expected to be negligible, at less than € 100 000 .
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Article 1(5)(c)

The regulation makes it possible to derogate from the specification of the room unit for
certain storage rooms. Due to the low number of cases, it is assumed that there will be a
slight saving of less than EUR 100 000 due to lower room rent.

Article 1(4)(b), (6)(b), (8)

The possibility that a pharmacy operated by the same operator can carry out identity
checks on medicinal products and starting materials for a pharmacy results in savings on
the personnel, material and equipment centralised in for subsidiaries. The savings depend
heavily on the respective requirements in the pharmacy.

The one-off material costs for the purchase of basic equipment with laboratory equipment
for analysis and chemicals are estimated to be around 20 000 euros. Identity checks using
spectroscopy may incur costs of approximately € 20 000 for the basic equipment required
to perform near-infrared spectroscopy or mid-infrared spectroscopy in pharmacies, ap-
proximately € 400 for maintenance of the equipment every two years, and approximately
€150 per month for the equipment software. In total, a one-off saving of € 40 000 (€20,000
+ €20,000 = €40,000) can be made on material costs when setting up a new secondary
pharmacy.

4 million euros in one-off material costs were thus incurred for basic equipment in labora-
tory devices for analysis, chemicals and spectroscopes (100 pharmacies x 40,000 euros)
for 100 newly established subsidiary pharmacies.

If the identity check for all pharmacies operated by the same operator is carried out only in
a pharmacy, maintenance and software of near-infrared spectroscopy or medium-infrared
spectroscopy devices are required only in one subsidiary. As a result, running costs of 2
000 annual euros can be saved (400 euros / 2 years = 200 euros / year; 150 euros /
month x 12 months / year = 1 800 euros / year). It is estimated that this applies to 20 per-
cent of the approximately 4 511 subsidiary pharmacies (0.2 x 4 511 subsidiary pharma-
cies = 902 pharmacies; 902 pharmacies x EUR 2 000/year = EUR 1 804 400/year).

In total, around €1,8 million in running costs can be saved each year.

In addition, working hours are saved if the identity check in a subsidiary is carried out only
in a pharmacy. The identity check is usually carried out by employees with a medium
wage level (pharmaceutical technician, economic sector: 40.9 euros/hour on average).
Assuming that centralising this task would eliminate half of the 2.5 hours of work per week
typically required in a pharmacy, this would result in a reduction of 1.25 hours per week or
65 hours per year per pharmacy. It is estimated that this applies to 20 percent of the ap-
proximately 4 511 secondary pharmacies (65 hours/year x 40.9 euros/hour = 2 658.5 eu-
ros/year for one pharmacy; 2 658.5 euros/year per pharmacy x 902 pharmacies = 2 397
967 euros/year).

Overall, around -2,4 Millionen EUR in annual personnel costs can therefore be saved.

Article 1(4)(b), (9)(c)

By waiving the requirement for secondary pharmacies to have a prescription workstation
and a night duty room, newly established secondary pharmacies can save money through
reduced rent and energy costs and because certain equipment and technical facilities are
no longer necessary.

The estimated costs of renting new premises for commercial spaces vary depending on
the location. For secondary pharmacies, good locations in non-urban areas are assumed,
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where rents in the range of € 10-20 /square metre can be expected; on average, € 15 /
square metre is assumed.

For rental of 5 square meters, assumed as the minimum size for prescription formulation,
therefore, on average 900 Euro net basic rental costs are incurred annually. Room costs
(ancillary costs) are assumed to be EUR 6 per square metre per month. They amount to
EUR 360 per year for a formulation station of 5 square metres. The net rent for a 5 square
metre formulation station amounts to € 1 260 /year (5 sgm x €15/sgm = €75/month net
rent for formulation station; 75 euros/month x 12 = 900 euros/year net rent excluding heat-
ing for formulation station; 5 square metres x 6 euros/square metre = 30 euros/month an-
cillary costs; 30 euros/month x 12 = 360 euros/month; 75 euros + 30 euros = 105 euros/
month net rent including heating for formulation station; 105 euros/month x 12 months/per
year = 1,260 euros per year net rent including heating for formulation station).

In addition, there are no acquisition costs for preparation equipment (averaging around €
5 500 ) or for technical equipment such as extractor hoods and sinks (averaging around
€1,335), which are necessary for a formulation station. In total, this amounts to €6,835 in
one-off acquisition costs for the formulation station (€5,500 + €1,335 = €6,835 for prepara-
tion equipment and technical equipment for the formulation station).

For the rental of around 7 square meters for a night service room, on average, 1 260 net
basic rental costs are incurred annually. The room costs (ancillary costs) for the night duty
room, which measures 7 square metres, amount to € 504 . The net rent for a 7 square
metre night duty room amounts to € -1 764 /year (7 sgm x €15/sgm = €105/month net rent
for the prescription area; 105 euros/month x 12 = 1,260 euros/year net rent excluding
heating for night duty room; 7 square metres x 6 euros/square metre = 42 euros/month
ancillary costs; 42 euros/month x 12 = 504 euros/month ancillary costs for night duty
room; 105 euros + 42 euros = 147 euros/month net rent including heating for night duty
room; 147 euros/month x 12 = 1,764 euros/year net rent including heating for night duty
room).

These costs will no longer be incurred by secondary pharmacies in future, resulting in sav-
ings in annual rental costs of approximately €1 260 for the elimination of the prescription
workstation and approximately € 1 764 for the elimination of the night duty room, as well
as a one-off cost of approximately6 840 s for setting up the prescription workstation (1,260
euros/year + 1,764 euros/year = 3,024 euros net rent for prescription workstation + night
duty room).

With 100 newly established secondary pharmacies, this could result in savings of around
€302 400 /year in net rent costs including heating and a one-off saving of around €684
000 in equipment costs (€1,260/year + €1,764/year = €3,024 net rent including heating for
prescription dispensing + night duty room; 100 x €3,024 = €302,400 net rent for dispens-
ing + night duty room in total).

Re Article 1(4)(d)

It is regulated that devices for individual prescription formulation no longer have to be kept
in stock in pharmacies. The decision takes into account the environment and the phar-
macy'’s usual prescription requirements. It is assumed that most prescriptions are formu-
lated regularly in pharmacies and therefore, due to the low number of cases, the compli-
ance costs are expected to be negligible, at less than €100,000.
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Article 1(5)

It is made possible that free information can be used, for example, instead of the relevant
legal texts in paper or digital form. This eliminates regular acquisition costs for updates,
for example. It is assumed that this is 95 percent of all 17 041 pharmacies and that sav-
ings of EUR -100 per pharmacy per year can be achieved in this way.

In 16 000 the case of pharmacies, the savings thus amounted to a total of -1,6 Millionen
euro per year (16 000 x 100 euro/year = 1 600 000 euro/year).

Article 1(7)

The obligation to adapt standardised and general preparation instructions of third parties
to the respective pharmacy establishment no longer applies. The decision on this is left to
pharmacy management.

On average, a pharmaceutical technician spends 10 minutes on this task (economic sec-
tor: M 40.9 euros/hour on average) and a subsequent 5-minute consultation with a phar-
macist (economic sector: EUR 64.2/hour high) per adjustment of a preparation instruction.
The number of individual and bulk formulations to be prepared varies between pharma-
cies. It is likely that the adjustment will only take place if necessary as soon as a formula-
tion is requested for the first time. An adjustment may still be necessary in some cases. It
is therefore assumed that there will no longer be any need to adapt 15 production permits
per pharmacy per year in the future. It is assumed that all 17 041 pharmacies are affected.

This means that each pharmacy can save 2.5 hours of working time per year at a medium
guality level, amounting to around € 102 , and 1.25 hours of working time at a high quality
level, amounting to € 80 (10 minutes/preparation licence, medium qualification x 15 prepa-
ration licences/lyear = 150 minutes per year, medium qualification = 2.5 hourslyear,
medium qualification; 2.5 hours/year x €40.9/hour = €102.25/year medium qualification for
adjusting 15 preparation licences; 5 minutes/preparation licences high qualification x 15
preparation authorisations/year = 75 minutes per year high qualification = 1.25 hours/year
high qualification; 1.25 hours/year x €64.2/hour = €80.25/year high qualification for the
adaptation of 15 preparation authorisations; €102.25/year medium qualification + €80.25/
year high qualification = €182.50 total personnel costs).

Overall, for all 17 041 pharmacies, there will be an overall saving in personnel costs of
around -3,1 Milionen EUR per year (EUR 1825 x 17041 pharmacies =
EUR 3 109 982.5).

Article 1(9)(b) and Article 3

As it is assumed that transport companies are already commissioned to ship medicinal
products, the additional compliance costs are expected to be negligible, at less than € 100
000 , due to the low number of cases.

The requirement that pharmacies and carriers must conclude a contract results in a minor
annual compliance burden. Assuming that such contracts already exist as standard con-
tracts at the companies and are regularly signed by both parties upon conclusion of a con-
tract, a minor annual compliance burden is assumed, which can be considered part of the
normal operation of a company.

For 2024, it can be assumed that approximately 32,7 million medicines requiring refrigera-
tion and cold chain storage were dispensed by pharmacies. These are likely to be almost
exclusively prescription-only medicinal products. With a mail order share of currently
about 1.5 percent for prescription drugs, it can be assumed that these 490 000 drugs, for
example, are shipped from mail-order pharmacies. Actively temperature-led shipping
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could be carried out for an estimated 20 percent of these medicinal products. The data
transmitted by the transport service provider shall as far as possible be transferred auto-
matically. A random check of 5 percent of the relevant data is estimated to take 1 minute
per case, which can be carried out by pharmaceutical technicians (average wage level,
€34.20/hour). Thus, the total cost of the review process can be estimated at around
€3,000 per year (490,000 medicinal products x 0.2 x 0.05 x €34.20/hour / 60 minutes =
€2,793).

Article 1(10)(b)

The regulation allows hospital-supplying pharmacies and hospital pharmacies to docu-
ment the batch name of imported medicinal products on a ward by way of derogation. Im-
ported medicines are used in hospitals in particular when medicines for the relevant area
of application are not available within the scope of the Medicinal Products Act and are
temporarily stockpiled to ensure proper supply (8 73(3) of the Medicinal Products Act).
The amount of the savings depends, in particular, on the nature and scope of the supply
bottlenecks; use of the amended documentation option and the associated savings can
therefore only be estimated. In Germany, for example, 477 000 hospital beds are to be as-
sumed. It is estimated that an average of approximately 10 imported medicines are used
per bed per year. The documentation effort to date is estimated to take around 15 minutes
due to the necessary consultations between pharmacy and ward and checks to determine
in which cases the medicine in question was used. It can be assumed that the task can be
performed on both sides by persons with a medium level of qualification (EUR 34.20/
hour). In approximately 4.77 million cases, annual savings of around €40.8 million can
therefore be expected (477,000 beds x 10 medicines x 0.25 hours x €34.20/hour =
€40,783,500).

Article 1(11)

The abolition of on-call duty and the greater flexibility for opening hours of public pharma-
cies result in savings for pharmacies through the possibility of lower staffing. If full use
were made of the more flexible opening options, it would in principle be possible to reduce
the weekly opening times by around 25.5 hours. However, in regions where no relevant
customer flows are to be expected at certain times, many pharmacies have already been
exempted from on-call service by the competent authorities at those times. Since it is not
possible to estimate how many pharmacies will additionally take this option through the
new rules, to what extent and what staffing levels will not be used as a result, the savings
cannot be precisely quantified.

For a pharmacist, wage costs of 64.2 euros/hour (economic sector: M EUR 64.2/hour), for
a pharmaceutical technician EUR 40.9/hour (economic sector: M EUR 40.9/hour average)
and for a pharmacy retail employee EUR 25.5/hour (economic sector: M 25.5 euros/hour
low) are assumed. Assuming that pharmacies tend not to open during off-peak hours and
therefore employ on average one specialist at €48.50 per hour (a pharmacist or a pharma-
ceutical technician; average value of ([€64.2 + €40.9])/2 = €52.55) and 0.5 pharmacy retalil
employees at €12.72 per hour (€25.5/2 = €12.75), €65.3/hour (€52.55 + €12.75 = €65.3)
could be saved.

If 1 000 pharmacies reduced their opening hours by twelve hours per week, around €40.8
million in personnel costs could be saved annually (€65.3/hour x 12 hours/week =
€783.6/week per pharmacy; €783.6 per pharmacy/week x 52 weeks = €40,747.2/year per
pharmacy; 1,000 pharmacies x €40,747.2/year = €40,747,200/year).

The savings are offset by lost revenue if the pharmacy does not open, which varies
greatly from pharmacy to pharmacy due to different conditions such as customer fre-
guency and the number and type of medicines dispensed, and therefore cannot be quanti-
fied.
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Article 1(13)

The training of staff involved in dispatching entails minor additional costs for the dispatch-
ing pharmacies.

The regulatory provision concerns, in principle, pharmacies which have a licence to sell
pharmacy-only medicinal products by mail order in accordance with Paragraph 11a of the
Pharmacy Act. There are about 3 250 pharmacies. However, mail order is operated to a
relevant extent only by 150 pharmacies, for example. It can be assumed that, on average,
five persons in these 150 pharmacies must be trained internally by a pharmacist for these
activities each year. For the remaining pharmacies, it can be assumed that only minimal
training will be required, as the dispatch of medicines in individual cases is carried out by
the responsible pharmacist themselves.

For a pharmacist, wage costs of 64.2 euros/hour (economic sector: M EUR 64.2/hour), for
a pharmaceutical technician EUR 40.9/hour (economic sector: EUR 40.9/h) is assumed.
Assuming that two pharmacists and four pharmaceutical technicians are involved and that
training, including documentation, takes about one hour, a minor cost of EUR 43 800 is to
be assumed. (Calculation method: 64.2 euros x 2 + 40.9 euros x 4 x 1 hour = 292 euros/
year per pharmacy; 150 pharmacies x 292 euros/year = 43 800 euros.

Article 2(2)(c)

For private health insurance companies, there are no additional costs resulting from the
intermediate increase of 20 cents in the packaging-related supplement to support the pro-
vision of emergency services (emergency service supplement). Due to the simultaneous
cancellation of the surcharge for financing pharmaceutical services in the same amount,
this surcharge will be redistributed in a cost-neutral manner.

Article 2(3)

The agreement to adjust the fixed packaging surcharge (fixed sum and relative share) cre-
ates a non-quantifiable compliance burden for the relevant top organisation of pharma-
cists. The specific amount will depend on the outcome of negotiations with the National
Association of Statutory Health Insurance Funds. Assuming that several rounds of negoti-
ations with a total duration of one hundred hours and three representatives each are nec-
essary to reach an agreement, the compliance costs would amount to EUR 18 600 (Cal-
culation method: 100 hours x 3 persons x EUR 62.00/hour). The frequency of the compli-
ance costs depends on the frequency of the negotiations, which is not specified by the
legislator.

In addition, the Association of Private Health Insurance will incur compliance costs of
EUR 931 in the context of the consultation process (calculation method: 10 hours X
EUR 93.10/hour). The frequency of the compliance costs depends on the frequency of the
negotiations, which is not specified by the legislator.

4.3. Compliance costs for the authorities

Federal government

Article 2(2)(c)

For the aid from the Federal Government, the state government and municipalities, there
are no additional costs from the interim increase in the package-related surcharge to pro-
mote compliance with the emergency service (emergency service surcharge) by 20 cents.
Due to the simultaneous cancellation of the surcharge for financing pharmaceutical ser-
vices in the same amount, this surcharge will be redistributed in a cost-neutral manner.
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Article 2(3)

As a result of the agreement to adjust the package-related fixed surcharge (fixed amount
and relative share), the Central Federal Association of Health Insurance Funds incurs
non-quantifiable implementing costs. The specific amount depends on the course of the
negotiations with the relevant umbrella organisation for pharmacists set up to protect their
economic interests. Assuming that several rounds of negotiations with a total duration of
one hundred hours and three representatives each are necessary to reach an agreement,
the compliance costs would amount to EUR 21 960 (Calculation method: 100 hours x 3
persons x EUR 73.20/hour). The frequency of the compliance costs depends on the fre-
guency of the negotiations, which is not specified by the legislator.

5. Other costs

Article 2(3)

The agreement between the National Association of Health Insurance Funds and the um-
brella organisation of pharmacists formed to represent their economic interests is purely
advisory in nature. Additional costs for the relevant umbrella organisation of pharmacists
set up to protect their economic interests may arise only if the recommendation is imple-
mented through a subsequent amendment of the Ordinance on the Pricing of Medicinal
Products.

6. Other consequences of the legislation

The draft ordinance helps to ensure medical care, safeguards the continued operation of
pharmacies and thus contributes to the nationwide supply of medicines for all citizens, in-
cluding those in rural areas. In doing so, the draft ordinance strengthens the equivalence
of people’s living conditions, in particular the factors of ‘healthcare’, ‘economy and innova-
tion’ and ‘engagement, cohesion and participation’.

The ordinance has no discernible gender impact, as it does not contain rules that influ-
ence the specific life situation of women and men. No impact on issues relating to demo-
graphics are expected.

The introduction of an experimental clause is not considered necessary. On the one hand,
the proposed amendments give the parties concerned further room for manoeuvre; on the
other hand, in the light of patient safety, further possibilities for derogations are not appro-
priate.

VIlIl. Time limit; evaluation

The regulatory proposal is not time-bound. The regulatory proposal leads mainly to sav-
ings and is therefore not subject to evaluation.

B. Special part

Re Article 1 (Amendment to the Regulations on the Operation of Pharmacies)
Re Number 1

Re Letter a

It is clarified that the pharmacy operator is obliged to regularly visit the pharmacies they
operate to ensure that pharmacy management is fulfilling its responsibility to manage the
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pharmacy within the legally prescribed framework. The regulation emphasises the per-
sonal responsibility of the operator for their pharmacies.

Re Letterb

The restricted period of three months during which a director of a pharmacy may be repre-
sented shall not apply where the holder of the licence appoints two persons to be respon-
sible for the management of the subsidiary or secondary pharmacy and they represent
each other. This improves the integration of part-time workers as pharmacy managers and
helps to address the shortage of skilled workers.

Re Number 2

The quality management system of a pharmacy contains the respective operational proce-
dures and is therefore the central tool to ensure the quality of the services provided and of
the pharmaceutical products prepared by the pharmacy. It is clarified that the quality man-
agement system to be maintained by the pharmacy must be agreed upon by the manage-
ment of a subsidiary pharmacy with the operator of the pharmacy. The regulation thus em-
phasises the personal responsibility of the operator for their pharmacies.

Re Number 3
Re Letter a

In order to counteract the shortage of skilled workers, pharmacies will be given more flexi-
bility in terms of staffing. The addition enables the use in the pharmacy of persons in re-
spect of whom the recognition procedure for professional qualifications as a pharmacist or
as a pharmaceutical technician acquired abroad has not yet been completed. This allows
them to gain professional experience and technical language expertise in German phar-
macies at an early stage and helps to alleviate the shortage of skilled workers. In order to
continue to ensure the quality of patient care, these persons can only be employed as per-
sons in training under supervision and must be supervised accordingly.

Re Letter

The amendment will enable the pharmacy to employ additional staff with appropriate train-
ing and familiarity with certain activities. They should be allowed to assist with auxiliary
tasks in pharmacies under supervision. Depending on the job, this may include, for exam-
ple, pharmaceutical technicians or chemical technicians. This is intended to counteract the
shortage of skilled workers and give pharmacies more flexibility in terms of staffing.

Re Number 4
Re Letter a

In future, as a result of the introduction of the first sentence of § 6(3a) and the amendment
of the second sentence of § 11(1) in conjunction with the first sentence of § 6(3a), the
identification of medicinal products and starting materials may, under certain conditions,
be carried out by one pharmacy for another pharmacy operated by the same operator.
Therefore, it is no longer necessary for all pharmacies operated by the same person to
have a testing laboratory. This is intended to facilitate the economic operation of pharma-
cies and to maintain a comprehensive network of pharmacies. The provision does not ap-
ply to the provision of a preparation station (formulation); this remains necessary in all
pharmacies (except secondary pharmacies, where according to § 17(4a) individual and
bulk preparations of medicines are not made on the premises).
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Re Letterb

Secondary pharmacies [Zweigapotheken] are to be further developed as a form of care
provision. Reduced requirements for secondary pharmacies are provided to reduce bu-
reaucracy and facilitate the establishment of secondary pharmacies to provide locations
and districts with a limited supply of medicinal products. The reduced requirements allow
for flexible and cost-effective operation of a secondary pharmacy.

An office and sufficient storage room remain mandatory as operating rooms of a sec-
ondary pharmacy. Further rooms and equipment are only required to the extent that activi-
ties are carried out in the secondary pharmacy for which such rooms and equipment are
required, such as for the production of individual and bulk preparations of medicinal prod-
ucts. Paragraphs 2b, 2c and 7, which prescribe the premises and equipment for the
preparation of medicinal products not intended for parenteral use, as well as drugs and
drug mixtures, shall not apply if the secondary pharmacy does not make its own individual
and bulk preparations in accordance with 8 17(4a), but instead has them prepared by an-
other pharmacy operated by the same operator.

Re Letter c

In order to make things more flexible, a further exception is introduced in point 1. Stocks
that exceed the daily requirements for medicines and medical devices regularly dispensed
in the pharmacy may be stored in a separate room. This may be appropriate, for example,
for stockpiling medicines that are in greater demand during certain seasons. This excep-
tion also stipulates that the room must be located within reasonable proximity to the other
operating rooms.

Re Letter d

As part of the drive to reduce bureaucracy, the regulations governing the provision of
equipment for the preparation of prescription medicines are simplified. The pharmacy shall
be equipped with equipment in such a way as to allow the proper preparation of medicinal
products in the forms normally prescribed. The need may differ, for example, due to the
specialisations of medical practices in the vicinity. The devices may continue to include, in
particular, those for the production of dosage forms such as solutions, emulsions, suspen-
sions, ointments, creams, gels, pastes, capsules, powders, drug mixtures, suppositories
and ovules.

Re Number 5

As part of the drive to reduce bureaucracy and promote digitalisation, the requirements for
the provision of scientific and other aids are being abolished. The decision as to whether
and in what form these aids will continue to be stocked in pharmacies is left to the discre-
tion of the pharmacy management.

Re Number 6

Re Letter a

In the past, there have been repeated uncertainties as to whether the reference to § 1(2)
relates to the Pharmacy Act or the Regulations on the Operation of Pharmacies. The re-
wording is intended to create legal certainty.

Re Letterb

By way of derogation from the fourth sentence of paragraph 3, it shall be possible for a
pharmacy to carry out the examination and determination of the identity of medicinal prod-
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ucts for another pharmacy operated by the same person. The decision is left to the profes-
sional discretion of pharmacy operators.

In order to protect patients, precautions must be taken to prevent and detect manipulation.
In particular, impurities or confusion should be prevented by sealing. The dispensing phar-
macy may only use the medicinal products if it is excluded that changes have been made
to the medicinal product after the examination. This includes a label indicating the identity
check carried out and the corresponding sealing applied by the pharmacy of the sub-
sidiary that carried out the check.

Centralised identity verification within a chain of subsidiaries facilitates the operation of
secondary and subsidiary pharmacies, enables the targeted deployment of skilled workers
and helps reduce bureaucracy for pharmacies.

Re Number 7

As part of the reduction of bureaucracy, the explicit obligation to adapt standardised and
general preparation instructions from third parties to the respective pharmacy business is
no longer applicable. The decision as to whether an adjustment is necessary is now left to
the professional judgement of pharmacy managers.

Re Number 8
It is a consequential amendment to the repeal of § 6(3)a.

The central identification procedure pursuant to § 6(3a) sentence 1 also applies to starting
materials.

Re Number 9
Re Letter a

It is clarified that the courier service must also comply with the temperature requirements
applicable to the medicinal product during delivery until delivery to the consignee.

In addition, two corrections are made. The prescription requirement under the Medical
Cannabis Act is supplemented and a reference to a deleted regulation is removed.

Re Letterb

This is a consequential amendment to the introduction of § 35b, which specifies in detail
the requirements to be observed by pharmacy management when shipping medicines
with regard to packaging, transport and delivery, as well as compliance with contracts
concluded by the operator with logistics companies in accordance with § 35b.

Re Letter c

Reduced requirements for secondary pharmacies are provided to reduce bureaucracy and
facilitate the establishment of secondary pharmacies to provide locations and districts with
a limited supply of medicinal products. The reduced requirements allow for flexible and
cost-effective operation of a secondary pharmacy.

Individual and bulk preparations of medicinal products may be prepared in the pharmacy
itself or may in future also be obtained from another pharmacy operated by the same op-
erator.

The care of patients must continue to be ensured. The obligation of the secondary phar-
macy to contract for prescription medicines remains in place. However, the medicinal
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product is prepared by another pharmacy operated by the same operator. The latter deliv-
ers the prepared prescription medicinal product to the secondary pharmacy or to the pa-
tient via the pharmacy’s messenger service. The decision as to whether a secondary
pharmacy prepares its own individual or bulk preparations or obtains them from another
pharmacy operated by the same operator is left to the professional discretion of the phar-
macy operators.

Re Letterd
This is a consequential amendment to the amendment of § 23.

As a result of the amended provisions on the on-call service, the reference to § 23(1), sec-
ond sentence, is deleted and the periods currently in force are included directly in the reg-
ulation without any changes.

Re Letter e

All pharmacies operated by the same operator shall be included.
Re Number 10

Re Letter a

An editorial correction is made by deleting the reference to the deleted § 73(3b) of the
Medicinal Products Act. In addition, the list provides clarifications in terms of terminology.

Re Letterb

According to 8§ 73(3) sentence 1 alternative 2 of the Medicinal Products Act, hospital phar-
macies and pharmacies supplying hospitals may, in the event of a supply shortage, tem-
porarily stock imported medicines as an exception. In these cases, documentation at the
supplying pharmacy is difficult because extensive consultation with the supplying wards is
required to determine who received a particular medicine in each individual case. As part
of the drive to reduce bureaucracy, the new regulation stipulates that only certain parame-
ters that are independent of the use of the medicinal product need to be documented in
the hospital pharmacy, provided that the documentation in the relevant hospital ward en-
sures clear traceability to the patient and to the medicinal product used. The medicinal
product shall be identified, for example, by reference to the central pharmaceutical num-
ber or, alternatively, by reference to the name, designation or business name of the phar-
maceutical company, quantity and strength, and the batch name.

Under § 14(2) sentence 1 points 1 and 2 of the Transfusion Act, hospital wards are al-
ready subject to a partially corresponding documentation requirement, meaning that the
persons involved are in principle familiar with the procedure. Traceability must be clear
and immediate for the hospital pharmacy in order to allow for short-term contact with af-
fected patients, for example in cases of medicinal product risks. As regards the corre-
sponding application of the provision in § 26(2), the provision also applies to hospital phar-
macies.

Re Number 11

As part of the drive to reduce bureaucracy, new rules are being introduced for pharmacy
duty rosters. The basic on-call service currently provided for, where pharmacy operators
must ensure the supply of medicinal products, is maintained. However, the new regulation
provides for further exemptions from the on-call service to be ordered by the competent
authority. The duty to be on call at all times applies to all pharmacies that have not been
exempted by the competent authority in accordance with sentence 3. On-call duty must be
maintained by the pharmacies designated by the competent authority to provide emer-
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gency services, so they are not exempted. Where pharmacies are not classified for emer-
gency services, the competent authority shall exempt them from on-call duty. However, as
an exception to this, it lays down the opening periods provided for in the provision. Pro-
vided that the supply of medicinal products is ensured, it may specify periods shorter than
those provided for in the regulation. As a result, the legal opening hours for pharmacies
will be significantly liberalised and pharmacies will be able to determine when to open
their pharmacy much more freely than before. This allows pharmacies to deploy their staff
much more flexibly.

Secondary pharmacies [Zweigapotheken] are to be further developed as a form of care
provision. Reduced requirements for secondary pharmacies are provided to reduce bu-
reaucracy and facilitate the establishment of secondary pharmacies to provide locations
and districts with a limited supply of medicinal products. The reduced requirements allow
for flexible and cost-effective operation of a secondary pharmacy. In the case of sec-
ondary pharmacies, the requirements for the periods during which secondary pharmacies
must be available for on-call duty will be reduced. Since secondary pharmacies do not
have to provide a night service room, these can be provided for partial emergency ser-
vices, but not for services at night. Secondary pharmacies are exempt from on-call duty at
other times, although the authorities may stipulate on-call duty totalling up to eight hours
per week between Monday and Saturday during normal local business hours.

Under paragraph 2, the competent authority may exempt a pharmacy from on-call duty for
the other specified periods, provided that the supply of medicinal products is guaranteed.
Paragraph 3 has been amended to reflect the changes in paragraph 1 and is otherwise
identical to the previous paragraph 3.

Paragraph 4 corresponds to the previous paragraph 5. 1

Paragraph 5 corresponds in substance to the previous paragraph 6. In order to provide le-
gal clarity, the term ‘hospital pharmacy’ was used and the applicability of the paragraph to
hospital pharmacies was regulated in § 26(2).

Re Number 12

This is a consequential amendment to the deletion of § 5, which is therefore omitted from
the list. In addition, a consequential amendment is made to 8 23(5) for clarification pur-
poses, and the applicability of this paragraph to hospital pharmacies is also clarified.

Re Number 13

The new 8§ 35b standardises detailed logistical requirements for the dispatch of medicinal
products by pharmacies to end consumers. The provision specifies the existing general
obligation of pharmacies to maintain quality during shipping in 8§ 17(2a) sentence 1 num-
ber 1; the addressees are specified in § 17(2a) sentences 1 and 3. The guidelines are
based on process specifications from the Good Distribution Practice (GDP) guidelines.
The other provisions in § 17(2a) shall continue to apply.

Paragraph 1 regulates requirements for the definition of transport processes in the quality
management system. The existing obligation to establish corresponding processes is thus
clarified. Accordingly, procedures based on risk-based transport planning, in particular,
are necessary. Depending on the requirements of the medicinal product (e.g. cold chain,
refrigerated medicinal product, low-vibration transport, etc.), these procedures include, in
particular, choosing appropriate transport packaging and defining appropriate transport
conditions, which, together with the data required for performance of the contract, are also
passed on to the contracted logistics company.
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Paragraph 2 stipulates that the personnel involved in the dispatch must be sufficiently
qualified for the activities and be regularly trained on the shipping requirements. The train-
ing measures must be documented.

Paragraph 3 clarifies the requirements imposed on the dispatching pharmacy. This con-
cerns ensuring shipping conditions so that the quality and efficacy of the dispatched
medicinal product is not compromised. The focus here is on temperature conditions that
must be complied with in relation to the medicinal product during transport to the end con-
sumer. Firstly, suitable transport packaging must be used, the selection of which must be
based not only on the requirements of the medicinal product but also on the outside tem-
peratures. For example, in the case of temperature-sensitive medicines, a decision must
be made as to whether measures should be taken during periods of expected high or low
outside temperatures to prevent any negative impact on the quality and efficacy of the
medicine, for example by using insulated bags or gel packs. In the case of medicinal prod-
ucts subject to refrigeration or to a cold chain obligation, appropriate cooling measures
shall be taken; depending on the medicinal product and transport time, the addition of
passive cooling elements or transport with active cooling may be considered. Where nec-
essary, valid detection shall be provided for temperature-sensitive medicinal products by
means of temperature controls carried on board.

Paragraph 4 lays down an obligation for the pharmacy operator to contractually ensure
the contracted logistics company complies with the notified shipment requirements. This
includes compliance with temperature conditions during transport and storage and deliv-
ery to the consignee in accordance with the notified requirements. In addition, it must be
ensured that the transporter informs the pharmacy of any events that could have a nega-
tive impact on the medicinal product so that the pharmacy can make a risk-based decision
on how to proceed. Further requirements, which are addressed directly to the contracted
logistics company, are laid down in the newly introduced 8§ 9a of the Medicinal Products
Trading Ordinance.

Re Number 14

Re Letterea

Re Double letter aa

In order to ensure the use of foreign professionals in the recognition procedure, such as
persons in training under supervision, a corresponding administrative offence is intro-
duced.

Re Double letter bb

The administrative offence relating to on-call service will be amended.

Re Double letter ee

The offence of failing to display or of improperly displaying information about the nearest
pharmacies on call does not apply.

Re Letter b

In order to ensure the use of foreign professionals in the recognition procedure, such as
persons in training under supervision, a corresponding administrative offence is intro-
duced.
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Re Article 2 (Amendment to the Ordinance on the Pricing of Medicinal Products)
Re Number 1

Wholesalers should be able to award further discounts in addition to the relative wholesale
surcharge of up to 3.15 percent regulated in the first sentence. Only commercial discounts
granted in return for a payment made before the due date (‘genuine discounts’) are al-
lowed. Discounts which are made when payments are made in accordance with the con-
tract (‘unreasonable discounts’) are not included; these remain inadmissible in accordance
with the case law of the Federal Court of Justice.

Pharmaceutical wholesalers compete for pharmacies not only through the relative share
of their remuneration or delivery conditions, but also by granting price reductions in the
form of discounts. The provision allows this normal commercial competition again in a
clearly defined framework. Such discounts are common in wholesale trade and can con-
tribute to the economic stabilisation of pharmacies without undermining price mainte-
nance. The requirements of § 52b(3) sentence 1 of the Medicinal Products Act with regard
to demand-based and continuous supply by fully supplying wholesalers remain unaf-
fected.

Re Number 2
Re Letter a

The newly introduced definitions of the components of the fixed surcharge ‘fixed sum’ and
‘relative share’ serve to clearly delineate these two components of remuneration. They
contribute to legal certainty by ensuring uniform and binding use of terms and facilitating
standard references to the respective component of the fine. The newly introduced and
legally defined term ‘fixed sum’ corresponds to the common name of the absolute propor-
tion of remuneration. The other components of the fixed surcharge result from a relative
percentage share of currently 3% of the pharmacy purchase price and a share to support
the provision of emergency services.

The previous contribution of 20 cents for the promotion of pharmaceutical services pur-
suant to § 129(5e) of Book V of the Social Code will no longer be levied as a fixed sur-
charge component in light of further developments in the financing structure for these ser-
vices. To date, the surcharge has been paid into the fund for pharmaceutical services
managed by the night and emergency service fund, from which the fees for completed
pharmaceutical services were subsequently paid out. The fund currently has large finan-
cial reserves. The continued levying of the surcharge on the financing base would lead to
further growth without any prospect of the funds being skimmed off in a comparable
amount in the foreseeable future.

The surcharge of 21 cents to promote the security of the emergency service will be in-
creased to 41 cents. This is to support pharmacies in rural areas. In the sense of a redis-
tribution, the increase corresponds to the amount of the previous share for the financing of
pharmaceutical services pursuant to 8§ 129(5)e of Book V of the Social Code in the
amount of 20 cents. This increases the annual payout volume for the emergency service
flat-rate determined by the night and emergency service fund by around EUR 160 million
for the corresponding period. The night and emergency services provided by pharmacies
ensure that the population has access to medicines outside regular opening hours. Night
and emergency services therefore make an important contribution to the supply of
medicines to the population. Pharmacies located in regions with a low density of pharma-
cies must provide night and emergency services more frequently than pharmacies located
in regions with a high density of pharmacies. The increase in the surcharge to support the
provision of emergency services will therefore particularly benefit pharmacies in rural ar-
eas.
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Re Letterb

With the Act to Strengthen Nursing Training of 12 December 2023 (Federal Law Gazette
2023 1 No 359), a new § 129(2b) was inserted into Book V of the Social Code. In addition
to 8 129(2a) of Book V of the Social Code, this provides for a further possibility of ex-
changing medicinal products in the event of unavailability. Pharmacies should also be
able to charge the 50 cent surcharge in accordance with 8§ 3(1a) for this exchange. It is
also clarified that the supplement relates to the respective exchange of a medicinal prod-
uct and cannot be charged more than once for the same exchange of the same medicinal
product, regardless of how many packs are dispensed as part of the exchange. The or-
ganisational effort for which the surcharge is granted, for example through consultations
with the prescribing doctor or queries to the pharmaceutical wholesaler, is not caused by
the number of packages dispensed, but by the exchange itself.

Paragraph 2 has been adjusted accordingly on the basis of the new definition of the rela-
tive share introduced in the first sentence of paragraph 1.

Re Letter c

The new sentence 2 is intended to make it clear that the package size corresponding to
the quantity actually delivered must be used as the basis for the billing. If a subset is dis-
pensed from a larger package, the package size corresponding to the dispensed quantity
shall be decisive for billing. If, for example, a corresponding quantity is taken from an N3
package when dispensing an N2 package, the N2 package shall be used as the basis for
calculation. The same applies to the supply of an N1 pack from an N2 or N3 pack; here
too, the packaging of the quantity actually supplied, i.e. in this case the N1 pack, is deci-
sive.

Re Number 3

The aim of the regulation is to establish a procedure for the regular review and further de-
velopment of the fixed surcharge components by the self-governing body. The agreement
partners, the National Association of Health Insurance Funds and the relevant umbrella
organisation of pharmacists formed to represent their economic interests are thus tasked
with agreeing on a joint proposal for adjusting the price components in consultation with
the Association of Private Health Insurance Companies and submitting this proposal to
the regulator in accordance with § 78(1) sentences 1 and 2 of the Medicinal Products Act.

Paragraph 2 serves to establish a robust yet flexible basis for agreements that takes into
account both economic developments and the maintenance of financial viability within the
statutory health insurance system. The opening clause for other suitable indices is in-
tended to enable the contracting parties to take into account other factors that are relevant
from their point of view.

Failing agreement within the period referred to in paragraph 1, the dispute resolution
mechanism shall be the arbitration body referred to in § 129(8) of Book V of the Social
Code, which shall decide on the proposal within eight weeks.

Re Number 4

The purpose of the amendment is to specify that, in the event of the supply of a substance
in accordance with Paragraph 4, the actual purchase price of the smallest packaging re-
quired for the quantity to be supplied is decisive for the calculation of the pharmacy fee.
The packaging should also be able to be fully invoiced in the event that only a partial
guantity from the packaging is used for the delivery. The reference to the purchase price
of the smallest packaging required for supply is intended to avoid imposing an excessive
financial burden on payers and at the same time to ensure an appropriate, demand-led
price basis.



-33- Bearbeitungsstand: 06.01.2026 15:56

Re Number 5

The purpose of the Ordinance is to determine in a uniform and transparent manner the
prices to be charged in pharmacies for making up preparations made from substances
(formulations). Paragraph 1 stipulates that for substances in formulations (in accordance
with § 4(2)), the actual purchase price of the smallest package required for the preparation
is decisive. Paragraph 2 provides that, for finished medicinal products in formulations, the
pharmacy purchase price referred to in Paragraph 3(2), and thus not the actual purchase
price but the list price, is to be taken into account, the smallest package size required for
the preparation being decisive. By focusing on the smallest packaging or pack size re-
quired, a fair, demand-oriented price base is ensured.

Re Number 6

When dispensing medicinal products in accordance with § 48a and § 48b of the Medicinal
Products Act, pharmacies may incur increased costs. The increased expenditure arises in
particular from the review of the exclusion criteria pursuant to § 48a(2) of the Medicinal
Products Act and from compliance with the requirements of the Ordinance pursuant to §
48b of the Medicinal Products Act. The pharmacies should be allowed to claim an amount
of 5 euros.

Re Article 3 (Amendment to the Medicinal Products Trade Ordinance [Arzneimittel-
handelsverordnung])

Re Number 1

The provision extends the scope of the Medicinal Products Trade Ordinance to logistics
companies commissioned by pharmacies to transport medicinal products to end cus-
tomers via mail order. Requirements with which the contracted logistics company must
comply are laid down in § 9a.

Logistics companies are subject to supervision by the competent federal state authorities
pursuant to 8§ 64(1)(1) of the Medicinal Products Act with regard to the requirements under
8§ 9a.

Re Number 2

The new § 9a regulates requirements for logistics companies contracted by pharmacies
for the transport of medicinal products subject to sale in a pharmacy to end consumers via
mail order. The logistics company must ensure that the quality and efficacy of the medici-
nal products is not impaired during transport. This also applies to the extent that interim
storage becomes necessary on the way to the end consumer because delivery is delayed
or the medicinal product cannot be delivered at a certain time of delivery. The relevant
shipping conditions must be communicated by the dispensing pharmacy to the logistics
company; these must be complied with by the logistics company in accordance with 8§
35h(3) of the Regulations on the Operation of Pharmacies. Particular attention should be
paid to the temperature conditions specified by the pharmacy. If an active cooling system
is used during transport, the logistics company must continuously record the temperature
conditions and make them available to the pharmacy upon request. The logistics company
must use suitable vehicles which are equipped in such a way that the dispatched medici-
nal products are not subjected to conditions which could affect their quality and efficacy or
damage their packaging. The medicinal products must also be secured against unautho-
rised access during transport and delivered to the final customer in accordance with the
pharmacy’s instructions. Where packing stations are used for collection in accordance
with this instruction, the quality maintenance requirement also applies to this delivery step.
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The regulations are intended to ensure that the quality and efficacy of medicinal products
remain guaranteed during transport by pharmacies via mail order and that unauthorised
access to such shipments is prevented.

Logistics companies are subject to supervision by the competent federal state authorities
pursuant to § 64(1)(1) of the Medicinal Products Act with regard to the requirements under
§ 9a.

Re Number 3

In order to ensure that a logistics company ensures that the quality and efficacy of a dis-
patched medicinal product is not impaired during a transport operation commissioned by a
pharmacy, a corresponding administrative offence is introduced.

Re Article 3 (Amendment to the Training and Examination Regulations for Pharma-
ceutical Technicians)

This is a consequential amendment.

The amendment to § 4(7) of the Apothekenbetriebsordnung removes the list of pharma-
ceutical forms, so the reference in Annex 1, Part B, point 2(d) would be meaningless. The
reference to the pharmaceutical forms previously referred to in 8§ 4(7) of the Regulations
on the Operation of Pharmacies is therefore included in the text of the Annex without
change.

Re Article 4 (Entry into force)

Subject to the second sentence, this Ordinance shall enter into force on the day following
promulgation. Article 1(2)(a) shall enter into force on the first day of the quarter following
its promulgation in order to enable the technical implementation of the changes to the
emergency service surcharge and the surcharge for financing additional pharmaceutical
services pursuant to § 129(5e) of Book V of the Social Code required by the regulation.
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	(3) During the emergency services referred to in the second sentence of paragraph 1, it shall be sufficient to ensure that the pharmacy is on call if the pharmacy manager or a person authorised to represent the pharmacy is in close proximity to the pharmacy premises and can be contacted at any time. In justified individual cases, the competent authority may, upon request, exempt the director of a pharmacy from the obligation laid down in the first sentence if the director of the pharmacy or a person authorised to represent it is available at all times and the supply of medicinal products is ensured in a manner that is reasonable for patients and other customers.
	(4) Pharmacies that are not on call must display clearly legible information about the nearest pharmacies on call in a clearly visible location for patients or other customers.
	(5) Notwithstanding the provisions of paragraphs 1 to 3, pharmacies supplying hospitals shall agree on an on-call service arrangement with the hospital operator which ensures the proper supply of medicines to the hospital and advice from a pharmacist at the pharmacy.’


	12. In § 26(2), the words ‘5 to 8’ are replaced by the words ‘6 to 8’ and the words ‘22 and 25a’ by the words ‘22, 23(5) and § 25a’.
	13. After § 35a, the following § 35b is inserted:
	���‘§ 35b
	Shipping of medicinal products
	(1) In the case of the shipping of pharmacy-only medicinal products to end consumers, the director of the pharmacy shall, in particular, lay down requirements for the packaging, transport and delivery of medicinal products pursuant to point 1 of the first sentence of § 17(2a) in the quality management system pursuant to § 2a in relation to
	(2) The pharmacy staff involved in dispensing must be sufficiently qualified for their respective tasks and must receive regular training on the requirements for dispensing medicines. The training measures must be documented.
	(3) Packaging shall be chosen which ensures, in particular with regard to the temperature sensitivity of the medicinal product, the expected outside temperatures and the maximum duration of transport, that the respective medicinal product is not damaged or its quality or efficacy is not impaired during transport until it is delivered to the recipient, including possible interim storage. When dispatching chilled or cold-chain medicinal products, appropriate cooling systems must be used to ensure the quality and efficacy of the medicinal product throughout the transport period. Where necessary, valid detection shall be provided for temperature-sensitive medicinal products by means of temperature controls carried on board.
	(4) The operator shall contractually ensure that the contracted logistics company complies with its obligations, and in particular that it:


	14. § 36 is amended as follows:


	Amendment to the Ordinance on the Pricing of Medicinal Products
	The Ordinance on the Pricing of Medicinal Products of 14 November 1980 (Federal Law Gazette I p. 2147), last amended by Article 5 of the Act of 19 July 2023 (Federal Law Gazette 2023 I No. 197) is amended as follows:
	1. After § 2(1) third sentence, the following sentence is inserted:
	2. § 3 is amended as follows:
	‘(1a) In the case of replacement of a prescribed medicinal product by the pharmacy in accordance with § 129(2a) sentence 1 or § 129(2b) sentence 3 of Book V of the Social Code, a surcharge of 50 cents plus VAT shall be levied per replacement.
	(2) The relative share is charged

	3. After § 3, the following § 3a is inserted:
	“§ 3a
	Remuneration proposal agreement
	(1) The National Association of Health Insurance Funds and the relevant umbrella organisation of pharmacists formed to represent their economic interests shall, in consultation with the Association of Private Health Insurance Companies, agree by ... [insert: 12 months after entry into force in accordance with Article 5] and thereafter until … [insert: 12 months after entry into force in accordance with Article 5, without year] of each year, a uniform proposal to adjust the relative share and the fixed sum. The proposal shall be submitted to the Federal Ministry of Health.
	(2) When agreeing on the proposal, the parties to the agreement must take into account, in particular, the change in the consumer price index for Germany established by the Federal Statistical Office compared with the previous year, changes in the costs of pharmacies in terms of economic management and the principle of stability of contribution rates within the meaning of the first sentence of § 71(1) of Book V of the Social Code. § 71(2) of Book V of the Social Code shall apply mutatis mutandis.
	(3) If an agreement pursuant to paragraph 1 is not concluded or is not concluded in part, it shall be determined in whole or in part by the Arbitration Board pursuant to § 129 (8) of Book V of the Social Code within eight weeks of the expiry of the period specified in paragraph 1 sentence 1 in each case. The costs of the arbitration proceedings shall be borne equally by the parties to the agreement referred to in paragraph 1.’


	4. §4(2) is replaced by the following Paragraph 2:
	(1) ���‘ The basis for calculation shall be the pharmacy purchase price of the smallest package size required to dispense the substance in the relevant quantity.’

	5. §5(2) is replaced by the following Paragraph 2:
	(1) ���'	Pharmacy purchase prices for the quantities of substances and finished medicinal products required for the relevant preparation are to be taken as a basis. The definitive criteria are:

	6. After § 7, the following § 7a is inserted:
	“§ 7a
	Medicinal products pursuant to § 48a and § 48b of the Medicinal Products Act
	When dispensing a medicinal product in accordance with § 48a or § 48b of the Medicinal Products Act, pharmacies may charge an additional amount of 5 euros, including VAT.’




	Amendment to the Medicinal Products Trade Ordinance
	The Medicinal Products Trade Ordinance of 10 November 1987 (Federal Law Gazette I p. 2370), as last amended by Article 2c of the Act of 18 November 2020 (Federal Law Gazette p. 2397) is amended as follows:
	1. § 1 is replaced by the following § 1:
	§ 1 ���'
	Scope
	(1) This Ordinance shall apply to establishments and facilities in so far as they engage in the wholesale distribution of medicinal products, unless, pursuant to § 1 (2) of the Arzneimittel- und Wirkstoffherstellungsverordnung (Ordinance on the preparation of medicinal products and active substances), the provisions of that ordinance apply. The Ordinance also applies to persons who engage in the distribution of medicinal products within the meaning of § 4(22a) of the Medicinal Products Act and to logistics companies commissioned by pharmacies to ship pharmacy-only medicinal products to end consumers, insofar as this Ordinance so provides.’


	2. After § 9, the following § 9a is inserted:
	���§ 9a Requirements for logistics companies commissioned by pharmacies
	A logistics company appointed by a pharmacy to dispatch pharmacy-only medicinal products to end consumers must ensure that the quality and efficacy of the medicinal products are not impaired during storage and transport. In particular, the logistics company must:


	1. § 10 is amended as follows:


	Amendment to the Training and Examination Regulations for Pharmaceutical Technicians
	The Training and Examination Regulations for Pharmaceutical Technicians of 23 September 1997 (Federal Law Gazette I p. 2352), last amended by Article 14 of the Ordinance of 7 June 2023 (Federal Law Gazette 2023 I No. 148), is amended as follows:
	Annex 1 Part B Point (2)(d) is replaced by the following letter (d):

	Entry into force
	Subject to the second sentence, this Ordinance shall enter into force on the day following promulgation. Article 1(2)(a) shall enter into force on ... [insert: date of the first day of the second quarter following promulgation].
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