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Summary

BACKGROUND AND AIM: In Switzerland, a cantonal au-
thorisation is required to introduce opioid agonist treat-
ments (OAT). We investigated and compared the terms
of these cantonal OAT authorisations throughout Switzer-
land. The primary objective was to determine how the
overseeing cantonal officials implemented and perceived
the legal requirements.

METHOD: We started with a cross-sectional analysis of
legal texts and cantonal OAT guidelines. Based on the
document analysis, we conducted 26 semi-structured in-
terviews with the cantonal officials who grant OAT authori-
sations.

FINDINGS: In most cantons (21 of 25), the OAT authorisa-
tion is specific to the person treated and must be renewed
every year. Today, 21 cantons either have implement-
ed or are implementing the same web-based software to
process and manage OAT authorisation requests. Can-
tons have implemented diverging requirements regarding,
amongst others, the involvement of third parties in OAT
and the training required of prescribing physicians. Lastly,
the OAT process does not seem to be a high priority for
the overseeing officials.

CONCLUSIONS: From a legal standpoint, OAT authorisa-
tions should be straightforward, yet we found significant
divergences among cantonal systems. We could not find
scientific evidence that supports a given framework. We
recommend harmonizing the 26 cantonal systems while
reviewing the need for OAT authorisation.

Introduction

Opioid agonist treatment (OAT) is the gold standard for
treating opioid use disorders in Switzerland and abroad
[1-4]. Long-acting opioid agonists, such as methadone,
levomethadone, buprenorphine, and slow-release mor-
phine, create a state of protective tolerance, allowing the
person in OAT to reduce heroin use or stop taking it alto-
gether while initiating and maintaining further medical or
psychosocial care [5].

Historically, Switzerland, most European countries, Cana-
da, the United States, Australia, and others, have had regu-
latory requirements for OAT that are stricter than those ap-
plicable to treatment with other pharmaceutical products,
including controlled medicines [6, 7]. Internationally, the
requirements are diverse; they range from national reg-
istries for persons in OAT to national waivers authorizing
physicians to prescribe OAT medications [6—8].

A 2017 Council of Europe report established guiding prin-
ciples on legislation and regulation and emphasized coun-
tries’ duties to ensure a coherent OAT framework [8].
However, the academic literature shows that international
regulations have not been implemented uniformly and that
the national laws and clinical practices are disparate
[9-11]. Thus, coherence is not ensured. Studies have
shown that policies can create administrative barriers,
thereby affecting OAT availability and access [7, 12].

Switzerland has long been heralded as a pioneer for its
drug policy (in particular, the “four-pillar policy” of pre-
vention, therapy, harm reduction, and sanctions); it is often
described as a model for other countriecs. However,
Switzerland is a federalist country in which authority is
shared among the Federal government, 26 cantons (a can-
ton is equivalent to a state in the United States), and ap-
proximately 2000 communes (see figure S1 in the ap-
pendix). The Swiss Narcotics Act (NarcA) requires the
cantons to execute certain tasks [13]. As such, laws, ordi-
nances, and guidelines regarding OAT at the cantonal level
detail the responsibilities and relevant procedures.

In 1975, the Federal NarcA had already required cantonal
authorisation to treat opioid use disorders (Art. 15a NarcA,
in force since 1 Aug. 1975). More precisely, a licence is-
sued by the canton was required to prescribe, dispense, and
administer narcotics intended to treat persons dependent on
narcotics [14]. In 2011, the OAT authorisation requirement
was specified further in an ordinance [15].

In 2020, Switzerland counted over 16,000 persons receiv-
ing OAT with a cantonal authorisation [16]. The number
of people in Swiss OAT has remained mostly stable for
20 years, with a slight decrease since 2018 [16]. Around
60% of OAT treatments are administered by general practi-
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tioners [17]. Approximately two-thirds of people in Swiss
OAT receive methadone (59.8%), less than one-third re-
ceive slow-release morphine (27.5%), and only a minority
receive buprenorphine (8.5%), levomethadone (3.0%) or
other molecules (1.2%) [18].

Treatment with diamorphine prescription (pharmaceutical
heroin) is subject to specific regulatory requirements. It is
subject to restricted control and requires a federal authori-
sation from the Federal Office of Public Health (FOPH).
In 2019, the programme serviced 1400 people [19]. In
this publication, we exclude these authorisations because
they are federal authorisations following (mostly) uniform
rules.

Our study is exploratory and aims to investigate the var-
ious cantonal provisions deriving from NarcA regarding
OAT. For cantonal OAT authorisations, we focused on the
authorisation type, the renewal, the procedure and collect-
ed data, third-party involvement, and the requirements im-
posed on treating physicians. Our primary objective was
to determine how these legal requirements are, on the one
hand, implemented and, on the other hand, perceived in
each canton. This includes a collection of implemented so-
lutions, their results, and challenges. We hypothesised that
we would see a heterogeneous implementation, as the sys-
tems have developed independently from each other for
decades; moreover, there is little pressure to harmonise
among cantons. Based on our interview results, we high-
lighted the differences between the current practices and
collected suggestions for improving CM legislation (our
secondary objective).

To our knowledge, our research is the first attempt to de-
scribe the implementation of the cantonal OAT require-
ment. The vast divergence among implementation strate-
gies makes Switzerland the perfect microcosm for
analyzing OAT regulation. Our critical review and recom-
mendations reveal the need to evaluate different approach-
es to improve OAT regulation and implementation.

Method

Our research project started with an extensive literature re-
view, which had already been published in an article on the

pilot phase [20] and in another article analyzing cantonal
legislation [21]. This paper presents the entirety of our em-
pirical results regarding OAT authorisations.

Our data collection method was based on a two-step ap-
proach [20]. We conducted an extensive cantonal legal and
document analysis to prepare for our interviews, which
were held with cantonal physicians and cantonal pharma-
cists. This enabled us to optimise our time in the inter-
views, which we conducted to verify whether the OAT
guidelines and documents published online had been ap-
plied and to complete any missing data.

The interviews covered tasks implemented by the cantons
according to NarcA. In this publication, we present only
the results regarding cantonal OAT authorisations. As
mentioned above, we excluded federally regulated treat-
ments with diamorphine prescription.

Document and legal analysis

From 2020 to 2021, CAB and CSK collected the relevant
cantonal legal texts wusing the internet platform
http://www.lexfind.ch (keyword search: “Betdubungsmit-
tel” and “Sucht”). Only texts on laws and guidelines in
force when we conducted the analysis were included. We
identified the applicable cantonal articles and regulations,
highlighting inconsistencies between federal law and can-
tonal specificifications.

CAB and CSK completed the document analysis by
searching for forms and guidelines on the cantonal health
officials’ websites. We looked specifically for cantonal
OAT guidelines and “OAT contracts”.

CAB and CSK discussed the findings for each canton. We
summarised the findings in a database, thus facilitating a
comparison across cantons. This enabled us to establish
canton-specific questions, including about a lack of exist-
ing guidelines, to ask during the interviews.

If we could not find specific information in advance, dur-
ing the interviews, we verified that there was indeed a
dearth of available documentation.

Document collection
Lexfind.ch and
@ cantonal websites

Cantonal legal summary

Creating doc file

Creating MaxQDA
database

Data matrix

OAT guideline analysis

terative coding in

Excel sheet with
categorized codes MaxQDA software
g HH
Findings o o

Figure 1: Different methodological steps in analyzing cantonal OAT authorisation implementation.
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Table 1:

Interviews: participant selection

We chose to interview the cantonal physicians and canton-
al pharmacists (i.e., inclusion criteria). They are the can-
tonal officials who are generally responsible for adminis-
tering the tasks designated by NarcA (specifically articles
3e, 11 1bis, and 1618 NarcA). As such, they are at the
forefront of implementing federal and cantonal legislation.
Additionally, cantonal physicians and cantonal pharma-
cists shape implementation through their oversight and ad-
visory roles.

Cantonal physicians and cantonal pharmacists can also
nominate deputies to participate in their stead.

We did not include officials responsible solely for narcotics
regulation in veterinary use.

Instrument: interview guide

The interview guide (see supplementary materials in ap-
pendix) was adapted differently for each canton based on
the document and legal text analysis described above. The
topics detailed in the interview guide were gradually re-
fined and simplified in a pilot study conducted in four can-
tons (Vaud, Geneva, Fribourg, and Valais). In 2021, we
published the process through which we refined our inter-
view guide in this pilot phase [20].

The interview guide is comprised of three sections: (1)
warm-up questions pertaining primarily to the participants’
background, (2) questions regarding implementing the dif-
ferent legal provisions, and (3) personal (i.e., subjective)
opinions expressed by the cantonal physicians and canton-
al pharmacists on their roles as dictated by NarcA.

Recruitment process

Participants were recruited by contacting the cantonal of-
fices of the cantonal physicians and cantonal pharmacists.
The invitation was sent via e-mail and included the project
letter with additional information and a link to the project
website. If no response was received, the offices were con-
tacted by phone. Participants were not asked to prepare for
the interview to ensure similar conditions for all.

Upon confirming the interview’s date and time, partici-
pants were informed about the interview’s general themes

Interview guide module OAT with follow-up questions, which were asked only when applicable.

and structure. We explained that the questions are “offi-
cial” in the first part of the interview and that the coded
personal data (but not their statements) would be linked
to the canton. In addition, participants were sent a consent
form at the latest one day before the interview so they
could review it beforehand.

Interview procedure and data processing

The participants were interviewed one-on-one in semi-
structured interviews, ranging in duration from 1 to 1.5
hours. The interviews were conducted in either French or
German, depending on the individual participant’s prefer-
ence. Depending on COVID-19 restrictions and participant
preferences, interviews were administered in person, via
Zoom, or over the telephone.

If a participant explicitly agreed, the interview was audio-
recorded so a transcript could be generated for the qual-
itative data analysis. To ensure that all interviews were
conducted in the same environment and to safeguard confi-
dentiality, they were carried out separately for the cantonal
physicians and cantonal pharmacists.

If, after the interview, data were missing, we called or e-
mailed to obtain follow-up answers.

More details regarding the interview procedure and data
processing can be found in the supplementary materials
(see appendix).

Analysis

CSK and SB coded and analysed the interview transcripts
using an analytical framework approach with content
analysis using MaxQDA [22-25]. We decided on an es-
sentially deductive approach, namely because our research
seeks to describe differences and similarities among can-
tons. Furthermore, our analysis only presents participants’
actual words (manifest analysis). We used a preliminary
matrix based on insights from the legal analysis, which
preceded interviews and structural codes. We chose an un-
restrained categorisation matrix to allow for the creation of
subcodes with inductive content analysis when necessary
[26]. In practice, the interviews were coded first with main
codes, that is, structural codes corresponding to questions
in the interview guide, e.g., “OAT authorisation type”. The
main code text was categorised, e.g., subcode “OAT autho-

Topic

Subtopics

OAT authorisation request

Using substitution—online tool or cantonal form

Patient data required

Duration/renewal of authorisation granted

Training requirements for physicians or pharmacists

OAT treatment guidelines and recommendations

Treatment of underaged (<18 years) persons

Substance restrictions

Co-medications (e.g. Benzodiazepines, Ritalin): authorisation, reporting requirements or restrictions

Urine tests

OAT dispensing guidelines and recommendations

Visual control of the person taking OAT required

Methadone formulation restrictions

Recommendation regarding added syrup

Possible dispensation sites

Acceptance of persons in OAT by dispensing pharmacies

Cooperating with other cantons

Double treatments

Exchanging experiences
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risation specific to a person in treatment”. If no suitable
code existed, creating a new code with inductive content
analysis was considered, e.g., subcode “Involvement of ad-
diction counsellor”.

Ethical considerations and data availability

The interviewed cantonal officials were informed about the
research’s aim and to what extent the resulting data will
be made available. Informed consent was obtained from
all the study’s subjects involved. Participants could request
a copy of the written transcript of their interview. Finally,
this article’s draft was sent to every interviewed participant
for review.

We do not believe there are sensitive ethical issues in inter-
viewing cantonal officials regarding their professional ac-
tivities. However, during the interviews, participants were
asked for their opinions, and some explained their stance
regarding addiction politics or critiqued authorities. There-
fore, the data are not publicly available; this is to maintain
strict anonymity of the participants. Moreover, it is impos-
sible to fully anonymise the data; based on the complete
dataset, it is comparatively easy to infer participants’ iden-
tities (e.g., large canton vs small canton). However, the da-
ta presented in this study are available on request from the

Swiss Med WKkly. 2024;154:3629

corresponding author. A re-identification waiver will be re-
quired to access the interview transcripts.

The research protocol was approved by the University of
Lausanne Research Ethics Commission (Commission
d’Ethique de la Recherche de 1’Université de Lausanne;
Project number: E FBM 022021 _00001).

Results

In total, we reviewed 263 cantonal legal texts that con-
tained our word searches. However, our areas of interest
were generally covered within a single cantonal law or or-
dinance. We collected and compared 21 OAT guidelines
(see figure 2A and table S1 in the appendix). They differed
in structure, depth, and topic. For example, one OAT
guideline might detail rules applicable when patients go
on holiday, whereas another might not mention holidays at
all. Furthermore, during the interviews, we learned that 2
(10%) guidelines were outdated and 5 (24%) were about to
be updated. Hence, a sole textual analysis of these guide-
lines cannot be conclusive.

We will now present the interview results which reflect ac-
tual OAT implementation at the cantonal level.

A - Cantonal OAT Guidelines

B - Renewal of authorization

Figure 2: Implementation variation of cantonal opioid agonist treatment (OAT) authorisations. A: OAT guideline availability and status; B: Peri-
od after which the cantonal OAT authorisation must be renewed; C: Training requirements general practitioners prescribing OAT must fulfil.

@ exists and is in force

O exists but will be updated
O exists but is outdated

M is non-existent

O every 12 months (initially after 6 months)
@ every 12 months

B every december

W every 24 months

M every 10 years (renewal physicians’ permit)
M unlimited

E no requirement

O confirm having read guidelines

B phone call with cantonal physician
O training during indication setting

B afternoon training (3h training)

W afternoon training (4.5h training)
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Figure 3: A graphic representation of differences in authorisation
systems of opioid agonist treatments (OAT). Dark blue: most can-
tons; white: the alternatives.
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Interview characteristics

We contacted all cantonal physicians and cantonal pharma-
cists (27 for OAT). The cantonal physician of Appenzell-
Innerrhoden did not respond to our e-mails or calls (5 at-
tempts in total). Appenzell-Innerrhoden is a small canton
with only one cantonal physician and no cantonal pharma-
cist; additionally, it reports only two people in OAT, so we
excluded the canton from our analysis.

We conducted 26 interviews regarding OAT with the over-
seeing cantonal officials (24 cantonal physicians and 2
cantonal pharmacists) between July 2020 and July 2022.
Of the 26 participants, 13 (50%) were female. Eight (31%)
were deputy cantonal physicians. The range of experience
in their current position varied from 4 months (lowest)
to 23 years (highest). Three participants (12%) had less
than one year of experience as a cantonal physician, and
7 (27%) had between 1 and 3 years of experience (mainly
COVID-19 pandemic years).

Cantonal physicians (or their deputies) grant cantonal OAT
authorisations in all cantons except Thurgau and Valais,
where the cantonal pharmacists perform this function.
Graubiinden's cantonal physician is also responsible for
Glarus.

Type of authorisation: individual treated vs general?

In the majority of cantons (21/25; 84%), OAT authorisa-
tion is specific to the person being treated (figure 3, table
S1). This means that cantonal authorisation is given to a
physician for an individual person in treatment. The au-
thorisation can be requested by any physician with a pro-
fessional licence (a permit for the independent practice of
medicine) in that canton. In practice, it is mainly general
practitioners that offer OAT in the ambulatory sector [17].

However, Ticino, Ziirich, and Zug give a general OAT au-
thorisation to the physician without any specific reference
to a person in treatment (table S1). In Ziirich, to be granted
a general OAT licence, the physician must already have his
or her professional licence and have already attended an in-
troductory OAT course. In Zug, a physician will be grant-

Swiss Med Wkly. 2024;154:3629

ed an OAT licence based on her further or advanced train-
ing, which she would have had to disclose when applying
for her professional licence. In Ticino, the physician must
confirm that he or she has read and will comply with OAT
guidelines and regulations and that he or she will provide
the required data. In the next step, the OAT-licenced physi-
cian in these cantons discloses the treated persons’ identi-
ties only to the cantonal physician.

Fribourg has a double authorisation system. In addition to
having a first, general OAT licence, the licenced physician
must request an additional authorisation for each person in
OAT from the cantonal physicians.

Authorisation renewal

Federal legislation does not specify if the cantonal au-
thorisation is for only a limited time. Nevertheless, most
cantons with OAT authorisations specific to treated per-
sons issue them for one year (15/22; 68%; figure 2B, table
S1). Two cantonal physicians issue OAT authorisations for
two years (Aargau, Graubiinden, Glarus; 3/22; 14%). Four
cantons (Basel-Land, Basel-Stadt, Jura, Schaffhausen) is-
sue unlimited authorisations (4/22; 18%). Similarly, in the
three cantons that offer general authorisation (Ticino, Zug,
Ziirich), for the physician, the notification of persons in
treatment is valid without a time limit or as long as the
physician's professional licence is valid. However, a yearly
follow-up occurs for statistical data. Some cantonal health
officials have implemented systematic reminders for
physicians to renew their licences, or they use a web plat-
form to send reminders. In contrast, Appenzell Ausserrho-
den bundles the process by requiring renewal annually in
December for the following calendar year.

When there are treatment modifications, such as switching
to another substance, the administering physician is gener-
ally required to request a new authorisation, despite federal
law not requiring this.

Authorisation procedure and data

Since its development in 2014, an increasing number of
cantons has joined the web-based “substitution-online.ch”
platform to manage OAT authorisations [16]. This web-
based application allows physicians to request OAT autori-
sations and cantonal health officials to grant and manage
these authorisations. Moreover, pharmacists see the names
of the person in OAT to whom they are dispensing. The
platform issues — in theory — an alarm if there is double
treatment; it also stores data used to publish yearly statis-
tics.

As of 2022, 21 of the 26 cantons (81%) had switched to
this platform, but some still receive and manage OAT au-
thorisations by means of paper, PDF forms (Basel-Land,
Basel-Stadt, Zug, Ziirich), or an earlier software (Luzern)
[16].

The federal narcotics addiction ordinance specifies that to
grant an OAT authorisation, the cantonal authority must
receive the name, sex, and address of the person seeking
OAT, as well as the treating physician’s address [27]. How-
ever, all cantons collect much more data than required (e.g.
socio-economic and health data), and cantonal physicians
and cantonal pharmacists often report that they specifically
check the requested medicine molecule and dosage [28].
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The substitution.ch platform offers cantons a choice among
three types of questionnaires, each varying in length. The
majority have chosen the short questionnaire (19/26; 73%).
Nevertheless, three decided on the long questionnaire
(Aargau, Fribourg, Nidwalden), and two opted for the
medium-length version (Graubiinden, Glarus). Vaud has
its own questionnaire on the platform. The other cantonal
forms are either versions adapted from the short question-
naire or, if still using paper, they are even shorter.

Third-party involvement

In Valais, Uri, Nidwalden, Obwalden, and Schwyz (5/25;
20%), an “addiction counsellor” must be involved in every
OAT treatment (table S1). These counsellors are state
workers whose tasks are similar to those of social workers.
However, they perform a moderating function between
the person in treatment and his or her physician; they
also issue a yearly report. They are generally the ones
who enter data into the above-mentioned web-based plat-
form. In Valais, addiction counsellors are part of a private
foundation mandated by the canton to provide continued
social support for persons with any addiction, including
opioid use disorders. They are heavily involved in the
person’s treatment and even sign a document listing pa-
tient, physician, pharmacist and counsellor duties regard-
ing OAT called “multipartite OAT contract” [29].

Physician requirements

Federal ordinance states that only qualified persons can
provide OAT [30], but it is unclear what exactly this means
for physicians.

Training

Many cantons require training for physicians who want to
prescribe OAT (figure 2C, table S1).

In Ziirich, only physicians who have received their canton-
al professional licence and attended the introduction train-
ing stipulated by the cantonal physician can request the
OAT licence. There is no follow-up training. In Fribourg,
the cantonal physician requires attending his introduction
to OAT training and then a regular follow-up training every
two years. In Ticino, a physician applying for general OAT
authorisation must confirm having read the cantonal OAT
laws and guidelines and may be required to have a phone
call with the cantonal physician. Physicians offering OAT
must participate in an afternoon course by Ticino’s canton-
al physician annually. In Solothurn, only a phone call with
the cantonal physician is required.

Five cantonal OAT guidelines (Bern, Basel-Stadt, Jura,
Obwalden, Uri) mention that granting an OAT authorisa-
tion can be linked to proof of further training (5/21; 24%).
Seven (Bern, Basel-Stadt, Jura, Neuchatel, Obwalden,
Sankt Gallen, Uri) expect that physicians offering OAT are
interested in this area and regularly attend trainings on the
topic (7/21; 33%). However, based on our interviews, nei-
ther requirement is actively applied or enforced.

OAT indication only from “experts”

In the majority of cantons, any physician with a valid pro-
fessional licence can set the indication and decide on the
treatment (21/25; 84%). In the context of OAT, this means

Swiss Med Wkly. 2024;154:3629

choosing the molecule, dose, location, and frequency of
dispensation.

However, in Schwyz, Basel-Stadt, and Basel-Land, setting
the indication for OAT is limited to indication centres
(table S1). Hence, a general practitioner diagnosing an opi-
oid use disorder must send the person to the indication
centre. This centre is a specialised unit, usually the can-
tonal hospital’s addiction service. At the indication centre,
physicians determine the treatment and decide on all its as-
pects. In this system, the indication centre requests an OAT
authorisation for each individual seeking OAT. After the
indication setting, the patient can remain in treatment at the
centre or can receive the indicated treatment from his or
her general practitioner. In essence, in this system, every
person in OAT must be seen by an addiction specialist.

Luzern created a variation of the above described indica-
tion centre system. In this canton, a general practitioner
can only set an OAT indication under the centre’s supervi-
sion. Once a physician has completed three supervised in-
dication settings (deciding substance, dose, etc.), he or she
no longer requires supervision, as the physician is deemed
“trained and approved”. Such physicians are called “indi-
cation physicians”, and the centre maintains a register of
them. The authorisation requirement for each patient re-
mains for both the centre and the indication physicians’.

Cantonal health officials’ concerns and attitudes

We identified the following issues that cantonal physicians
and cantonal pharmacists are facing regarding OAT:

Several (7 out of 11) cantonal physicians and cantonal
pharmacists expressed the desire for physicians to be better
trained in OAT and addiction in general, while ceding that
not every physician is suited for offering OAT, or even
wants to. At the same time, nor do they wish to require too
much from physicians so as not to discourage those offer-
ing OAT.

Some (9 out of 16) cantonal physicians also mentioned dif-
ficulties finding young general practitioners willing to of-
fer OAT because persons in OAT might not be the “easiest”
patients. The problem might worsen as the older gener-
ation of physicians offering OAT retires. However, other
cantons reported that they do not face this problem.

When asked, most cantonal physicians and pharmacists
(23 out of 23) reported that OAT access is easy in their
canton, with no perceivable cantonal differences in their
answers. Nevertheless, cantonal physicians and cantonal
pharmacists admitted having no indicators to assess ease of
access. Independently, we could not find published data on
this issue in Switzerland.

Except for one, all cantons not yet using the substitution-
online platform expressed interest in using it in the future,
hoping that it would reduce the administrative workload,
improve the follow-up of persons in OAT, and provide
them with a more comprehensive picture of the cantonal
situation overall. They were nonetheless wary of the
changes and work entailed in such a switch.

None said they would invest more resources, should they
get them, into OAT. They stated that they had other respon-
sibilities requiring resources first.
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Cantonal physicians seem to accept authorizing OAT as a
task that is naturally theirs. One cantonal physician ques-
tioned, without being prompted, the authorisation system
in its entirety.

In general, we learnt that there is little exchange among
cantonal officials regarding OAT. Moreover, when there
were any such exchanges, then it would be mainly person-
specific (i.e., because the person in OAT, the physician, or
the dispensation site are in different cantons). Furthermore,
there is little to no interest in harmonizing OAT cantonal
practices. Some cantonal physicians and cantonal pharma-
cists explained that the current systems are too divergent
to be harmonised, while others stated that they are only the
law’s executors, not legislators.

Discussion

OAT authorisations should be straightforward, based on
the NarcA. However, our study shows that there are sig-
nificant divergences among cantons. We find that the au-
thorisations are mainly specific to the person in OAT (21/
25), are granted by the cantonal physicians (23/25), and re-
quire renewal every 12 months (15/25). Furthermore, most
cantons use the web-application https://www.substitution-
online.ch to manage OAT authorisations (21/26) and allow
OAT indication to be done by any physician with a profes-
sional licence (21/25).

Apart from vague statements regarding the need to prevent
for medicine diversion, there are no explanations why can-
tons chose different systems. Furthermore, we could not
detect any patterns; it could not be explained by different
linguistic regions or a canton’s rural or urban geography.

These divergences are important as they could directly af-
fect persons in OAT, an already vulnerable demographic.
Furthermore, the differences could adversely affect canton-
al health officials” workload, bearing in mind that they al-
ready have many other demanding duties.

Critical analysis of the current situation

Cantonal divergences multiply the workload. Specifically,
it consumes cantonal officials’ time and resources to issue
and update OAT guidelines. Furthermore, difficulties
emerge, and clarifications must be made whenever the
physician, the person treated, or the dispensation site are
not in the same canton. Overall, whether these differences
are still desirable or appropriate should be questioned. In-
deed, OAT has become an established gold standard ther-
apy, and the medications used in OAT are approved by
Swissmedic for this specific indication.

Indirectly, such divergences indicate the failure of creating
a coherent OAT framework in Switzerland. Notably, no
cantonal system could convince all cantons to adopt it.
This is best illustrated by the variation observed in the du-
ration of authorisations: A duration too short creates un-
necessary bureaucracy and carries the risk of treatment in-
terruption when the treating physician fails to renew the
authorisation in time. An unlimited authorisation, however,
generates unreliable data regarding the end of treatments;
this means that statistical data are not necessarily up to
date. Anticipating this conflict, the federal authority rec-
ommended limiting authorisations to two years [31], yet
only a few cantons have complied.

Swiss Med Wkly. 2024;154:3629

Currently, there are neither reliable indicators nor data for
measuring the impact of the differing regulation and imple-
mentation. Despite this dearth of data, we can nevertheless
question the adequacy of the authorisation requirement.

Adequacy of the authorisation system

During our interviews, one participant questioned the en-
tire authorisation system. In our assessment, this is a crit-
ical question, which we will now discuss in detail. To this
purpose, we will first identify the possible aims of the re-
quirement and then review alternative ways to reach the
same goal.

When the cantonal authorisation for OAT was introduced
in the NarcA, the federal Parliament mentioned preventing
abuse as a justification [32, 33]. The main objectives listed
in the cantonal documents are to ensure therapy standards
and quality, prevent double treatments, and collect statisti-
cal data [34, 35].

Regarding the first aim, i.e., ensuring therapy standards,
it should not be the cantonal physicians’ responsibility to
create medical standards [21]. They lack the medical ex-
pertise and the time to gather the scientific data support-
ing a medical consensus. This task belongs to medical so-
cieties, and they have performed it — at least in part [36,
37]. Cantonal physicians also lack access to the medical
dossier of the person in OAT; thus, they cannot truly verify
the suitability of an individual treatment.

Variations in training requirements for physicians request-
ing an OAT authorisation is surprising. Different standards
are required and various trainings offered, the most rigid
regime being indication centre systems. Such overly re-
strictive systems are likely against the original intent of
federal authorities. Indeed, the commentary of the federal
narcotics addiction ordinance explained in 2011 that OAT
is a standard medical practice [31].

For the second goal, i.e., preventing double treatments, na-
tional statistics show that double treatments still occur an-
nually [16]. We argue that, without strong inter-cantonal
collaboration, this aim cannot be achieved. For instance, a
Swiss-wide simple declaration system could be considered
via a secured online central database.

Regarding the third objective, i.e., collecting data for sta-
tistical purposes: currently, the collected statistical data are
not fully exploitable due to different data formats [16]. Al-
though most cantons now use the substitution-online plat-
form, the yearly published statistics only consistently pro-
vide the most basic information, such as age and sex of
the person and the molecule used in OAT [18]. The situ-
ation is worsened by the fact that Ziirich, which account-
ed for 17.8% of all persons in OAT in 2020 [18], does not
use the platform. Together with Basel-Landschaft, Basel-
Stadt, Luzern, and Zug, the cantons not using substitu-
tion.ch comprise almost one-third of Switzerland’s OAT
treatments.

It is well known that epidemiological data are crucial for

sound public health policymaking. However, the simulta-

neous collection of data for administrative and scientific

reasons is questionable:

— Well-designed epidemiological and other scientific in-
quiries can be conducted without an authorisation re-
quirement (e.g., cohort studies).
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— A person seeking treatment for an opioid use disorder
should not be forced to participate in epidemiologic
studies, as that creates barriers to access. Every person
entering OAT should be offered to participate in scien-
tific studies, but not obliged to. Research without valid
consent is unethical.

— Furthermore, compared to the current undirected data
collection, scientific investigations should have clear
objectives and ideally test specific hypotheses.

— Collecting data for statistical purposes when requesting
an authorisation can make officials feel obligated to
verify that each treatment is medically correct. This in
turn creates an unwanted shift of responsibility from the
prescriber, who has examined the person, to the canton-
al physician. The responsibility, however, should re-
main with the healthcare provider, who has examined
the person in OAT and is committed to that person’s fol-
low-up.

We did not compare our results with other countries. Three
issues restricted us from doing so. First, our initial litera-
ture review did not reveal other countries’ OAT implemen-
tation data; we confirmed this lack of information with the
EMCDDA and Pompidou Group network. Second, we not-
ed that the implementation of OAT regulations in Switzer-
land’s neighbouring countries (e.g., France and Germany)
is more centralised [38]. Last, a comparison made with an-
other federalist country, such as Belgium, would be diffi-
cult because OAT legislation would differ overall.

Recommendation

The obvious recommendation would be to harmonise OAT
regulations across cantons. This would reduce bureaucra-
cy, work duplication, and incoherence.

However, is harmonisation actually the most effective ap-
proach? Considering the lack of data supporting positive
effects of an authorisation requirement, and in accordance
with the Pompidou Group [8], we recommend removing
the authorisation requirement, while simultaneously im-
proving epidemiologic data on OAT and opioid use disor-
ders. The Pompidou Group, the Council of Europe’s drug
policy co-operation platform, called for the abolition of
prior authorisation schemes in a 2017 report on guiding
principles for OAT. [8].

The authorisation system dates back to an earlier period
when OAT treatments were off-label and not supported by
randomised controlled trials as a gold standard [8]. In other
words, today’s context is nothing like the situation in 1975,
when there was no scientific evidence. For over 20 years,
OAT has been based on medicines approved by oversight
agencies; methadone and buprenorphine have been on the
model list of essential medicines since 2006 [39]. We thus
argue that OAT has become a standard medical treatment
for a chronic disease and should be treated as such.

We agree with the Pompidou Group that eliminating au-
thorisation requirements would improve treatment avail-
ability, accessibility, and acceptability [8]. The complicat-
ed authorisation systems and the attached administrative
constraints can limit the number of physicians and pharma-
cies willing to offer OAT. Removing such authorisations
would certainly alleviate the current lengthy bureaucratic
processes. For the person in OAT, being subject to burden-
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some constraints that compromise his or her privacy can
discourage the person from even searching for treatment.
Furthermore, removing the licencing requirement would
likely reduce stigma for an already vulnerable demograph-
ic. To anticipate critics who fear double treatments (i.c.,
a person receiving OAT treatment twice), implementing a
simpler declaration mechanism should be considered [8].

The apprehension that removing authorisation stipulations
would lead to diversion can be assuaged by the fact that
the cantons with the slimmest regulation have, to their
and our knowledge, not experienced more adverse conse-
quences — at least when compared to the cantons with the
strictest regulations. Again, there is no study, to date, that
indicates an authorisation system impacts the diversion of
medicines. Additionally, the substances prescribed in OAT
are also used as analgesics without requiring any authori-
sation at all; yet the supposed risk of diversion also exists
in this context.

Removing the authorisation requirement would reinforce
the message that treating opioid use disorders and offering
OAT is a basic responsibility of all healthcare professionals
and simply part of routine medical care. It will also be cru-
cial to maintain support for prescribers and dispensers to
maintain high OAT quality. OAT training should be part
of the standard medical curriculum, and training on ad-
dictions, in general, should be encouraged. Furthermore, it
should be made easy for general practitioners to obtain an
expert opinion when faced with difficult situations.

Limitations

A fundamental limitation of our methodology is the limited
time we had during interviews to cover various topics, in-
cluding OAT with the cantonal physicians and cantonal
pharmacists. Had we had more time, we could have gone
into greater detail about the reasoning underlying certain
processes. Further research is required to understand why
cantons have implemented the regulation the way they
have.

Our study is a snapshot in time. Cantonal physicians and
cantonal pharmacists, but also cantonal regulations and
OAT guidelines, might have now changed. In addition, our
study was conducted during the COVID-19 global pan-
demic, meaning that the cantonal physicians and cantonal
pharmacists had a demanding workload related to the pan-
demic.

No data available could be used to compare the impact
of cantonal regulations regarding OAT access, availability,
and acceptability.

Moreover, we interviewed only the cantonal physicians
and cantonal pharmacists responsible for administering
OAT. Further studies are needed to gather reliable data and
feedback from general practitioners and pharmacists, who
must comply with cantonal regulations.

Likewise, we did not study specifically the impact that
these different systems have on physicians, pharmacists,
and persons in OAT. Better quality and comparable data
would be required for that.
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Conclusion

In conclusion, although most cantons use the same web-
based platform to manage authorisations, the practices and
regulations still differ. We found diverging rules and prac-
tices regarding OAT authorisations concerning the type of
authorisation (specific person treated vs general), adminis-
trative procedures, and who can set the indication — despite
there being no scientific evidence supporting these vary-
ing approaches. The most obvious rectification would be
to harmonise cantonal systems and to gather uniform da-
ta. However, as we contend, the entire system’s adequacy
must be questioned.
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https://gesundheit.lu.ch/-/media/Gesundheit/Dokumente/Heilmittel/Vademecum_Substitutionstherapie.pdf?la=de-CH
https://gesundheit.lu.ch/-/media/Gesundheit/Dokumente/Heilmittel/Vademecum_Substitutionstherapie.pdf?la=de-CH
https://www.ne.ch/autorites/DFS/SCSP/medecin-cantonal/Documents/RecommMethadone_2017.pdf
https://www.ne.ch/autorites/DFS/SCSP/medecin-cantonal/Documents/RecommMethadone_2017.pdf
https://www.ne.ch/autorites/DFS/SCSP/medecin-cantonal/Documents/RecommMethadone_2017.pdf
https://praxis-suchtmedizin.ch/index.php/de/
https://rm.coe.int/1680746114

Appendix

1 Supplementary figure

Supplementary figure 1: Map of the 26 cantons of Switzerland.

Cantons

AG = Aargau

Al = Appenzell Innerrhoden
AR = Appenzell Ausserrhoden
BE = Bern

BL = Basel-Landschaft

BS = Basel-Stadt

FR = Fribourg

GE = Geneve

GL = Glarus

GR = Graubiinden

JU =Jura

LU = Luzern

NE = Neuchatel

NW = Nidwalden

OW = Obwalden

SG = Sankt Gallen

SH = Schaffhausen

SO = Solothurn

SZ = Schwyz
TG =Thurgau
Tl =Ticino
UR = Uri

VD = Vaud
VS = Valais
/G =Zug

ZH = ZUrich
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2 Supplementary table

Supplementary table 1: Cantonal implementation of opioid agonist treatment (OAT) authorizations as of October
2022.

A B B B F G J L N [o] s S S s T T U V zZ Z
G R E L S R E L R U E W W G H Z G | R D S H
Authorization type
specific to person in OAT X X x | x [ x X X | x X | x |x X X X [ x |x X | x X X X
general authorization for physicians X x | x
double authorization (physician and patient) X
Authorization granted by
cantonal physician X x| x | x [ x |[x [x |x |x |x [x |x [x X x | x [x [x X [ x |x x| x
cantonal pharmacist X X
Renewal of authorization
every 6 months X
every December X
every 12 months X x | x x | x X X X X x | x X X X
every 24 months X X | x
every 10 years xt
unlimited X [ x X X X X
Authorization request via
substitution-online web-platform X x | x X [ x [x [x X X | x X x |x |x |x [x [x[x X X
cantonal paper or pdf form X | x x2 x | x
Invol of addiction Il
required LT PP PP e e PP el PO [x[ ] ]
Indication setting by
any physician with practice license X X X x | x X | x X X X X X [ x |x X X | x X X | x X
indication "expert" X | x X X
Physician must attend introductory training
afternoon training X x*
confirm having read guidelines and regulations X
phone call with cantonal physician X
training during indication setting X
Further training for OAT physicians
required annually X X
required biennially X
Cantonal OAT guideline
exists and is in force X X x [x [x X [ x |x X X X X X X
exist but will be updated X X X X X
exists but is outdated X X
non-existent X X X X
N forced inc | OAT guideli
regular attendance of OAT-specific trainings is expected X X X X X X X
to be granted authorization, training can be required from
physicians X X X X X

1 authorization is linked to physicians’ professional license, which must be renewed every 10 years
2 currently using an older program issued by the Federal Office of

Public Health

3 training of 4.5 hours with experts invited

4 training of 3 hours together with the Psychiatric University Clinic Zurich
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3 Interview guide

We have published our full interview guide on our website: https://wp.unil.ch/medicaments-sous-

controle/projet/documents/

For convenience, below is the part of the interview guide that is on opioid agonist treatments specifically.

We have described the creation of the interview guide and analysis method previously in our publication on the
pilot study (Switzerland’s narcotics regulation jungle): https://doi.org/10.3390/ijerph182413164

Opioid Agonist Treatment

| would now like to talk about substitution therapies. According to Article 3e BetmG and Articles 8 and 9 of the
BetmSV, the cantons are responsible for issuing licenses for the dispensing, prescription, and administration of
controlled medicines for the treatment of addictive diseases.

ADAPTED FOR EACH CANTON:

National OAT statistics for the canton: x patients (of which y with methadone, z in pharmacy, a at doctor's, and
b in facility).

Cantonal legal basis or document reference

O

Type of authorization
[0 Authorization request
e Requirements for physicians
e Substitution-online platform? Authorization only online or paper?
e Patient data, exchange with other cantons
e Duration/renewal of authorization
[l Guidelines and recommendations for OAT treatment
e Age<18?
e Molecules
e Co-medications, e.g., Benzodiazepines, Ritalin (authorization/reporting
requirements/restrictions).
e Urine drug screens
[1 Guidelines and recommendations for OAT dispensing
e Taking medicines under supervision / visual control
e Methadone formulation, why?
e Recommendation regarding the addition of syrup?
e Possible dispensing sites, trends?
Acceptance of OAT by pharmacy
Diamorphine prescription (HeGeBe) program
Cooperation with other cantons (double treatments), exchange of experiences
Special education/training OAT for physicians and pharmacists
Aging population of persons in OAT?
Bottleneck of primary care physicians that treat person in OAT?

I I o |
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4 Interview procedure

The participants were interviewed one on one in semi-structured interviews ranging in duration from 1-
1.5h on the themes laid out in the interview guide. Depending on the participants preference, the
interviews were conducted in either French or German. According to Covid-19 pandemic restrictions and
participant preference, interviews were conducted in person, via zoom, or telephone.

If the participant explicitly agreed, the interviews were audio-recorded to facilitate the creation of a
transcript for the qualitative data analysis. To ensure that all interviews were conducted in the same
individual environment, the interviews were not conducted as group interviews with the CPY and CPA
together. Another reason for conducting the interviews separately was to guarantee the anonymity of
responses.

The interviews began with the interviewer thanking the participant for being available. A short summary
of the research project followed as well as an introduction to the researchers present and the rest of the
absent team. Participants were reminded of the structure of the interview and were asked to review
and sign the consent form or give oral consent.

The interview warm-up contained easy to answer, structural and demographic questions. The opening
questions had the goal to make the participant feel at ease. Participants were asked for their team size.
This information revealed the resources that are available to the participants for their roles, without
fixating on funding.

The interviews were ended by thanking the participant for their time and their openness. It was also
stated that the research team would like to reach out at a later time point for a potential follow-up.

5 Data processing

The notes taken or the audio-recording were used to create a non-verbatim transcript. The audio
recording was destroyed once the transcript had been finalized. For analysis the interview transcripts in
French were all translated to German.

The interviews and transcripts were kept confidential and only the project team researchers had access
to them. The password-protected transcripts were stored on a secure CHUV server and on an external
hard drive that was backed up regularly.

If there was data missing, we called or emailed to complete the data.
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