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Modernizing the registration of psychotropic drugs: Ordinance
344/98 needs to be updated.

Modernizacao da escrituracdo de psicotropicos: a Portaria
344/98 precisa de atualizagao
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, Higor José Pinheiro Lopes?®

Over the past three decades, the world has undergone significant
changes and technological advances that have enabled automation and,
consequently, improvements in work processes. These developments
have optimized information management, reduced workloads and bu-
reaucratic barriers—particularly in contexts with limited human re-
sources—and thereby decreased operational time in daily routines.'
In health services, especially within hospital care, it has been possible
to observe the refinement and adaptation of these processes in response
to the exponential increase in healthcare demands during and after the
COVID-19 pandemic.? Furthermore, over the years, the perspectives of
healthcare services have shifted, and the quality of service delivery and
patient safety have become the guiding principles of healthcare practi-
ces.* These factors have been decisive in driving the computerization
of certain tasks, which today represents an indispensable condition for
the proper functioning of processes within health services. The same
has occurred in hospital pharmacy; however, not all aspects related to it
have progressed equally.

Ordinance 344/1998° regulates the entire process involving the ma-
nagement of medicines and substances subject to special control in Bra-
zil, commonly known as controlled drugs. Since its publication in 1998,
very few updates have been made to the text, except for changes to An-
nex I — the list of medicines and substances subject to special control
— which is updated continuously. Therefore, this piece of legislation
has not kept pace with the technological advances of recent decades and
is no longer aligned with the current context of health services, rende-
ring it, to some extent, obsolete.

In this context, we highlight Chapter VI of the aforementioned Or-
dinance, which covers Articles 62 to 66 and addresses the recordkee-
ping of medicines and substances subject to special control. It requi-
res that facilities handling these medicines maintain manual records
of controlled product movements in physical logbooks. Consequently,
the computerized alternative is treated as secondary, and the text of the
ordinance neither specifies nor describes the requirements for such an
alternative, making its assessment a subjective process. This section
of the legislation has led to disagreements between hospital pharmacy
services and the Sanitary Surveillance Coordination (COVISA), since,
during routine inspections, these authorities demand that hospital ser-
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vices comply with the regulation and maintain up-
dated handwritten logbooks. Many facilities, howe-
ver, argue that they possess computerized records
that serve as a substitute for manual documentation.
Such a requirement, within the current landscape of
hospital care, hinders compliance with the ordinan-
ce, considering the heavy workloads in these servi-
ces, the complexity of hospital pharmaceutical care,
and the quality programs that increasingly prioritize
digitalization in the healthcare sector. Electronic re-
cording of dispensing activities and drug movemen-
ts is a safer and more efficient alternative, providing
greater speed in the process and ensuring proper
data storage. Moreover, given the sharp increase in
the demand for psychotropic drugs in Brazil, elimi-
nating manual tasks reduces work overload and op-
timizes the time dedicated to healthcare processes.®
Therefore, the requirement for handwritten records
runs counter to ongoing discussions emphasizing
the benefits of information technology in healthca-
re,” as well as its contributions to patient safety.®”®
Additionally, manual recordkeeping is more prone
to errors.

In a context of complete absence of computeri-
zed technologies, maintaining handwritten records
would be appropriate. However, that is not the case
today. There are currently hospital management
software systems available that can be evaluated,
analyzed, and have their technical aspects discussed
by sanitary surveillance authorities. Tools such as
Smart®, MV Soul®, Salux®, Tasy®, and Hérus®,
among others, are commonly used alternatives
across various healthcare services. Although the di-
gitalization of this process is not explicitly provided
for in Ordinance 344/98, a normative instruction
issued in 1999 opened the possibility for records
to be computerized.!® Article 94 of Ordinance No.
06/99 states that recordkeeping may be carried out
electronically, provided it contains at least the data
established in Annex XVIII of Ordinance 344/98.
These data basically include information related to
inventory position and details of entries, outputs,
and losses, along with the respective dates of these
movements—information that is naturally incorpo-
rated into such software systems. In cases where an
institution opts for electronic recordkeeping, a re-
quest can be submitted to the local sanitary authori-

ty. However, despite the legal provision and the fact
that sanitary authorities acknowledge that healthca-
re services possess computerized systems, COVISA
inspections continue to insist on handwritten recor-
dkeeping and resist the adoption of hospital mana-
gement software.

Despite the issues described, not everything
appears static. In 2007, the National System for the
Management of Controlled Products (SNGPC) was
created through RDC No. 27,!! which, among other
regulations, allowed for the replacement of physical
recordkeeping with computerized records in phar-
macies and drugstores. This aimed to improve con-
trol and monitoring by sanitary surveillance autho-
rities. At first glance, it may seem contradictory that
an RDC regulates something that is still not fully
clarified in Ordinance 344/98—the main regulation
on the subject. However, such paradoxes in this area
are not uncommon, and this issue has already been
discussed in previously published research.!? Since
the establishment of the SNGPC, there has been
a gradual transition from handwritten to compu-
terized processes, with an update issued in 2014,!3
which remains in effect today. Nevertheless, these
changes are limited to a specific niche within the
pharmaceutical field. Meanwhile, hospital pharma-
cy services do not have access to the same system
and therefore tend to standardize the management
software provided by their institutions. This situa-
tion often leads to repeated inquiries and citations
in Sanitary Inspection Reports, particularly re-
garding the validation of such systems by sanitary
surveillance authorities, despite the existing legal
provision established by normative instruction.![]
However, reverting to a handwritten process is nei-
ther a viable, responsible, nor coherent alternative
in light of the current demands faced by hospital
pharmacy services.

Health information systems, or hospital manage-
ment software, are reliable tools for recording data
related to the production, handling, distribution,
prescription, and dispensing of psychotropic subs-
tances. Continuous updates and improvements to
these systems allow for the creation of customized
reports that meet the specific needs of each service.
As an example, we highlight Horus®, the National
Pharmaceutical Services Management System, used
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by a large number of pharmacies within the Brazi-
lian Unified Health System (SUS). In addition to
ensuring the proper storage of data concerning the
management of pharmaceutical products, Hérus®
also provides a specific report for medicines subject
to special control, closely resembling a traditional
logbook (Figure 1). This feature allows users to ex-
tract data related to a single drug or to all products
within the corresponding list, thereby representing
an interesting alternative for both hospital services
and sanitary surveillance authorities seeking to re-
gularize these regulatory issues.

An alternative that could be considered is the
creation of a system similar to the SNGPC for hos-
pital pharmacy services. However, a proposal of this
nature must be carefully evaluated, taking into ac-
count the software systems already in use within
these services, which, in this context, would likely
not be replaced. Moreover, the possibility of using
two separate software systems to manage psychotro-
pic drug inventories would render the work imprac-
tical. Nonetheless, these are scenarios that should
be explored, analyzed, discussed, and, if feasible,
implemented.

Figure 1. Report of Medicines Subject to Special Control in Horus®
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Therefore, considering the topic discussed, it is
essential that regulatory and sanitary surveillance
agencies prioritize the needs of hospital pharmacy
services regarding the issues addressed herein. It is
also necessary for legislation to be updated and adap-
ted to the ongoing technological changes and advan-
cements, so as not to become obsolete. Lawmakers
must keep pace with evolving contexts in order to
propose the appropriate and necessary updates. In
the context of this article, Ordinance 344/98 clearly
requires revision and modernization.
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