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1. Introduction / Objectives

1 The national and the international control of narcotic drugs, psychotropic substances and precursor chemicals in Switzerland is already today computerized to a wide extend (national control, international control, quarterly and annual statistics). Computer-based systems are essential since Swissmedic processes 300'000 notifications on the national traffic and issues 8’000 import and export authorizations per year involving 300 manufacturers, holesalers and traders, 32‘000 physicians and 3‘400 pharmacies and hospitals (general hospitals, clinics, nursing homes etc.). For annual statistics required by the International Narcotics Control Board (INCB), Swissmedic processes an enormous number of information on stocks, sales, purchases, manufacturing, imports and exports etc.

2 A stand-alone version of the National Database System (NDS) was tested during 4 days in view of a possible replacement of the existing database SEAKON for the international control of narcotic drugs, psychotropic substances and precursor chemicals.

3 It was also evaluated in what way NDS and/or our procedures must be changed and/or enhanced to enable the database, (1) to process annual statistical data provided by establishments, (2) to administer information on establishments, and (3) to make extensive use of special features such as the exchange of EDI files, electronic requests etc.

4 It is important to note, that NDS was specifically tested in regard to the national and international control system of Switzerland. Some opinions and results in this report may only be valid for the Swiss control system and should not in every case be transfered and interpreted to other national control systems.

5 It is also important to note, that some opinions and results in this report may not sufficiently take into consideration technical limitations and/or claims and requirements of other parties such as the INCB or other competent authorities. Some of the problems or errors identified during this test phase may only result from the specific installation in Switzerland and may not occur at other installations.

6 The NDS was compared with existing computer-based systems and tested against the background of the demands of today and the near future of Switzerland. The replacement of the existing technical systems should at least result in a system with equal or better performance.

2. Summary / Results

NDS 5.0.4 has become an modern and efficient database for the national and international drug control. Even though the system appears to be rather difficult in use at first sight, this is mainly a matter of user experience.

An introduction of NDS will in no country be without influence on existing procedures and it might even be advisable to adabt the national legislation to profit from all functionalities NDS has to offer.

Unfortunately, due to a faulty installation and time constraints, it was not possible to test all functions of NDS and some technical problems would not have occurred otherwise. It will therefore be necessary to finalize the tests with a new and correct installation of the latest version of NDS.

The problems identified during the test of NDS 5.0.4 are – with the exception of the identification number for each package size – of minor importance but nevertheless essential to increase the user friendliness and therefore the acceptance of NDS. The resulting proposals for changes and amendments are summarized in chapter 7.

3. Test of the Module „Parameters“

3.1. Sub-Module „Error Master“

Even though the purposes of this sub-module was understood, the following points should be considered:

· Error messages and their administration is not a task for users and should neither be modified nor deleted by them.

· The error messages should be harmonized in stile (either capital or small letters) and languages (some are given in English only, others are translated).

3.2. Sub-Module „Form Fields Master“

Even though the purpose of this sub-module was understood, it would be preferable that NDS sets international standards and harmonizes designations and terms used in the national and international control of narcotics, psychotropics and precursors.

3.3. Sub-Module „Language Master“

It would be preferable that each competent authority defines one or more „systems languages“ while installing NDS. The system language(s) would then be defined by default in each module of NDS and there would be no need to define the language for every new data entry.

3.4. Sub-Module „Substance Change“

It was understood, that for those substances, which are not controlled by the UN Conventions, every user can change the substance code if necessary. Even though this sub-module is „nice to have“, it would be preferable not to include substances in the databases of NDS, which are not controlled by the UN Conventions. Should a competent authority wish to include so-called essential chemicals and other precursors, the inclusion should be optional and only upon request.

3.5. Sub-Module „User Preferences“

Excellent sub-module!

It was not understood why the validity of import/export authorizations and the validity of establishment licences can be defined for each user, whereas in most countries, we assume, the validity of licences and authorizations is defined by the national legislation.

A field designation was not shown due to a assumingly faulty installation.

3.6. Sub-Module „Custom Numbering“

Excellent sub-module!

Some field designations were not shown due to a assumingly faulty installation.

The sequence numbering system did not function properly which may resulted from unsufficient rights of the user defining the custom numbering. While testing, this problem was solved by entering the sequence numbers manually for each entry.

Several field designations were not shown due to a assumingly faulty installation. One field said „Export Authoirsation“ instead of „Export Authorization“, another „Import Certification“ instead of „Import Certificate“.

4. Test of the Module „Master“

4.1. Sub-module „Demographics“

The sub-module „Demographics“ contains several databases (Convention, Relation, Region, Area, Region Country Relation) whose relevance for the daily business of drug control should be scrutinized.

Even though the Country Master is very important, it contains additional information like codes (ICPO, CCC, ISO) or demographic details which are either not in use, no information contained in the database or not relevant for the daily business of drug control. It was understood, that the database is equivalent to the UN’s database, however, to reduce the complexity of NDS and to increase the user friendliness, all fields not used should either be removed or „suppressed“.

4.2. Sub-Module „Competent Authority“

The three masters under this sub-module should be combined in one.

The complexity of this sub-module could remarkably be reduced by removing or suppressing unused or unrelevant fields (such as the part „Administrative“) and by combining the C.A. Department Master and the Competent Authority Master in one database.

Also, the purpose „C.A. Communication Master“ was not understood since this information could also be included in the above Competent Authority Master as fields for details on phone and fax numbers, email addresses etc. (similar to Establishment Management Master).

When opening the master and looking at the „Communication Address“, the scroll bar is not shown. If one clicks into the window, the scroll bar appears. When changing from one entry to the other, the scroll bar starts to „sparkle“ instead of being shown stable.

4.3. Sub-Module „Substances“

The „Unit of Measurement Master“ is OK.

It was not understood why the „Transaction Type Master“ is placed under the sub-module „Substances“ and not under „Establishment“.

The „Pure Substance Master“ is OK, even though the designation „Base Substance Master“ would make more sense.

The database should not contain more substances than what is controlled according to the UN Conventions. Should a competent authority wish to include essential and other chemicals in the database, an extended database could be provided by the UN.

The masters for variations, substances, preparation types are OK.

The „Preparation Master“ of the new version of NDS allows to store one preparation and of all of its package sizes in one data entry. While this prevents from entering on entry for each package size, it will no more be possible to identify each package size with one spezific number. To remove this problem, it would be necessary to include one code field per package size.

As in the „Permitted-Restricted Master“ no data on psychotropic substances were found and the column named only „Estimates“, it was unclear whether this database usually contains estimates or estimates AND assessments for psychotropics. In the latter case, it should say „Estimates/Assessments“.

Export limits and import limits (besides estimates and assessments) are not used in Switzerland, but the systems requires data in these columns. Should the majority of the users also not make use of these limits, then they should be made optional.

When issueing import and export licences, none of the estimates where deducted. On the contrary, it was also not possible to test the necessary increase of an estimate when deleting an authorization.

Once, the error message „Estimate not available for Exporting Country for substance BURPRENORPHINEHYDROCHLORIDE“ occured, which does not make sense, because the estimate of an exporting country is not relevant and for the hydrochloride, no estimate is established.

The „Group Master“ is an excellent tool to make individual groups of substances and/or preparations and allows to restrict the traffic of a specific establishment to a specific group of substances or preparations.

4.4. Sub-Module „Establishment“

The module „Establishment“ appears to be OK, however, not all features were tested and the relation between the „Establishment Substance Master“, the Import/Export-Modul and the EMM module was not entirely understood.

With our (faulty?) installation, it was possible to make two data entries having the same identification number without any warning of the Oracle database.

To be able to issue a license request in the EMM module, it is necessary to entry first an establishment in the establishment master. Does this make sense? If an establishment is entered in the „Establishment Master“ it is already possible to issue import/export authorizations without having approved a request in the EMM .... (?)

If an establishment has to be „inactivated“ (e.g. temporarily), NDS asks imperatively for a new establishment code which is (in most cases) not available at the time of inactivation.

It appears that, if a substance is activated for „Check License“, the error message „Licences Required for Importing Establishment for substance ...“ pops up even if the establishment is licensed for fentanyl. The error message should only appear if the importing establishment is not authorized for this substance or its license revoked.

5. Test of the Module „Import/Export“

This module might at first sight appear to be too complex, but it can be judged as user friendly after having used it for a while. Nevertheless, it should be reconsidered to simplify the layout and to completely (not only to inactivate) elements which are not used (e.g. when issueing an import license, the modules „Export Authorization Request“ and „Export Authorization“ must not be shown at all. 

The sequence numbering did not work properly, but this might be a problem of a faulty installation.

To increase the module’s user friendliness, the following points should be reviewed:

· The address of establishments in the pull-down menu should be better structured and the declaration of the Country is not necessary because the importing and the exporting country are already defined in the header.

· The sequence of the TAB stops is not in order. In the header, one should be led first through the details of the issueing country and then through the details of the foreign country. Today, the establishment of the issueing country is left out in the TAB stops.

· „Search on Name“ is activated and the name of a preparation or a substance is entered: As soon as the system found a name matching, the cursor jumps automatically to the end of the name found, not showing anymore what has been entered so far (because the field is not large enough). This makes it very difficult to choose, especially when the details of a preparation can not be seen. The position of the cursor should always be at the end of what has been entered so far.

· If any calendar field is opened to choose a specific date and the calendar is left by TAB, then the cursor jumps automatically not to the next field, but to the field of the „Reference #“.

· The field „Imp Auth / Cert #“ should be renamed to „Date of Issue“ (of the import authorization).

· In case of an import authorization, one should be able to register the number and the date of the corresponding export authorization lateron issued by the exporting country. A field to enter the date of issue of the export authorization is missing.

· It should be discussed whether it is necessary to specifiy the validity of an import or export authorization in the request. The definition of the validity is the responsibility of the competent authority and should not make part of the request.

· The system should allow the entry of either „Point of Entry“, „Point of Exit“ or „Mode of Transport“. In this version, one can either fill in all three entries or none.

· The fields „Point of Entry“, „Point of Exit“, „Mode of Transport“ and „Signatur“ should allow either capital or small letters (in this version only capital letters).

· One should be able to choose from a special master „Special Conditions“ to be printed out on the authorization. We understand that this modification is already done in version 5.1 of NDS.

· Module Endorsement: In most cases the approved quantity is identical with the quantity to be endorsed. In that case one should be able to click on a button „As Approved“ and NDS enters automatically the approved quantites into „Endorsed Quantity“.

· When opening and module „Endorsment“, the „Endorsement date“ is by default today’s date. In fact, the endorsement date is the date of import/export and rarely the date when making the endorsement.

· The following question remained: An authorization was issued but lateron not used. We would like to cancel this authorization but not delete it from the database. Therefore we should be able to delete the authorized preparation or substance and replace it by a dummy entry. How can this be done?

· Imp / Exp Flag: If „i“ is entered, the system chooses „Import“, if „im“ is entered, the system chooses „Import Pre-Notification“. To avoid a wrong selection, the menu should offer „Import“, „Export“, „Pre-Import-Notification“ and „Pre-Export-Notification“.

· The layout and field structure of the sub-modules „Import Authorization“ and „Export Authorization“ should be identical to the widest extend (e.g. field for request number should be at the same position).

· In the header, when changing from one entry to another, the modules below should in every case show the relevant submodule (e.g. when changing from an export authorization to an import authorization, below the register of the sub-module should also change from export authorization to import authorization).

· In the calendar fields, if a specific date is chosen by mouse click, the window should close automatically.

6. Outlook

To decide on the multiple-step introduction of NDS, it is necessary to install the latest version NDS properly and to finalize tests on all functionalities required. It would then be important to evaluate the need for new modules specifically required in Switzerland (e.g. for statistical purposes, electronic requests etc.) and the connection and interaction with existing databases at Swissmedic.

7. Proposals for Changes and Amendments

7.1. Every package size must be identified by a code (e.g. EAN number), i.e. the preparation master should offer one code field per defined package size and the system should allow the make data analysis based on this specific code.

7.2. Simplification of the layout of the “Import / Export” module by only showing the submodules relevant for the entry shown on screen.

7.3. Optional introduction of substances into the database which are not controlled by the UN Conventions.

7.4. Simplification of the Competent Authority Master. Fields only for data which are available, no separate communication master etc.

7.5. Introduction of a possiblity to set a default system language.

7.6. Rename of the flags “Import Pre Notification” and “Export Pre Notification” to “Pre-Import Notification” and “Pre Export Notification”.

7.7. Possibility to endorse identical quantities by simply clicking on a button “As approved”.

7.8. Automatic closing of the calendar window when choosing a date by mouse click.

7.9. TAB stops in all modules in chronological order.

7.10. Free data entry in the fields “Point of Entry”, “Point of Exit” and “Mode of Transport”

7.11. Introduction of special conditions for import and export authorizations (done in NDS 5.1) using a pull-down menu.

7.12. Other minor modifications, that may result from comments above.
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