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Objective
Artificial Intelligence (Al), specifically advanced language models such as ChatGPT, have the potential to revolutionize various aspects of
healthcare. The German AMNOG assessment process Is gquite data intensive and all key documents are available online. Therefore the question
was investigated, If customized Al can support specific process-related guestions currently considered expert knowledge.

Methods

CustomGPT.ai 1Is an Al model, which allows fast and easy setup based on website data and various formats such as PDF
For evaluation, 3 datasets were investigated:

1) Procedural documents on AMNOG process methodology,

2) All G-BA resolution documents for the last 2 years (2022+) and

3) All G-BA published documents for all assessments in ophthalmology (smaller bot as an example for full G-BA document coverage).

Al custom persona was adapted to focus on accuracy and give rigorous source citations. Multiple test queries were executed for all 3 custom
bots to assess response quality. All gueries were performed with documents in German language. Sample of information basis for evaluation 2 Is
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Figure 1: Database used to train bot 2 at the time of study execution - all G-BA resolutions from January 2022 to April 10th, 2024

Results

Responses to process-related questions (bot 1) were mostly accurate and included the relevant sources (e.g. Figure 2). In contrast, for all G-BA
resolutions (bot 2) even for specific simple queries like on added benefit level for a specific drug or endpoint results, in most cases no relevant
responses were received (Figure 3). By modifying custom persona “confabulation” could mostly be avoided and sources were cited correctly.
Still, simple analytic queries like counting certain events were not performed adequately. With the disease area specific bot for ophthalmology
based on all assessment-specific documents (bot 3) most specific queries could be answered to some degree. Still, for numeric specific
guestions — with clear answers existing in the available documents — In most cases no answer was given or answers were not fully related to
guestions (Figure 4). However, Iin such cases mostly the correct references were cited and linked.

Figure 2: Example of asking bot 1 for the assessment requirements —— fffff
In case of a type Il variation: the provided answer was correct and LY
specific, including timelines based on G-BA's procedural rules.

Eine Type 2 Variation muss in folgenden Fallen eingereicht werden:

e Fur Arzneimittel, fir die bereits eine Nutzenbewertung beschlossen wurde und fir das der pharmazeutische
Unternehmer eine erneute Nutzenbewertung beantragt hat, muss die Einreichung innerhalb von drei Monaten
nach Anforderung des Gemeinsamen Bundesausschusses erfolgen, jedoch frilhestens ein Jahr nach
Veroffentlichung des Beschlusses gemali § 20 Absatz 1.

e Fur Arzneimittel, fir die ein befristeter Beschluss Uber die Nutzenbewertung vorliegt, muss die Einreichung
am Tag des Fristablaufs erfolgen.

» FuUr Arzneimittel, die ein neues Anwendungsgebiet nach § 2 Absatz 2 erhalten und fur die eine
Nutzenbewertung nach der Verfahrensordnung veranlasst wurde, muss die Einreichung innerhalb von vier
Wochen nach der Zulassung des neuen Anwendungsgebietes oder der Unterrichtung des pharmazeutischen

Unternehmers tiber eine Genehmigung fiir eine Anderung des Typs 2 erfolgen.

welche Produkte haben betrachtlichen Zusatznutzen?

was kostet Jetrea?

@) Laut dem Kontext, der mir zur Verfugung steht, wurde fur die CAR-T-Zelltherapie bei Non-Hodgkin-Lymphomen ein
- betrachtlicher Zusatznutzen im Vergleich zur autologen Stammzelltransplantation festgestellt. Weitere Informationen zu
spezifischen Produkten oder Medikamenten, die einen betrachtlichen Zusatznutzen haben, sind im gegebenen Kontext
nicht enthalten. Fur eine vollstandige Liste der Produkte mit betrachtlichem Zusatznutzen mussten Sie die Webseite des
Gemeinsamen Bundesausschusses (G-BA) oder die entsprechenden Dokumente und Beschlisse konsultieren.

Es tut mir leid -darauf habe ich keine Antwort.
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Figure 3: Asking bot 2 (all added benefit rulings) for products assessed to have a Figure 4: Asking bot 3 for the specific costs of a pharmaceutical (here:
considerable added benefit: Answer was ,CAR-T" and asking the user to go the the Ocriplasmin/Jetrea™): Answer was ,no answer”, although the relevant G-BA
G-BA website. No ,,confabulation® as defined by custom persona, but a very incomplete resolution with costs was in the bot's training PDFs. Same behaviour for several
response. By modification of search terms some more products could be identified, but other questions and test queries for drugs. Also no listing of ,products without
no complete list could be generated. Changing persona did not change response added benefit” could be generated — regardless of the limited number of
behaviour relevantly in terms of analytical performance. resolutions to be processed in bot 3. In contrast, searching for persons in oral

hearings yielded acceptable results and ,maximum costs” in the therapy field
were identified correctly (i.e. a gene therapy).

Conclusion

Tested custom Al models were very precise for specific responses from texts. More complex and especially numeric analytic tasks performed
suboptimal. This may be at least partly due to the Al engine used: case examples with ChatGPT — Including PDF training documents —
performed better in terms of analytic tasks, the aspect in need of improvement with CustomGPT.al.
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