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INTRODUCTION OBJECTIVE METHOD

At the hospital level, medical devices (MD) are a key To conduct a literature Literature review at PubMed (Medline) in March 2022 and top 5 cross-link papers and

element in healthcare and account for a high _ p hods f references.
review or methods for , , _ _ ,
percentage of the budget. | | . . « Search terms: Search 1: terms: (medical device or medical devices) and (hospital or
 MD complexity, variety and speed of incorporation Medical Devices (MD) : .. . ..
. . . . hospitals) and methods and technology assessment and (decision making or decision
have been increasing. evaluation and selection loct imited to last 10 S h 2. Mech Faui d
- Rigorous evaluation of alternatives is increasingly at hospital level with SLI,D,DOTt or se ectlon), Imited to last .years.. earc : Mlesh terms: cquipment an
necessary to assist in the decision making process for special interest in supplies and technology assessment, biomedical/methods.
their selection. * Inclusion criteria: MD evaluation methods at hospital level, language English, Spanish or
, , . , procedures, processes
 The evaluation and selection of medicines is more and tools French.
developed, but the extension to MD is not automatic, ' * Exclusion criteria: Not related to the topic, refer exclusively to medicines, refer to
MD present some different challenges, but both can developing countries, focus on the evaluation of a specific technology, reference to the
be encompassed within health technology assessment : : .. : .
(HTA) evaluation for marketing authorisation, be exclusively related to a very specific aspect,
. There are tools and methodology for MD assessment not being able to access the full paper, evaluate just one MD.
at hospital level or with application at hospital level.
R ES U L-I-S Table 1. Main models for MD evaluation and selection procedures/organization at hospital level (1)
Ambassador Based on the dissemination of recommendations - Can have an impact on clinicians' decisions.  Relies on individual clinicians with
Search 1: 457 Search 2: 195 generated by a national authority through clinicians - Low cost. different influences, interests and
177 excluded: recognized as opinion leaders. Ex. Canada, Italy availability.
- focus on a specific technology 1%3(’: S:‘z‘;daefiedﬁc Mini-HTA A form or questionnaire to collect data at hospital - Evidence-based. - Insufficient evaluation.
_5 _ £1r:)=’c4r1ei:ted o the tonic (122 | technology ?n=119) level. Generally developed by a single professional, - Problem-solving oriented in hospital. - Lack of quality control.
};3 - refer exclusively o nfedicines (n=1) -no related to the often the applicant. It often covers 4 topics: - The structure (check-list) and characteristics - Often conducted by a single
= _ from developing countries (n=3) topic (n=14) technology, patients, organisation and financial (flexibility, openness, timeliness) are individual without peer review.
g - In chinese (n=1) consequences. Questions about reasons for using the  appreciated by clinical decision-makers. - Concerns about transparency and
3c ; ors 62 papers | 6 added form technology and its consequences. Used as a basisor - Cost of the model not documented. bias.
Pap | cross-link or supplement for the decision. Ex. Denmark, Australia,
| references Italy, Spain.
*| 3 duplicated Internal A multidisciplinary group of hospital professionals - Professionals may not have
o : committee (administrative staff, managers, physicians and nurses) experience of adequate evidence
£ 97 reviewed reviews the evidence and makes recommendations. evaluation and synthesis.
@ - They generally do not have the authority to approve - Risk of conflict of interest when
5 the introduction of a technology, and the decision is evaluation is done at the clinical
@ ! made by the medical executive committee, senior department level rather than at the
E) 103 reviewed uded: manager or board. Individuals or committee are not hospital level.
é 8?1 e)l(\;[)u |e g full time dedicated. Ex: USA, Australia, Sweden, - Evaluation may be biased towards
‘ ] F:Ctus onrg igzcifc?c_tgchnology Canada. departmental interventions.
f”;zo) o1 HTA unit The highest level of structure for HTA in hospitals. - Depth, quality, scientific rigour of the - Higher cost.
' ] Rnef::ttg fpegzﬁci(::;v; c(rzr:=1)7) Organisational structure, with staff dedicated to HTA process. - Longer time.
17 included - Not related to the topic (n=5) on a full-time basis. Ex: Canada, Italy, Denmark, France, - Work with the professionals involved. - Their function is not always
S ded from - other (n=19) Spain, Sweden. - Independence of managers and clinicians. understood.
references (4 - They can have more impact on decisions.
papers and 2
- documents) and 1 Table 3. Main mini-HTA tools
SEFH d t
_8 oM ' Danish Mini-HTA (3) French hospitals | IDA (Innovative Device AdHopHTA HB-HTA (6) Marix4Value (7) GPS-SEFH
-
S : assessments (4) |Assessment) (5 roposal (8
2 24 documents included ) ) 3) proposal (8)
. . . LA © Mini-HTA: Formulary or * Mini-HTA: * Mini-HTA-MCDA: * HB-HTA (Hospital based °* Mini-HTA-MCDA.  Standard
Table 2. Main models for HTA Unit according to (e gl s B checklist of questions about Report Combines HTA with HTA): HTA activities in Two categories operating

structure and integration level (2) the requirements and containing a Multi-Criteria Decision and for hospitals, (value and risk) and procedure,
consequences of using new systematic Analysis (MCDA). including processes, several items per  which
m Medium-hifgh Medium-low technologies. review of the < Based on Matrix4value. organisational methods,  category. includes:
Formal and HTA unit integrated and  Autonomous HTA * Questions related to safety and * For use in hospitals in and HTA donein a e Each category is application
. 1 L : technology, patients, effectiveness  the evaluation of multidisciplinary, scored (by form,
specialised specialized (mature) unit (mature) oS _ _ _ _ N
organisation, economy. (not cost- medical devices. systematic and evidence- multiplying the template for
Informal and HTA unit integrated and Unit from an  2-5 pages for decision making, effectiveness) ¢ According to MCDA, based manner. item score by its registering
essential essential (in independent 5-15 hours to complete. of a criteria must be * HTA performed by weight). product
development) group (emerging) * Objective: To provide basic technology. complete, non- hospital staff or by * The scores are testing,
information for decisionson ¢ Usuallyaform redundant, operational external persons adapted presented in a table classification
Regarding process: in general, whether to introduce a new or checklist for and independent of each to the hospital context. to facilitate of applications
 Thereis a request by a doctor, different professionals technology or a new quick other. » Some tools are available. alternative according to
prepare MD assessment reports (sometimes, at least in indication. assessment. *There are 2 categories, 5 discrimination. decision
part, pharmacists), and decisions are taken in * The tool can be used and criteria per category * Based on Danish criteria, model
adapted locally. with weights. mini-HTA. report.

multidisciplinary teams.
* Decision criteria differ between hospitals and are not
frequently transparent.

Regarding challenges of MD evaluation: consideration of learning curve, low quality of the efficacy and safety evidence.
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CONCLUSIONS

* Different tools and procedures for MD evaluation and selection
at hospital level have been identified.

* One example is mini-HTA, which considers the consequences of
the introduction of a MD at hospital level for technology,
patients, organisation and economy, and with multidisciplinary
decision.

* To our knowledge, this review at hospital level has not been done

before and can help to identify the most appropriate model for

each hospital context.
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