Step 1 — Fact Dossier
Airway Shield, S.L. — Capital Cell (Spain) — €800,000 equity round
Prepared under Step 1 Fact Dossier methodology v10. This document is an evidence inventory. It contains no scores, no weights and no judgements; those belong to Step 2.
Revision 2 — incorporates the Key Investment Information Sheet (KIIS) supplied after the first issue. [KIIS] facts carry elevated trust for factual accuracy and are authoritative wherever they conflict with the campaign page or the company website.
Project identification
	Company name
	Airway Shield, S.L. (trading as Airway Shield™; abbreviated "AWS SL" in company recruitment materials)

	Legal entity
	Sociedad Limitada (S.L.), Spain

	Registry number
	[KIIS] B-02721819. Year of registration 2020. [DERIVED] This is distinct from the registration number of Airway Medical Innovations SL (B88482401), confirming the two are separate legal entities.

	Registered address
	[PUBLIC] Calle Moctezuma 3, 1B, 39003 Santander, Cantabria (CB Insights company record). The campaign lists the location as Madrid; recruitment material lists headquarters in Madrid with offices in Santander (Spain) and Brisbane (Australia).

	Related entities of the same name family
	[PUBLIC] Two further Spanish companies appear in the same registry index: AIRWAY MEDICAL INNOVATIONS SL (CIF B88482401, incorporated 24/09/2019, Registro Mercantil de Madrid, domicile C/ Moctezuma 3, 39003 Santander, recorded officer ALONSO BABARRO JULIO MIGUEL — infocif/eInforma extracts) and AIRWAY SHIELD CROWD SL (BORME-A-2022-13-28, published 20 January 2022). The pack reviewed does not mention either entity or describe any relationship between them.

	Tagline
	"Safer Intubation" — the world's first device that facilitates endotracheal intubation while protecting patients and healthcare staff

	Sector
	Medical devices — airway management (single-use barrier mouthpiece with integrated guiding channel)

	Stage
	CE-marked, first commercial sales from January 2026; company labels this "Round III". Capital Cell key-information panel records maturity as "In the market".

	Round size
	€800,000

	Equity offered
	9%

	Pre-money valuation
	€8,000,000

	Minimum investment
	€1,000

	Platform
	Capital Cell — authorised by Spain's CNMV under licence PFP nº12 and regulated under the EU ECSP Regulation (stated on the company website)

	Offer identifier
	[KIIS] 9598002AZWLHC7NUHX82-24644200

	Round mechanics
	[KIIS] Target €800,000; maximum offer amount €1,000,000; deadline 23-08-2026, extendable by up to 60 working days by joint agreement of Capital Cell, the Promoter and the SPV. All-or-nothing: funds are returned to investors if the target is not reached by the deadline.

	Campaign status at export
	€355,804 raised, 44.5% of target, 85 investors, 41 days remaining

	Date of materials reviewed
	Mixed and partly undated. FDA STeP decision letter 1 May 2022; ESICM abstract ICMx 2021, 9(Suppl 1):51; "Studies completed" document dated 16 September 2025; campaign export and slide decks undated but contain 2026 content; company website last modified 22 June 2026 (page metadata). Dossier prepared 27 July 2026.



Materials provided
1. Airway_Shield_-_Key_Investment_Information_Sheet.pdf — the ECSP-mandated Key Investment Information Sheet issued by Capital Cell under Regulation (EU) 2020/1503, Parts A–H. [KIIS]
1. Irway_-_Project_description.docx — Capital Cell campaign page export (full project description, terms panel, team, financials, roadmap)
1. 3_-FDA-STeP-Final-Decision-Q220427-2.pdf — FDA CDRH decision letter, Safer Technologies Program, 1 May 2022
1. 11_Abstract-Study-Published_-ESICM-2021.pdf — ESICM/ICMx 2021 abstract book pages containing abstract 000641
1. 12_-STUDIES-COMPLETED-Airway-Shield-16Sep25.pdf — "Preclinical and clinical validation — studies completed", 16 September 2025
1. Milestones.pdf — two timeline slides: achieved/near-future milestones, and public and private funds June 2020 – December 2027
1. ilovepdf_merged-30.pdf — two "Validations" slides: public institutions, awards, entrepreneur events, acceleration programmes, recognitions
1. step_1_fact_dossier_v10.docx — methodology document (not a source)

Materials NOT provided
1. Investment contract, shareholders' agreement, Articles of Association
1. The cap table itself. The KIIS links to it twice ("Cap table: See more" in Part A and "Cap Table post round: See more" in Part B), but the linked content is not reproduced in the PDF supplied, so the shareholdings are not in the pack reviewed.
1. Statutory accounts and the three-year key financial figures. The KIIS links to both ("Document"), but the linked content is not reproduced in the PDF supplied.
1. Names of the board directors — the KIIS describes the board only as "our CEO and several members".
1. CE certificate, notified-body identity, EUDAMED / UDI-DI records
1. Patent numbers, application numbers or assignment documentation
1. ANVISA and TITCK registration numbers
1. Distributor or manufacturing agreements, or their commercial terms
1. Study protocols, full study reports, or trial registration numbers
These are recorded as not present in the pack reviewed. The pack is not the whole disclosure universe — the same items may exist in the platform data room, the KIIS, or investor Q&A that were not supplied.
Source coverage log
Census run before extraction. Every structured data block found in the inputs is listed with its disposition. Zero blocks are PARTIALLY CAPTURED.

Documents received
	Document
	Date
	Source

	Airway_Shield_-_Key_Investment_Information_Sheet.pdf
	Update date field left blank; deadline 23-08-2026
	[KIIS] — Capital Cell, Regulation (EU) 2020/1503

	Irway_-_Project_description.docx
	Undated (2026 content)
	[COMPANY] / [PLATFORM] — Capital Cell campaign page export

	3_-FDA-STeP-Final-Decision-Q220427-2.pdf
	1 May 2022
	[PUBLIC] — US FDA, CDRH, ref. Q220427

	11_Abstract-Study-Published_-ESICM-2021.pdf
	2021
	[PUBLIC] — Intensive Care Medicine Experimental 2021, 9(Suppl 1):51

	12_-STUDIES-COMPLETED-Airway-Shield-16Sep25.pdf
	16 Sep 2025
	[COMPANY]

	Milestones.pdf
	Undated (to 2027)
	[COMPANY]

	ilovepdf_merged-30.pdf
	Undated (2026 content)
	[COMPANY]

	step_1_fact_dossier_v10.docx
	—
	Methodology — EXCLUDED, not a source about the company



Structured data blocks, per document
	Document
	Block (label, size)
	Disposition

	KIIS Part A
	Project-owner identity block — 7 fields (legal name, year of registration, registration number, contact, ownership/cap-table link, last change of ownership 08-01-2025, management description)
	CAPTURED in Project identification and Instrument

	KIIS Part A
	Responsibility declaration and named responsible person
	CAPTURED in Instrument and Team capability

	KIIS Part A
	Hyperlinks to financial statements and to three-year key figures — 2 links
	EXCLUDED — linked content not reproduced in the PDF supplied; recorded as an explicit absence

	KIIS Part B
	Offer terms block — 6 fields (target, lead investors, deadline and extension, maximum offer amount, consequence if target not reached, post-round cap-table link)
	CAPTURED IN FULL in Valuation and Instrument

	KIIS Part C
	Main risk types — 7 numbered types plus sector taxonomy code 7210
	CAPTURED in Red flags and Business model

	KIIS Part D
	Instrument block — pre-money valuation, maximum, share type, share price and 3 discount tiers, subscription and payment conditions, implementation timetable
	CAPTURED IN FULL as a table in Valuation

	KIIS Part E
	Special purpose vehicle block — SPV name, fiscal ID, address, and the direct-holding alternative
	CAPTURED IN FULL in Instrument

	KIIS Part F
	Key rights attached — 9 items (syndication, tax incentives, key employee tenure, meeting attendance, obligation to inform, tag-along, drag-along, liquidation right, anti-dilution)
	CAPTURED IN FULL as a table in Instrument

	KIIS Part F
	Transfer restrictions and bulletin-board provision
	CAPTURED in Instrument

	KIIS Part F
	Liquidity Event definition — 5 lettered limbs
	CAPTURED IN FULL as a list in Instrument

	KIIS Part H
	Fees and costs table — 2 rows (carried interest 8%, secondary market fee 8%) plus 3 worked examples
	CAPTURED IN FULL as a table in Instrument

	Project description
	Key-information panel — 6 fields (maturity, pre-money, estimated exit, sector, equity offered, minimum investment)
	CAPTURED in Valuation

	Project description
	Overview panel — 4 fields (valuation, estimated return, % offered, estimated exit)
	CAPTURED in Valuation and Target basis

	Project description
	Campaign progress block — 5 fields (days, investors, raised, target, % invested)
	CAPTURED in Project identification

	Project description
	Investor rights list — 7 items
	CAPTURED IN FULL in Instrument and investor terms

	Project description
	BioExpert Network rating block — 4 scores
	CAPTURED IN FULL in Team capability

	Project description
	Named expert quotes — 3 clinicians
	CAPTURED IN FULL in Product-market fit

	Project description
	Device design-feature list — 5 numbered components
	CAPTURED IN FULL in Technology risk

	Project description
	Preclinical study narratives — 4 studies with numeric results
	CAPTURED in Product-market fit and Technology risk

	Project description
	Clinical study narratives — 2 studies
	CAPTURED in Product-market fit

	Project description
	Regulatory status list — 4 jurisdictions
	CAPTURED IN FULL in Regulatory and compliance

	Project description
	IP narrative — PCT plus 4 jurisdictions
	CAPTURED in Regulatory and compliance

	Project description
	Market figures block — 5 figures
	CAPTURED IN FULL in Market size

	Project description
	Market segmentation list — 3 segments
	CAPTURED IN FULL in Market size

	Project description
	Global expansion strategy list — 4 items
	CAPTURED IN FULL in Business model

	Project description
	Manufacturing and distribution list — 3 items
	CAPTURED IN FULL in Business model

	Project description
	Marketing and adoption list — 5 items
	CAPTURED IN FULL in Business model

	Project description
	Lead investor block — 2 investors with amounts
	CAPTURED IN FULL in Instrument and investor terms

	Project description
	Use of funds — 3-way split
	CAPTURED IN FULL in Instrument and investor terms

	Project description
	"Similar successes" comparable-exit table — 3 rows (company / buyer / product / exit year / value)
	CAPTURED IN FULL as a table in Target basis

	Project description
	"Tabla 1. Financial Results Summary" — 3 rows × 5 years (revenues, expenses, EBITDA)
	CAPTURED IN FULL as a table in Business model

	Project description
	Next round block — stage, timing, amount, uses
	CAPTURED in Instrument and investor terms

	Project description
	Exit scenarios list — 2 scenarios with named acquirers
	CAPTURED IN FULL in Target basis

	Project description
	Roadmap — 15 dated milestones, Q1 2026 to Q2/Q3 2030
	CAPTURED IN FULL as a table in Traction and growth

	Project description
	Team roster — 7 management + 2 key members
	CAPTURED IN FULL as a table in Team capability

	Project description
	Main risks paragraph
	CAPTURED in Red flags

	FDA STeP letter
	Indications-for-use text and decision; no tables
	CAPTURED in Regulatory and compliance

	ESICM abstract
	Abstract 000641 — methods, results, conclusion
	CAPTURED IN FULL in Product-market fit

	ESICM abstract
	Bar chart — time to ETI, 9.6 s vs 4.9 s, p = 0.0001
	CAPTURED in Product-market fit

	ESICM abstract
	Abstracts 000635 and 000644 (unrelated authors and topics)
	EXCLUDED — not about the company or its device

	Studies completed
	7 numbered study entries with numeric results
	CAPTURED IN FULL as a table in Product-market fit

	Studies completed
	Figure 2 chart — 9.60 s vs 4.91 s; ease-of-intubation distribution (9: 26.67%, 8: 26.67%, 7: 26.67%, na: 20%)
	CAPTURED IN FULL in Product-market fit

	Milestones
	Timeline chart 1 — achieved and near-future milestones across 3 tracks, 2020–2027
	CAPTURED IN FULL as a table in Traction and growth

	Milestones
	Timeline chart 2 — public and private funds, 7 events with amounts, June 2020 – December 2027
	CAPTURED IN FULL as a table in Instrument and investor terms

	Validations
	Public institutions block — 4 logos
	CAPTURED IN FULL in Traction and growth

	Validations
	Awards block — 6 awards with years
	CAPTURED IN FULL as a table in Traction and growth

	Validations
	Entrepreneur events block — 3 events
	CAPTURED IN FULL in Traction and growth

	Validations
	Acceleration programmes block — 4 programmes with years
	CAPTURED IN FULL in Traction and growth

	Validations
	Recognitions block — 2 items
	CAPTURED IN FULL in Traction and growth



Blocks PARTIALLY CAPTURED or unprocessed: none.
Reading caveat: the Milestones slides are rendered timelines. The order of markers is unambiguous and is reproduced exactly; the quarter each marker sits above is read off the chart axis and is approximate to within one quarter.

Explicit absence statements
Each of the following was checked for across every document supplied and is genuinely not present in the pack reviewed.
1. Cap table figures: the KIIS links to the pre-round and post-round cap tables, but the linked content is not reproduced in the PDF supplied, so the shareholdings themselves are not present in any material reviewed.
1. Statutory accounts and three-year key financial figures: linked from the KIIS, content not reproduced in the PDF supplied.
1. Ranking of this round's ordinary shares against the 2021 and 2023 investors: not present in any material reviewed.
1. Anti-dilution mechanism and the classes holding it: the KIIS records the right as present but does not describe it; the mechanism is not present in any material reviewed.
1. Drag-along threshold: the right is recorded in the KIIS; the triggering percentage is not present in any material reviewed.
1. ESOP size and any planned expansion: not present in any material reviewed.
1. Names of the board directors: not present in any material reviewed.
1. Actual revenue to date, units sold, price per unit, cost per unit: not present in any material reviewed (2026–2030 forecasts are given; no actuals).
1. Cash position, burn rate, runway: not present in any material reviewed.
1. Lock-up period: not present in any material reviewed. Transfer mechanics are described in KIIS Part F.
1. Founder vesting and leaver terms: the KIIS records "Key employee tenure: Yes"; the terms behind it are not present in any material reviewed. Founder loans and related-party arrangements: not present in any material reviewed.
1. CE certificate number, notified body, ANVISA and TITCK registration numbers, patent numbers: not present in any material reviewed.
1. Several mandatory KIIS fields are left blank or contain unfilled template text: the "Updated date" field, "Type of offer and instrument type" (shown as "offer: -"), "Obligation to inform shareholders" (blank), and the competent-authority name (shown as "[competent authorities – insert full denomination of competent authority/ies]").
Target basis
	Basis type
	company-provided

	Target return
	x8 (stated as "Estimated return x8" on the campaign overview panel and as "x8 estimated return multiple" on the company website)

	Time horizon
	Exit estimated 2030 — approximately 4 years from the round

	Ladder row that would otherwise apply
	Seed — 10x over 5–7 years. Recorded for reference only; the company states its own target, so target_basis is company-provided.

	Deviation from the ladder
	The company target is below the Seed ladder multiple (8x vs 10x) over a shorter horizon (~4 years vs 5–7). Recorded, not adjudicated.

	Stated methodology
	Partially disclosed. The project description states the estimate is "based on a review of comparable cases in the airway market" and on expected global leadership by 2030. The company website attributes the x8 estimate to Capital Cell and states it is "based on comparable airway management device transactions, the €8M pre-money valuation, and projected revenues by exit year." No calculation, dilution assumption or exit-multiple assumption is shown.

	Expected exit type
	Two scenarios stated: (1) acquisition by a major industry player — Medtronic, Vygon, Teleflex, Intersurgical or Ambu are named in the project description; Medtronic, Teleflex, ICU Medical or Ambu on the website; (2) IPO on a stock market such as Euronext.

	Sector heuristic applied (§5.3)
	Healthtech / regulated — regulatory approval is the gating milestone, exit to a strategic acquirer. Hardware / deeptech also applies — strategic acquisition at a premium on a lower revenue multiple (2–4x).



Comparable exits provided by the company — reproduced in full
Project description, "Similar successes" table:
	Company
	Buyer
	Product
	Exit
	State

	LMA International N.V.
	Teleflex
	LMA Airway
	2012
	$276M

	King Systems Inc.
	Ambu
	KingVision Videolaryngoscope
	2013
	$120M

	Aircraft Medical L.T.D.
	Medtronic
	McGrath Videolaryngoscope
	2015
	$110M



A fourth comparable appears on the company website but not in the pack: Inogen / Physio-Assist (Simeox), 2023, "up to $45M", presented as the closest analogue to Airway Shield's current stage (CE-marked European startup acquired before FDA clearance).

Required scale at exit — derived
[DERIVED] Undiluted arithmetic, now computable exactly from the KIIS share price:
1. [KIIS] Share price €53.79. [DERIVED] €8,000,000 pre-money divided by €53.79 implies approximately 148,727 shares in issue before the round.
1. [DERIVED] €800,000 at €53.79 creates 14,873 new shares, giving the round 9.09% of the enlarged company — which reconciles the campaign's "9%" figure for the first time.
1. [DERIVED] At the discounted prices the same €800,000 creates more shares: 16,077 at €49.76 (9.76% of the company) and 18,592 at €43.03 (11.11%). At the KIIS maximum of €1,000,000 taken at the headline price, 18,591 shares are created (11.11%).
1. €800,000 for 9.09% implies the round's stake must be worth 8 × €800,000 = €6.4M at exit.
1. A 9.09% stake worth €6.4M implies an exit equity value of approximately €70.4M at the headline share price. At €49.76 the same 8x needs approximately €65.6M, and at €43.03 approximately €57.6M — a discounted subscriber reaches the target on a smaller sale.
1. At the hardware/deeptech heuristic of 2–4x revenue, €70.4M implies revenue at exit of approximately €17.6M–€35.2M.
1. At the multiple implied by the company's own strongest comparable (Teleflex/LMA: $276M on FY2011 revenue of $123.9M ≈ 2.2x), €70.4M implies revenue at exit of approximately €32.0M.
1. Against the company's own 2030 revenue forecast of €162.3M, an exit at €70.4M would represent approximately 0.43x revenue.
1. [KIIS] Fees reduce what reaches the investor. Capital Cell takes a success fee of 8% of the return above the amount originally invested. [DERIVED] An 8x gross outcome therefore returns approximately 7.4x net; 5.1x gross returns approximately 4.7x net; 12.4x gross returns approximately 11.5x net.
1. Dilution is not modelled in any of the above. The company states an intention to raise a €3M Series A in Q3–Q4 2027. The post-Series-A cap table is not present in the pack reviewed, so the exit value required to deliver 8x to a 2026 investor is higher than €70.4M by the dilution factor, which cannot be computed from the materials supplied.

[DERIVED] Implied IRR: 8x over 4 years (2026 to 2030) corresponds to approximately 68% per annum compounded gross, or approximately 65% net of the 8% success fee, before dilution.
Valuation
	Pre-money
	€8,000,000 [KIIS] Part D — "the investment raised through the Special Purpose Vehicle obtained from the Crowdfunding will be used by the Promoter for its capital increase by cash contributions at a pre-money valuation of 8000000 €". Also stated on the campaign and website.

	Post-money
	€8,800,000 [DERIVED] at the €800,000 target; €9,000,000 if the KIIS maximum offer amount of €1,000,000 is taken up.

	Instrument label
	[KIIS] Part D — "Type of shares: Ordinary shares of a Limited Liability Company." The campaign's "EquityL" label is not defined anywhere in the pack; the KIIS governs and the shares are ordinary.

	Share price
	[KIIS] Part D — €53.79 per share (capital plus premium). Three non-cumulative discounts, most beneficial applying: €49.76 for an investment of €5,000 or more; €49.76 for any investment made from campaign launch until 05-08-2026 inclusive; €43.03 for investments committed through the platform before the post date of the campaign, 22-06-2026.

	Implied share count
	[DERIVED] €8,000,000 ÷ €53.79 ≈ 148,727 shares in issue before the round. This is the first figure in the pack that makes the valuation arithmetic checkable.

	Effective pre-money by price tier
	[DERIVED] 148,727 shares × €53.79 = €8.00M; × €49.76 = €7.40M; × €43.03 = €6.40M. A subscriber of €5,000 or more therefore buys at an effective pre-money of about €7.4M, and an investor who committed before 22-06-2026 at about €6.4M — 7.5% and 20% below the headline valuation respectively.

	Ownership % offered
	[DERIVED] 9.09% for the full €800,000 at €53.79, which reconciles the campaign's "9%". Rising to 9.76% if all subscriptions take the €49.76 price and 11.11% at €43.03. At the KIIS maximum offer of €1,000,000 at the headline price, 11.11%. The percentage sold therefore depends on how much is raised and at which discount tier.

	Per €1,000 subscribed
	[DERIVED] €1,000 at €53.79 buys 18.59 shares. If the round closes at €800,000 entirely at the headline price, the enlarged company has 163,599 shares and that holding is 0.0114% — equivalently, €1,000 ÷ €8,800,000 post-money.

	Funding condition
	[KIIS] Part B — all-or-nothing. "The Funds shall also be returned to the Investor in the event that The Target has not been reached by the end of the Deadline." Deadline 23-08-2026, extendable by up to 60 working days by joint agreement of Capital Cell, the Promoter and the SPV. Once the target is reached the parties may agree to close early on 72 hours' notice.

	How the valuation was set
	Methodology not present in the pack reviewed. The KIIS states the pre-money figure but not how it was arrived at.

	Notable terms
	Minimum investment €1,000. [KIIS] Part F — "The investment in your company NOT qualifies for tax incentives for investors", which conflicts with the campaign panel showing "Tax deduction"; the KIIS governs. Estimated exit 2030. Success fee of 8% on the return above capital, and an 8% secondary-market fee (KIIS Part H).



External benchmarks — named sources only
	Benchmark
	Value
	Source and date

	Company's own prior round
	Pre-money €4.0M on a €500,000 target (2023 Capital Cell campaign). Current €8.0M pre-money is a 2.0x step-up over approximately three years [DERIVED].
	Capital Cell campaign page "Airway Shield 2023"

	MedTech sector multiples
	EV/Sales ≈ 3.5x; EV/EBITDA ≈ 19.1x (median across six regions)
	DealMatrix, as at 31 March 2025

	European medtech revenue multiples
	4x–6x for general medtech; 3x–4x for smaller or unprofitable companies; 6x–8x for AI-driven
	Nelson Advisors, European MedTech valuation multiples, September and October 2025

	Stage benchmark — seed
	Median seed pre-money $16M; median Series A pre-money $49.3M; European rounds trail US medians by approximately 25–30% at every stage
	Carta State of Private Markets 2025, as reported by IdeaProof fundraising benchmarks (2026)

	Entry price vs company forecast revenue
	€8.0M pre-money ≈ 43x 2026E revenue (€186k); ≈ 10.7x 2027E (€745k); ≈ 1.27x 2028E (€6.31M). At the €49.76 tier the effective €7.4M is ≈ 40x 2026E; at €43.03 the effective €6.4M is ≈ 34x 2026E [DERIVED]
	Company financial table, Tabla 1; KIIS Part D share price

	Comparable exit multiple
	Teleflex / LMA International: $276M on FY2011 revenue of $123.9M ≈ 2.2x revenue [DERIVED]
	Teleflex 8-K, 13 August 2012 (SEC EDGAR)



Facts and benchmarks only. Reasonableness is not assessed here.
Instrument and investor terms
Structure
	Term
	Recorded

	Instrument type
	[KIIS] Part D — ordinary shares in the Promoter, created by a capital increase. "The investment raised through the Special Purpose Vehicle will be paid into the Special Purpose Vehicle as a countervalue to the capital increase of the Promoter, in which new ordinary shares will be created."

	Share class
	[KIIS] Ordinary shares of a Limited Liability Company. Resolved — this was previously recorded as ABSENT.

	Voting rights
	[KIIS] Part F — "The right to attend the Shareholder Meeting: Yes." The campaign separately lists Capital Cell's right to attend and represent investors. Whether SPV unitholders direct their votes individually or the vehicle votes the block is not stated in the pack reviewed.

	Holding structure
	[KIIS] Part E — two routes. Default: units in a special purpose vehicle, Capital Cell Stichting Administratiekantoor, Spanish Fiscal ID N0292188J, De Boelelaan 7, 7e verdieping, 1083HJ Amsterdam, Netherlands. Alternative: "Direct investors will be grouped in the promoter's capital by signing a notarial power of attorney in favor of Capital Cell. Investors who do not provide the notarial power before the promoter's round closes will be transferred to the SPV, with equal rights as the rest of SPV investors." Resolved — this was previously recorded as NOT DISCLOSED.

	Unexplained related entity
	[PUBLIC] A Spanish company named AIRWAY SHIELD CROWD SL appears in the commercial registry (BORME-A-2022-13-28, published 20 January 2022). It is not the vehicle named in the KIIS, which is a Dutch stichting. The pack reviewed does not mention this entity. Its registration date falls shortly after the 2021 round. Recorded as a question, not as a finding.

	Implementation
	[KIIS] Part D — from the date Capital Cell declares the campaign successful, the SPV has three months to approve and implement the capital increase, issue the units and allocate them, "including, if applicable, the waiver or exclusion of any pre-emptive rights that may apply".

	Payment
	[KIIS] Part D — funds are held with the payment institution Pecunia Cards E.D.E., S.L. in a disbursement account in the name of PFP Capital Cell, S.L. and are either transferred to the SPV on success or returned to the investor.



Dilution
	Term
	Recorded

	Cap table
	[KIIS] Parts A and B link to a pre-round cap table and a post-round cap table. The linked content is not reproduced in the PDF supplied, so the shareholdings are not present in the pack reviewed. Last change of ownership recorded as 08-01-2025.

	ESOP size and planned expansion
	ABSENT — could have been disclosed.

	Anti-dilution provisions
	[KIIS] Part F — "Anti-dilution right: Yes." The mechanism (full ratchet, weighted average, or a right to participate in future rounds) and which classes hold it are ABSENT.

	Maximum dilution in this round
	[KIIS] Part B — maximum offer amount €1,000,000. [DERIVED] At the headline share price that is 11.11% of the enlarged company rather than the 9% shown on the campaign; the discount tiers can push the figure higher for the same cash.

	Stated intention to raise again
	YES. Series A of €3,000,000 planned for Q3–Q4 2027, for international expansion, a US manufacturing facility, sales-network expansion, team growth and new products. [COMPANY]

	Pre-emption rights
	Not stated as an investor right. [KIIS] Part D contemplates "the waiver or exclusion of any pre-emptive rights that may apply" in the SPV resolutions. ABSENT as a defined term for the crowd investor.



Liquidation and exit
	Term
	Recorded

	Liquidation right
	[KIIS] Part F — "Liquidation right: No." This directly conflicts with the campaign, which lists "Preferential liquidation rights" among investor rights, and with the company website, which lists "liquidation preference". The KIIS governs on conflict, and the KIIS itself states that where the campaign landing page and this document differ, this document takes precedence. Recorded: this round's shares carry no priority on a sale or wind-up.

	Surplus split
	Not applicable to this round. The shares are ordinary and participate pro rata in whatever remains. Whether the 2021 or 2023 investors hold any priority ranking ahead of them is ABSENT.

	Drag-along rights
	[KIIS] Part F — "Drag-along right: Yes." Threshold ABSENT.

	Tag-along rights
	[KIIS] Part F — "Tag-along rights: Yes." Terms ABSENT.

	Lock-up period
	ABSENT.

	Transfer and secondary market
	[KIIS] Part F — Capital Cell makes a Bulletin Board available to investors, subject to prior approval by the Promoter, to facilitate a secondary market in SPV units; where that is provided, the units or share certificates are transmissible. "For direct investments or investments in restrictive operations, the shareholders' agreement or other arrangement will specifically limit the transferability of the instruments." Resolved in part — a mechanism exists, but it is conditional on the company's approval.



Liquidity Event — KIIS definition, reproduced in full
[KIIS] Part F. "For the purposes of this clause, a Liquidity Event shall mean any transaction or series of transactions involving:"
1. a. the transfer of units in favour of one or more third parties, in one or more transactions (e.g., sale and purchase, exchange of securities, merger, etc.), provided that such transfer entails a change of control within the meaning of article 42 of the Commercial Code; or
1. b. the transfer of all or substantially all of the assets; or
1. c. the exclusive licence of the most relevant intellectual and/or industrial property rights or essential assets in favour of a third party, whether or not they are a partner; or
1. d. admission to trading on a stock exchange or any other equivalent regulated market, whether national or international; or
1. e. the dissolution and liquidation of the Promoter.

[DERIVED] Limb (c) is notable alongside the patent-ownership finding in Red flag 3: an exclusive licence of the company's principal intellectual property to a third party would itself constitute a liquidity event under these terms.

Fees and costs — KIIS Part H, reproduced in full
	Trigger
	Charge
	Percentage of the investment return
	Terms as given

	Success
	Carried interest
	8%
	"1. First, it will be distributed, if any, to the Investor until one hundred percent (100%) of the Funds have been redeemed; 2. Lastly, once the provisions of the preceding section have been complied with, if and when applicable, the excess Return will be distributed as follows: (i) 92% to the Investor; and (ii) 8% to Capital Cell as a Success Fee."

	Secondary sale
	Secondary market fee
	8%
	Capital Cell receives an 8% commission from the seller on the total price of the transfer.

	Worked examples given
	—
	—
	On a €10,000 investment: divestment with no profit, €0 fee; divestment with €10,000 profit, €800 fee. Secondary sale of €10,000: €800 fee.



[DERIVED] The success fee applies to the gain above capital, not to the whole proceeds. An 8x gross outcome nets approximately 7.4x; 5.1x gross nets approximately 4.7x; 12.4x gross nets approximately 11.5x. No fee is charged where there is no gain. These charges were not disclosed anywhere in the earlier pack.

Information rights and other terms
	Term
	Recorded

	Reporting
	Campaign states shareholder reporting obligations every 3 months; the website states quarterly reporting. [KIIS] Part F leaves the field "Obligation to inform shareholders:" blank. Recorded unresolved.

	Key employee tenure
	[KIIS] Part F — "Key employee tenure: Yes." The underlying terms, and whether this covers founder vesting and leaver provisions, are ABSENT.

	Board composition
	[KIIS] Part A — "Our Board Directors includes our CEO and several members, all of them being seasoned entrepreneurs with decades of experience managing large companies." No director is named anywhere in the pack reviewed.

	Person responsible for the KIIS
	[KIIS] Part A — Natalia (natalia@airwayshield.com), described as Head Medical Department and Investor Coordinator. The campaign lists the same individual as Director of Medical Communication and Investor Coordinator. The project owner declares that no information has been omitted or is materially misleading or inaccurate.

	Founder loans, related-party arrangements
	ABSENT — could have been disclosed. [PUBLIC] The granted US patent covering the device is assigned to a different legal entity (see Red flag 3). Whether an intra-group licence or assignment exists is not addressed anywhere in the pack.

	Convertible discount / cap
	Not applicable — the round is priced equity.

	Buy-back or put options
	ABSENT.

	Tax treatment
	[KIIS] Part F — "The investment in your company NOT qualifies for tax incentives for investors." This conflicts with the campaign key-information panel, which displays "Tax deduction", and with the campaign investor-rights list, which includes "Tax deductions". The KIIS governs.

	Sector classification
	[KIIS] Part C — the project is classified under sector code 7210, "Research and experimental development in natural sciences and engineering", rather than under medical-device manufacture.

	Reflection and cooling-off
	[KIIS] — non-sophisticated investors may revoke an offer to invest without reason or penalty within four calendar days; and from execution of the agreement on the portal there is a seven calendar day cooling-off period during which the investment may be cancelled.



Lead investors and use of proceeds — reproduced in full
	Investor
	Amount
	Description as given

	Business Angels group (lead investors)
	€135,000
	Existing investors from earlier rounds doing a follow-on, plus new investors. Private investors based in Madrid, Barcelona, Andalusia and the Basque Country.

	Mednova Investment Limited
	€50,000
	Hong Kong firm investing in MedTech, with stated experience in startups, business development and the Asian market.

	Total committed — KIIS
	€185,000
	[KIIS] Parts A and B both record €135,000 plus €50,000. The campaign text agrees. The company website states €210,000; the KIIS governs, and the €210,000 figure is superseded. Discrepancy RESOLVED in favour of €185,000.



	Use of funds
	Share / amount
	Detail as given

	International commercialisation / market expansion
	60% ≈ €480,000
	Strengthen the sales team, activate distributor partnerships, targeted marketing; launch US expansion leveraging FDA clearance.

	Clinical trials / clinical validation
	30% ≈ €240,000
	International clinical trials, peer-reviewed publications, real-world studies; supports paediatric sizes and Video-AWS™.

	Others / scale-up readiness
	10% ≈ €80,000
	Quality management systems, regulatory compliance and maintenance, IP protection.



Funding history — Milestones slide, reproduced in full
"Public and Private Funds, June 2020 – December 2027". Quarter placements are read off the chart axis and are approximate to within one quarter.
	Period
	Type
	Instrument / funder as labelled
	Amount
	Status

	2021 Q2/Q3
	Private
	Pre-Seed Round
	€0.41M
	Completed

	2022 Q2
	Public
	Non-dilutive funding — ENISA
	€0.21M
	Completed

	2022 Q3
	Public
	Non-dilutive funding — NEOTEC
	€0.325M
	Completed

	2023 Q3/Q4
	Private
	Seed Round
	€0.68M
	Completed

	2024 Q3
	Public
	Non-dilutive funding — Plan de Recuperación, Transformación y Resiliencia
	€0.54M
	Completed

	2026 Q3
	Private
	Seed Round (the round now offered)
	€0.80M
	Open

	2026 Q4
	Public
	Non-dilutive funding — ENISA
	€0.40M
	Expected

	Total
	
	
	€3.365M
	[DERIVED]



Materiality test
Question: can the target return actually reach a crowdfund investor under these terms?
1. The test can now be run against the platform's own regulatory document rather than against marketing material. [KIIS] Part F records "Liquidation right: No" and Part D records ordinary shares. There is therefore no preference attaching to this round's shares, and so no structure in which the investor recovers a preference amount but takes a negligible share of the surplus. These shares participate pro rata in whatever remains after creditors.
1. What is not settled is ranking. Whether the 2021 or 2023 investors hold any priority ahead of these ordinary shares is not present in the pack reviewed, and the cap table that would show it is linked but not reproduced.
1. Anti-dilution rights are recorded as present. The mechanism, and which classes hold them, are not stated — so whether dilution at the planned 2027 Series A falls disproportionately on this round cannot be determined from the pack.
1. Drag-along rights are recorded as present. The triggering percentage is not stated, so it cannot be determined whether a forced sale could be imposed on terms this round's investors had no part in setting.
1. [KIIS] Part H fees reduce the return but do not cap it: 8% of the gain above capital, and nothing where there is no gain.

	MATERIAL ADVERSE TERM
	None identified. This is now an evidenced finding rather than an unavailability finding: the KIIS records the instrument as ordinary shares with no liquidation right, which is the opposite of the structure this test exists to catch. Two terms remain undefined — the anti-dilution mechanism and the drag-along threshold — and both are recorded as questions rather than flags, since neither governing clause is in the pack reviewed.



[DERIVED] Practical implications
1. On what is bought: at €53.79 a €1,000 subscription buys 18.59 ordinary shares, or approximately 0.0114% of the company if the round closes at €800,000 at the headline price. A subscription of €5,000 or more buys at €49.76, an effective pre-money of about €7.4M rather than €8.0M.
1. On downside: these shares rank behind creditors and behind any priority held by earlier investors, and carry no priority of their own. In a sale below the amount raised to date, ordinary shares are the last to be paid.
1. On future fundraising: a €3M Series A is planned for Q3–Q4 2027. The cap table is linked from the KIIS but not reproduced in the pack reviewed, and the anti-dilution mechanism is undefined, so a 2026 investor cannot compute post-Series-A ownership from the materials supplied.
1. On the round itself: it is all-or-nothing at €800,000, so an investor either takes part in a funded round or has the money returned. The maximum is €1,000,000, so the percentage sold can be higher than the 9% shown on the campaign.
1. On voting: the default route is units in a Dutch stichting; investors may instead hold directly by granting a notarial power of attorney to Capital Cell before the round closes. Either way the platform stands between the investor and the shareholder meeting.
1. On liquidity: unlisted Spanish S.L. shares. A bulletin board for secondary transfers exists but requires the company's prior approval, and an 8% commission is charged to the seller. The stated exit horizon is 2030.
1. On net proceeds: the 8% success fee applies to the gain above capital, so a headline multiple overstates what reaches the investor by roughly 8% of the gain.
Category set
Eight categories, chosen as follows:
1. Team capability, Product-market fit, Traction and growth, Market size, Business model, Competition — the default set.
1. Regulatory and compliance — added because the device is a regulated medical device whose commercial ramp is gated by CE/MDR maintenance and a pending FDA decision.
1. Technology risk — added because this is single-use hardware with an injection-moulded supply chain and a stated pipeline of new devices (paediatric sizes, Video-AWS™, Video-AWS-Scope™) that are not yet through IP or regulatory work.
Traction is not treated as insufficient: the company has first commercial sales, so it is a live category rather than a placeholder.
Public research summary
Company identity verified via
1. FDA CDRH decision letter naming "Airway Shield, S.L." under reference Q220427, with device name "Airway Shield Medical Device" and indications matching the campaign description.
1. Capital Cell campaign pages for the current round and the 2023 round.
1. Spanish commercial registry index listing AIRWAY SHIELD SL in the Registro Mercantil de Cantabria; CB Insights records the registered address as Calle Moctezuma 3 1B, Santander 39003, founded 2020.
1. Founder name matched across three independent records: "Julio Miguel Alonso Babarro" as USPTO inventor; "JM. Alonso Babarro" as first author of ESICM abstract 000641; "Dr. Julio Alonso" as Founder and CEO on the campaign and website.

Sources searched
Capital Cell campaign pages (current and 2023); airwayshield.com including the investors page; AseBio member directory and news; CB Insights; Dealroom; Justia Patents (inventor and assignee records, USPTO-derived); BORME / BOE, datoscif, infocif and eInforma registry extracts; PubMed and PMC; ICMx / ESICM 2021 proceedings; ClinicalTrials.gov; SEC EDGAR filings of Teleflex, Inogen and Medtronic; Ambu, Consort Medical and FIH Partners announcements; MassDevice, Fierce Biotech, The Scotsman, MedDeviceOnline; Mordor Intelligence, Grand View Research, Fortune Business Insights, SNS Insider, Future Market Insights; Nelson Advisors and DealMatrix valuation studies; JAMA and INTUBE-study coverage; El Referente; The New Barcelona Post; UCAM and Murcia regional press; Expansión coverage of Lanzadera.

Corroborable claims, with outcomes
	Claim
	Outcome
	Source, or what was searched

	Spanish company founded 2020, based in Santander
	CONFIRMED
	CB Insights; Capital Cell 2023 campaign page

	Founder Dr Julio Alonso, intensive care specialist working in Spain and Australia
	CONFIRMED
	ESICM abstract 000641 lists JM Alonso Babarro at the ICU, The Prince Charles Hospital, Chermside, Australia; company website

	FDA Safer Technologies Program (STeP) designation
	CONFIRMED
	FDA CDRH letter Q220427, 1 May 2022, signed James J. Lee PhD, Director DHT1C

	First anaesthesia device worldwide to receive STeP designation
	NOT FOUND
	Searched FDA STeP guidance and press; FDA does not publish a STeP participant list, so no public record exists either way

	CE Mark obtained
	NOT FOUND
	Searched public sources; EU MDR certificates are not published in any public register and EUDAMED device registration is not yet mandatory, so absence is not evidence either way. Stated consistently by company and platform.

	ANVISA (Brazil) registration
	NOT FOUND
	Searched public sources; registration number not supplied, so the ANVISA register could not be queried

	TITCK (Turkey) registration
	NOT FOUND
	Searched public sources; registration number not supplied

	International PCT patent filed 2020
	CONFIRMED
	USPTO records via Justia show applications filed 24 June 2020 with 2019–2020 priority; "Shielded intubation guide and method" published as US 2022/0355052 on 10 November 2022

	US patent granted
	CONFIRMED
	US 12,318,541 "Shielded intubation guide and method", filed 24 June 2020, granted 3 June 2025 (USPTO via Justia). Note: the company places this in Q3 2025; the grant date is Q2 2025.

	Patent ownership belongs exclusively to Airway Shield SL
	CONTRADICTED
	See Red flag 3. USPTO assignee of record on US 12,318,541 is Airway Medical Innovations S.L.

	Japanese patent granted 2024
	NOT FOUND
	Searched public sources; JP patent number not supplied

	First preclinical study published in a peer-reviewed journal
	CONFIRMED
	Eur J Anaesthesiol 2022; PMID 36093872; PMC9553218 — single-operator manikin study (Megacode Kelly, Laerdal)

	Second preclinical study presented at ESICM 2021
	CONFIRMED
	ICMx 2021;9(Suppl 1):51, abstract 000641 — 15 anaesthesiologists at Hospital Universitario Araba, 90 intubations, mean ETI time 4.9 s vs 9.6 s (p < 0.001), success 100% with both methods

	Second preclinical study published as a full paper
	NOT FOUND
	Searched PubMed and preprint servers. The company itself records it as "under revision/pre-print" as at 16 September 2025 — four years after the conference abstract.

	Third preclinical (trauma) study presented at WAMM Florence 2025
	PARTIALLY CONFIRMED
	The company website links a poster PDF captioned WAMM Florence 2025; no independent record of the presentation located

	First clinical study, 20 patients, Hospital Marqués de Valdecilla
	NOT FOUND
	Searched PubMed and ClinicalTrials.gov. Unpublished per the company. Spanish device studies are registered with AEMPS / REec rather than ClinicalTrials.gov, so absence there is not evidence.

	Second clinical study, 102 patients, Hospital Universitario Araba
	NOT FOUND
	Searched PubMed and ClinicalTrials.gov; same registry caveat applies

	Prior Capital Cell round, 2021
	CONFIRMED
	The New Barcelona Post, 27 August 2021 — round closed in under 24 hours, exceeding a €320,000 target. Company records €400,000–€410,000 raised.

	Prior Capital Cell round, 2023
	CONFIRMED
	Capital Cell "Airway Shield 2023" campaign page — €500,000 target at a €4.0M pre-money. Company records €680,000 raised.

	ENISA participatory loan €210,000 (2022)
	CONFIRMED
	Capital Cell 2023 campaign page

	NEOTEC (CDTI) grant €325,000
	CONFIRMED
	Capital Cell 2023 campaign page, which dates the award to 2023; the Milestones slide places it in 2022 Q3

	Non-dilutive funding €540,000 (2024, Recovery Plan)
	NOT FOUND
	Searched public award records; no matching entry located

	MassChallenge Healthtech 2023 (Boston)
	CONFIRMED
	Capital Cell 2023 campaign page

	South Summit Brazil 2023 global winner
	CONFIRMED
	Capital Cell 2023 campaign page

	Lanzadera 2025 programme
	CONFIRMED
	Expansión, 8 September 2025 — Airway Shield named among the 120 companies admitted

	Cantabria EmprendeXXI award
	PARTIALLY CONFIRMED
	Award confirmed; the year differs by source — 2021 per the Capital Cell 2023 page, 2022 per the Validations slide

	BioExpert Network validation 2023
	CONFIRMED
	Capital Cell 2023 campaign page; BioExpert scores appear on the current campaign

	UCAM HiTech "most investable startup" 2026
	CONFIRMED
	UCAM and regional press, 14 May 2026 — AIRWAY SHIELD SL named a winner at LifeTech Summit 2026 with a €2,000 prize. The press reports name Natalia Monacho Pascual as leading the company at the event; the campaign lists Natalia Moracho as Director of Medical Communication, not CEO.

	100 million intubations performed annually worldwide
	PARTIALLY CONFIRMED
	Widely repeated in the airway-management literature and by the company; no single primary source located in this search

	45% of intubations in critically ill patients end in severe complications
	CONFIRMED
	Russotto et al., JAMA 2021;325(12):1164–1172 (INTUBE study) — at least one major adverse peri-intubation event in 45.2% of 2,964 patients across 197 sites in 29 countries. The events are predominantly cardiovascular instability (42.6%); severe hypoxaemia 9.3%; cardiac arrest 3.1%.

	Global airway devices market ≈ $2.6B in 2025
	CONFIRMED at the upper end of a wide published range
	Grand View Research: $2.64B in 2025 rising to $4.26B by 2033 at 6.1% CAGR. Published estimates for the same year and category span roughly $1.78B (Future Market Insights) to $2.64B; Mordor Intelligence gives $2.38B.

	US airway devices market $719M in 2024 rising to $904M by 2030 at 3.9% CAGR
	NOT FOUND
	Searched market-research publishers; no source located matching those specific figures

	US annual cost of peri-intubation complications $5.94B
	PARTIALLY CONFIRMED
	The company cites Schilling and Hollenbeak, Penn State College of Medicine, 2019, and links the paper. The company's own website gives $5.94B in one place and $5.4B in another.

	Comparable exit — Teleflex acquires LMA International, 2012, $276M
	CONFIRMED
	Teleflex 8-K, 13 August 2012: SGD 343.5M ≈ $276M; LMA FY2011 revenue $123.9M. Teleflex's FY2013 10-Q records $292.2M initial cash consideration on closing plus $19.9M for Intavent Direct.

	Comparable exit — Ambu acquires King Systems, 2013, $120M
	CONFIRMED as the upfront payment
	Consort Medical / Ambu / FIH Partners, December 2012: $120M upfront plus contingent payments of up to $50M, total up to $170M; completed 15 February 2013. The company's table records the $120M upfront figure only.

	Comparable exit — Medtronic acquires Aircraft Medical, 2015, $110M
	CONFIRMED
	Medtronic press release, 18 November 2015 — all-cash transaction of $110M

	Comparable exit — Inogen acquires Physio-Assist, 2023, up to $45M
	CONFIRMED
	Inogen 8-K and 10-K: $32.25M cash plus $3.178M earnout fair value at closing; up to $45M if all milestones achieved; closed 14 September 2023

	First sales in Spain from January 2026; device presented at 25+ hospitals
	PARTIALLY CONFIRMED
	El Referente, approximately June 2026 — commercialisation began January 2026, the device was presented at more than 25 Spanish hospitals, six have begun the purchase process, and two pilots are running in tertiary Madrid hospitals. The campaign export says one hospital is using the device and five others have begun the acquisition process.

	Litigation, insolvency proceedings, regulatory action, adverse press
	NOT FOUND
	Searched registry aggregators, Spanish trade press and general web sources; nothing adverse located

	Mednova Investment Limited, Hong Kong MedTech investor
	NOT FOUND
	Searched; no public record of the firm or its portfolio located

	CFO Jose Luis Martín — CEO of Lactest, CFO of OWL Genomics, partner at CRP SRC, associate professor at ICADE
	NOT FOUND
	Searched public sources; the individual roles were not independently verified in this pass



NOT YET PUBLIC claims
None of the following is a negative finding. Each is a claim the public record cannot yet reflect, with the artefact that would settle it.
	Claim
	Why the record lags
	Artefact that would settle it

	European patent expected to be granted (2026)
	EP grant decisions publish on the EPO Register on the EPO's own schedule, and the family cannot be located without an application number
	EP application number, publication number, and current status extract from the EPO Register

	Chinese patent granted (stated Q1 2026)
	CNIPA grant records publish on the office's schedule and are not reliably indexed in English-language sources within months of grant
	CN patent number and grant date

	ENISA non-dilutive funding €400,000 (2026)
	ENISA publishes award resolutions on its own schedule, not the company's
	ENISA resolution reference and date

	FDA clearance expected Q2/Q3 2026
	A 510(k) decision appears in the FDA database only once issued; pending submissions are not public
	510(k) submission number, date of filing, and the current review status

	International multicentre trial in preparation
	Multi-country EU device studies are authorised nationally and may not be registered publicly until the first site opens
	Trial registration number(s) and the ethics/competent-authority approval dates


Category dossiers
Team capability
CORROBORABLE facts
1. [PUBLIC] Founder and CEO Julio Alonso (Julio Miguel Alonso Babarro) is an intensive care specialist who has practised in Spain and Australia → CONFIRMED (ESICM abstract 000641 lists him at the ICU, The Prince Charles Hospital, Chermside, Australia; company website and campaign).
1. [PUBLIC] He is the named inventor on a family of airway-device patents filed between 2015 and 2020 → CONFIRMED (USPTO records via Justia: US 10,531,792; US 11,503,992; US 11,642,012; US 12,318,541; US 12,376,740; US 12,564,693).
1. [COMPANY] Awards from the Government of Queensland and MIT–Harvard for work in airway management; entrepreneurship training at MIT where he continues as a coach → NOT FOUND (searched; no public record located either way).
1. [COMPANY] CFO Jose Luis Martín — Forestry Engineer (UPM), MBA (IE), formerly CEO of Lactest, CFO of OWL Genomics, partner at CRP SRC, consultant at Roland Berger, Overlap and Andersen, Associate Professor at ICADE for 15+ years → NOT FOUND (not independently verified in this pass).
1. [COMPANY] Product Development lead Cambell Smyth — Industrial Design (QUT), 20+ years, founder of Metric Studio, CAD/CAM/CAE and injection moulding → NOT FOUND (not independently verified in this pass).
1. [PLATFORM] BioExpert Network validation, 2023 → CONFIRMED (Capital Cell 2023 campaign page).
Company-provided team roster — reproduced in full
	Name
	Role
	Background as stated

	Julio Alonso
	Founder and CEO
	Intensive care specialist, 20+ years in Spain and Australia; pre-hospital emergency medicine; medical device innovation; MIT entrepreneurship training and coaching; created the Airway Shield and designed the business model.

	Cambell Smyth
	Product Development
	BA Industrial Design, QUT; 20+ years across markets and sectors; founded Metric Studio six years ago; CAD, CAM, CAE and injection moulding.

	Jose Luis Martín
	Chief Financial Officer
	Forestry Engineer, UPM; MBA, IE; biotechnology, venture capital and corporate finance; CEO of Lactest; CFO of OWL Genomics; partner at CRP SRC; consultant at Roland Berger, Overlap and Andersen; Associate Professor at ICADE.

	Natalia Moracho
	Director of Medical Communication and Investor Coordinator
	Biotechnology degree, Universidad Francisco de Vitoria; PhD in Biomedicine; master's in Neuroscience and in Pharmaceutical Industry; researcher at CSIC and Universidad Europea.

	Joanne Zusieh
	Director of Business Development
	BA Economics, Japanese and Asian Studies, University of Melbourne; Master's in Business, Entrepreneurship and Marketing, University of Queensland; technology transition and commercialisation specialist.

	Carlota Muñoz
	Director of Quality and Regulatory
	Health Biology, Universidad de Alcalá; master's in Microbiology and Public Health and in Pharmaceutical Industry; Instituto de Salud Carlos III and Universidad Complutense.

	Nieves Espinosa
	Business Management
	Journalism and Information Sciences, UCM; corporate and business journalism; marketing of new products.

	Javier Galbán Zori
	Business development (key team member)
	No further detail given.

	Antonio Casas Rodríguez
	Medical Department (key team member)
	No further detail given.


Independent review provided by the platform
	Team
	Science
	Innovation
	Business

	74%
	74%
	75%
	69%


[EXPERT] BioExpert Network scores as displayed on the campaign, with the summary "APPROVED: This company has successfully passed a rigorous legal and financial analysis." Three named clinician reviewers are quoted (Francisco Javier Marques Asin, anaesthesiology specialist; Andres Roca de Togores Lopez, head of an anaesthesia department; Mohamed Hegazy, consultant in critical care medicine). The scoring scale, weighting and panel size are not disclosed.
COMPANY-ONLY facts
1. [COMPANY] Team size is 9 members — disclosure: HEADLINE. The roster names 9 people, consistent with the stated figure. Employment status (employee, contractor, part-time) is not stated for any member.
1. ABSENT: whether the CEO and other founders work full-time on the company; whether any hold roles at Airway Medical Innovations SL or Airway Medical Innovations Pty Ltd.
1. ABSENT: founder equity holdings, vesting and leaver provisions.
1. ABSENT: no CTO or engineering lead is named; product development is attributed to an external design studio founder.

Product-market fit
CORROBORABLE facts
1. [PUBLIC] The device and technique are described in a peer-reviewed journal: a barrier device made of soft thermoplastic elastomer with a shield, a pre-cut central seal and a guiding channel, used in three steps → CONFIRMED (Eur J Anaesthesiol 2022, PMC9553218).
1. [PUBLIC] Second preclinical study results → CONFIRMED via the ESICM 2021 abstract: 15 anaesthesiologists with no prior experience of the device, 90 intubations, mean time to ETI 4.9 s (range 2–9) with the device versus 9.6 s (range 3–43) without, p < 0.001; ETI success rate 100% with both methods; ease-of-intubation rating 9/10 with the device versus 8/10 without.
1. [PUBLIC] The ESICM abstract describes the comparator as a Macintosh laryngoscope. The company's own documents describe the same study as using a video laryngoscope (I-view®). Discrepancy recorded below.
1. [COMPANY] Two clinical studies in patients, at Hospital Universitario Marqués de Valdecilla and Hospital Universitario de Araba → NOT FOUND in PubMed or ClinicalTrials.gov; both are described by the company as unpublished.
Studies as stated by the company — reproduced in full
From "Preclinical and clinical validation — studies completed", 16 September 2025, cross-checked against the project description.
	Study
	Design as stated
	Results as stated

	1st preclinical
	Manikin, high-fidelity simulation of ETI; a single operator performed eight intubations with and without the device; aerosol and droplet spread quantified by pixel count from fixed-angle photographs
	Reduction of aerosols and droplets of almost 95% in both setups. Published — PMC9553218 / PMID 36093872.

	2nd preclinical
	Randomised cross-over, 15 anaesthesiologists with no prior experience, 3 attempts with the device and 3 without, manikin (AirSim, TruCorp®), 90 intubations total
	Intubation time reduced by almost 50% (9.60 s to 4.91 s); success rate 100% with both methods; feasibility rated a mean 9/10. Distribution of ease scores: 9 — 26.67%, 8 — 26.67%, 7 — 26.67%, not answered — 20%. Status: under revision / pre-print.

	3rd preclinical (trauma)
	Randomised crossover at Hospital Clínic Barcelona; sensorised manikin measuring force in newtons on the incisors; 26 operators, 312 intubation attempts, two videolaryngoscopes (Intersurgical i-View® and Medtronic McGrath®); purpose-built acquisition software
	70% reduction in force applied over the incisors. Maximum force reduced 41% with i-View and 25% with McGrath. 50% reduction in intubation time. First-pass success 100% with the device versus 80% without (per this document; the project description gives 93.59% and 67.95% for the two videolaryngoscopes — discrepancy recorded).

	4th preclinical (User Learning Test)
	Medical students from Universidad Europea and Universidad Francisco de Vitoria, Madrid; learning-curve assessment
	Learning curve significantly shorter with the device; accurate placement after a few practice sessions. The 16 Sep 2025 document states results were still being analysed; the project description describes the results as demonstrated.

	1st clinical
	Pilot, 20 patients, Department of Anaesthesiology, Hospital Universitario Marqués de Valdecilla, Santander; safety and efficacy of the technique
	19 of 20 intubations successful; no complications. Not published.

	2nd clinical
	Randomised, 102 patients, experienced anaesthesiologists, Hospital Universitario de Araba, Vitoria; ETI with the device (intervention) versus without (control)
	No significant difference in intubation times between the two groups. Overall intubation success rate with videolaryngoscope and the device 100%. First-pass success 73%. Conclusion: non-inferior to standard technique. Not published.

	Multicentre (in preparation)
	Randomised, comparing the device with the bougie and the stylet; 750 patients across 10 sites in Spain, Italy, Poland, Sweden, Qatar and Brazil
	Not yet started. The project roadmap in the same pack gives 850 patients across 10+ hospitals in 7 countries — discrepancy recorded.



[DERIVED] The headline efficacy claims used on the campaign overview — "100% first-pass success" and "reducing intubation time by 50%" — trace to manikin work, not to the patient studies. In the 102-patient clinical study the company reports no significant difference in intubation times and 73% first-pass success. The company website qualifies these figures as "in preclinical studies"; the campaign overview panel does not carry that qualification. Recorded as an internal inconsistency, not adjudicated.
COMPANY-ONLY facts
1. [COMPANY] Hospitals engaged: device presented at more than 25 public and private hospitals in Spain in six months; one hospital using it in an infectious diseases ward; five further centres in the acquisition process — disclosure: HEADLINE. El Referente reports six centres in the purchase process and two pilots in tertiary Madrid hospitals.
1. ABSENT: units sold to date, repeat orders, reorder rate, named customer hospitals.
1. ABSENT: whether the pilots are paid or supplied free.
1. ABSENT: clinician feedback data from real-world use, as opposed to simulation ratings.

Traction and growth
CORROBORABLE facts
1. [PUBLIC] Commercialisation in Spain began January 2026; the device was presented at more than 25 hospitals; six centres have begun the purchase process; two pilots are running in tertiary Madrid hospitals → PARTIALLY CONFIRMED (El Referente, approximately June 2026).
1. [PUBLIC] Two prior Capital Cell rounds completed, 2021 and 2023 → CONFIRMED (The New Barcelona Post, 27 August 2021; Capital Cell 2023 campaign page; AseBio news).
1. [PUBLIC] Public funding: ENISA €210,000 (2022) and NEOTEC/CDTI €325,000 → CONFIRMED (Capital Cell 2023 campaign page).
1. [PUBLIC] Accelerators: MassChallenge Healthtech 2023 (Boston) → CONFIRMED; Lanzadera 2025 → CONFIRMED (Expansión, 8 September 2025).
1. [PUBLIC] UCAM HiTech "most investable startup" award at LifeTech Summit 2026 → CONFIRMED (UCAM, 14 May 2026).
1. [PUBLIC] South Summit Brazil 2023 global winner → CONFIRMED (Capital Cell 2023 campaign page).
Milestones slide — achieved and near-future, reproduced in full
Marker order is exact; the quarter each marker sits above is read off the chart axis and is approximate.
	Regulatory and IP
	Clinical validation
	Manufacture and distribution

	International patent filed — 2020 Q2
	1st preclinical study completed — 2020 Q2
	1st manufacturer agreement — 2020 Q2

	CE Mark obtained — 2022 Q1
	2nd preclinical study completed — 2021 Q2
	2nd manufacturer agreement — 2023 Q3

	Safer Technology designation — 2022 Q3
	1st preclinical study published — 2022 Q4
	Distributor agreement (Brazil) — 2023 Q4

	ANVISA registration — 2023 Q3
	1st clinical study completed — 2023 Q2
	Distributor agreement (Turkey) — 2024 Q1

	Japanese patent granted — 2024 Q2
	2nd clinical study completed — 2024 Q2
	First sales — 2024 Q3

	TITCK registration — 2024 Q3
	3rd preclinical study completed — 2024 Q3
	1st manufacturing facility in Europe — 2026 Q2

	U.S. patent granted — 2025 Q2
	User Learning Test completed — 2025 Q2
	1st manufacturing facility in U.S. — 2026 Q4

	FDA approval — 2025 Q4
	Multicenter study kick-off — 2025 Q4
	

	Chinese and European patent expected — 2026 Q2
	1st study in ICU — 2026 Q2
	

	
	Multicenter study completed — 2027 Q2
	



[DERIVED] The company website carries a differently dated version of the same three tracks — for example first sales at Q1 2026 rather than Q3 2024, multicentre kick-off at Q4 2026 rather than Q4 2025, and FDA clearance at Q2/Q3 2026 rather than Q4 2025. Across the clinical track the slide runs roughly one year earlier than the website throughout. Recorded as an internal inconsistency below.

Roadmap as stated in the campaign — reproduced in full
	Period
	Milestone
	Detail as given

	Q1 2026
	First office in Hong Kong
	First overseas office opened, to support Asian expansion.

	Q1–Q2 2026
	First sales in Spain
	Commercialisation began January 2026 with four sales representatives; presented at 25+ public and private hospitals in six months; one hospital using the device in its infectious diseases ward; five other centres in the acquisition process.

	Q2 2026
	Pilot studies to facilitate adoption
	Pilot studies underway in hospitals, validating real-world use.

	Q3 2026
	FDA licence
	FDA approval expected by Q3 2026; working with a partner in California; a "510(k) exemption application" has been initiated.

	Q3 2026
	Kick-off international multicentre study
	850 patients, 10+ hospitals, 7 countries.

	Q4 2026
	First office in the USA and entry into the American market
	Opened after FDA approval.

	Q1 2027
	New factory in Europe
	Expand existing facilities and establish a European factory.

	Q1 2027
	Entry into the Asian market
	Local team established alongside the Hong Kong office.

	Q2 2027
	Recurring sales in Spain
	Scientific evidence and adoption drive market consolidation.

	Q2 2027
	First sales in the US
	Supported by hospital trials and local distributor partnerships.

	Q3 2027
	Completion of the international multicentre study
	750 patients (figure as given in this section of the same document).

	Q3–Q4 2027
	New developments ready for regulatory approval
	Regulatory validation for the pipeline devices.

	Q1 2028
	New factory in the USA
	Production capacity on three continents.

	Q2 2028
	Recurring sales in the U.S.
	Supported by the US plant.

	Q1 2029
	Start of marketing in the rest of the world
	Brazil, South America, Turkey and others.

	Q4 2029
	Exponential global growth
	Continued expansion.

	Q2–Q3 2030
	Global distribution
	Global distribution achieved.



Awards, programmes and recognitions — reproduced in full
	Category
	Item
	Year as labelled

	Awards
	DayOne Premios EmprendeXXI — Winners, Cantabria
	2022 (Capital Cell 2023 page gives 2021)

	Awards
	South Summit Brazil, Porto Alegre — Global Winners
	2023

	Awards
	Madrid Emprende — Global Winners
	2024

	Awards
	VII Premios StartUP Expansión — Global Winners, "BioHealth"
	2025

	Awards
	UCAM HiTech — Most Investable Startup Award
	2026

	Awards
	Macao Young Entrepreneur Incubation Centre — 1st Runners-Up
	2026

	Entrepreneur events
	IV Al-Andalus Innovation Venture, Seville
	Not dated on the slide

	Entrepreneur events
	X B-Venture, Bilbao
	Not dated on the slide

	Entrepreneur events
	4YFN, Barcelona
	Not dated on the slide

	Acceleration programmes
	MassChallenge — Healthtech Program, Boston
	2023

	Acceleration programmes
	Wayra (Telefónica Innovation) — AceleraStartup
	2024

	Acceleration programmes
	Ship2B Foundation — S2B Health & Care
	2024

	Acceleration programmes
	Lanzadera
	2025

	Recognitions
	FDA — Safer Technology
	2023 on the slide; the FDA decision letter is dated 1 May 2022

	Recognitions
	BioExpert Network
	2023

	Public institutions
	ENISA; Gobierno de España — Ministerio de Ciencia e Innovación; CDTI Innovación; Financiado por la Unión Europea — NextGenerationEU
	Not dated on the slide



COMPANY-ONLY facts
1. [COMPANY] Revenue to date: ABSENT. Forecasts are given from 2026 onward; no actual revenue figure for any period is disclosed anywhere in the pack, despite sales having started in January 2026.
1. [COMPANY] Distribution agreements in Brazil (Celmat Ltda.) and Turkey (ISTIMEX) with initial sales completed; discussions ongoing with distributors in Italy, Japan, Hungary and EMDDA members — disclosure: HEADLINE. Volumes, minimum commitments and exclusivity terms ABSENT.
1. [COMPANY] Two manufacturing partners in Australia and Taiwan, with capacity expanded via dual-cavity automatic moulds — disclosure: HEADLINE. Unit capacity, cost and lead times ABSENT.
1. ABSENT: pipeline value, sales-cycle length, or conversion rate from hospital presentation to purchase order.

Market size
CORROBORABLE facts
1. [COMPANY] Endotracheal intubation is the third most common medical procedure globally, with over 100 million performed annually → PARTIALLY CONFIRMED (widely repeated; no single primary source located).
1. [COMPANY] The airway devices market is estimated at USD 2.61 billion in 2025 → CONFIRMED at the upper end of a wide range. Grand View Research gives $2.64B for 2025 rising to $4.26B by 2033 at 6.1% CAGR; Mordor Intelligence gives $2.38B for 2025 reaching $3.29B by 2030 at 6.7%; Fortune Business Insights gives $2.13B; Future Market Insights gives $1.78B. The published estimates differ by roughly 1.5x depending on category definition.
1. [COMPANY] Complications from intubation cost USD 5.94 billion annually in the US → PARTIALLY CONFIRMED (Schilling and Hollenbeak, Penn State, 2019, cited and linked by the company; the company's own website gives $5.4B elsewhere).
1. [COMPANY] US market of 340M people, $719M airway devices market in 2024, projected 3.9% CAGR to $904M by 2030 → NOT FOUND (no source located matching those figures).
1. [COMPANY] 45% of intubation attempts in critically ill patients lead to severe complications → CONFIRMED (Russotto et al., JAMA 2021 — 45.2% experienced at least one major adverse peri-intubation event; predominantly cardiovascular instability 42.6%, severe hypoxaemia 9.3%, cardiac arrest 3.1%).
1. [COMPANY] 12% of emergency intubation attempts fail; approximately 10% of clinicians intubating COVID-19 patients contracted the virus; airway compromise is the second leading cause of potentially survivable battlefield death and 1 in 10 preventable US military fatalities; 30% of anaesthesia-related medico-legal complaints arise from dental and oral trauma → NOT FOUND individually (each is cited without a source in the pack; not independently located in this pass).
Market segmentation as stated — reproduced in full
1. Hospitals — operating theatres, ICUs and emergency departments, where skilled professionals face both complex cases and routine procedures.
1. Remote or rural services — emergency interventions with limited equipment and limited specialist support.
1. Military and prehospital emergencies — high-pressure scenarios with elevated risk, limited resources and frequently less trained personnel.
Global expansion strategy as stated — reproduced in full
1. Europe — CE marking and ISO certifications allow immediate commercialisation; multicentre studies and training programmes support adoption.
1. United States — market of 340M people, $719M airway devices market (2024) projected to $904M by 2030; patented technology and ongoing FDA clearance support entry.
1. Asia, Brazil, Turkey — strategic subsidiaries and distributor agreements enable growth and market access.
1. Military applications — device adapted for battlefield kits and defence healthcare programmes.
COMPANY-ONLY facts
1. ABSENT: any bottom-up serviceable market calculation — the number of intubations addressable at a stated price, or the share of the $2.6B device market that a single-use mouthpiece could capture.
1. ABSENT: price per unit, so the 100 million procedures figure cannot be converted into a revenue-addressable market by the reader.

Business model
CORROBORABLE facts
1. [COMPANY] B2B model selling to hospitals and healthcare centres through medical device distributors, with an own sales team in Spain → PARTIALLY CONFIRMED via El Referente (four sales representatives, 25+ hospitals presented, January–June 2026).
1. [COMPANY] Manufacturing and distribution outsourced across three continents; regulatory work with Perdigó Medical and deviCE Sistemas in Spain and Proxima CRO in Houston → PARTIALLY CONFIRMED. The FDA STeP letter is addressed care of a regulatory affairs consultant at Proxima Clinical Research, 2450 Holcombe Boulevard, Houston, Texas — consistent with the stated relationship.
Financial forecast — Tabla 1, reproduced in full
"Financial Results Summary", figures in thousands of euros, as presented.
	Figures in €000
	2026
	2027
	2028
	2029
	2030

	Revenues
	186.0
	745.2
	6,314.4
	38,275.5
	162,346.8

	Expenses
	-549.4
	-1,318.5
	-1,905.3
	-2,869.2
	-7,531.5

	EBITDA
	-34.7
	-812.9
	2,252.9
	22,598.4
	101,407.3



[DERIVED] The three rows do not reconcile arithmetically in any year. Revenues minus Expenses gives -363.4 (2026), -573.3 (2027), 4,409.1 (2028), 35,406.3 (2029) and 154,815.3 (2030), against stated EBITDA of -34.7, -812.9, 2,252.9, 22,598.4 and 101,407.3. An undisclosed cost line therefore exists. Treating the residual as cost of goods sold implies gross margins of approximately 65.9% (2028), 66.5% (2029) and 67.1% (2030), against a stated current gross margin of 74%. For 2026 the residual is negative (-€328.7k), so the 2026 column cannot be reconciled on the same basis at all. Recorded as an internal inconsistency; not adjudicated.

Manufacturing, distribution and go-to-market as stated — reproduced in full
1. Two current manufacturing partners in Australia and Taiwan, with capacity expanded via dual-cavity automatic moulds.
1. Planned future facilities in North America and Europe.
1. Distribution agreements in Brazil (Celmat Ltda.) and Turkey (ISTIMEX), with initial sales completed; discussions ongoing with distributors in Italy, Japan, Hungary and EMDDA members.
1. Single-use disposable device generating recurring revenue per procedure; used in anaesthesiology, ICU, emergency, prehospital and military settings.
1. Marketing: clinical trials and journal publications; engagement with KOLs and professional societies including the European Airway Management Society; annual congresses and educational events; in-hospital clinical sessions with hands-on demonstrations; digital channels and training content.
COMPANY-ONLY facts
1. [COMPANY] Current gross margin 74% — disclosure: HEADLINE. No derivation, no unit cost, no ASP. Does not reconcile with the forecast table (see above).
1. [COMPANY] Positive EBITDA and cash flow expected in 2028 — disclosure: HEADLINE. Stated to depend on both sales revenue and the 2027 funding round.
1. [COMPANY] Financial forecasts 2026–2030 — disclosure: HEADLINE. Three lines over five years with no build-up: no volume assumption, no price assumption, no headcount plan, no working-capital or inventory assumption.
1. [COMPANY] Use of proceeds — disclosure: DETAILED (three-way split with euro amounts and named activities).
1. ABSENT: cash position, burn rate and runway. The company holds these figures and can supply them on request.
1. ABSENT: distributor margin or transfer price, so the split of the 74% gross margin between the company and its distributors cannot be assessed.
1. ABSENT: 2026 actual revenue against the €186k forecast, despite the year being more than half elapsed at the date of this dossier.

Competition
CORROBORABLE facts
1. [PUBLIC] The named incumbent categories are real and consolidated. Teleflex acquired LMA International (2012), Ambu acquired King Systems (2013), Medtronic acquired Aircraft Medical and the McGrath platform (2015) — all CONFIRMED from primary filings and press releases.
1. [PUBLIC] Intersurgical AG holds granted US patents on intubating airway devices (for example US 10,625,037, inventors Nasir, Kemp and Miller) — an incumbent with adjacent IP in the channelled-airway category, not addressed in the pack.
1. [PUBLIC] Other parties hold granted US patents on intubation barrier/shield assemblies filed during the COVID-19 period — for example US 11,957,839, assigned to Safer Medical Products, LLC, filed February 2021, granted April 2024. The pack states no other device combines guidance, patient protection and clinician protection; that specific claim was NOT FOUND either way in public sources and the competitive-landscape slide in the pack could not be read as data.
1. [COMPANY] The device is compatible with all videolaryngoscopes on the market → NOT FOUND independently; the studies used Intersurgical i-View® and Medtronic McGrath®.
Competitive positioning as stated
1. Comparators named: stylets, bougies, channelled videolaryngoscopes, fibreoptic bronchoscopes, oropharyngeal cannulas, and barrier enclosures ("aerosol boxes").
1. The planned multicentre trial is designed against the bougie and the stylet specifically.
1. Stated differentiation: the only device combining tube guidance, patient dental and mucosal protection, and clinician aerosol protection; patent-protected; competitive price; easy to learn.
COMPANY-ONLY facts
1. ABSENT: price per unit, and therefore any price comparison against a bougie or stylet, both of which are low-cost consumables. The "competitive price" claim cannot be evaluated from the pack.
1. ABSENT: named competing products with their prices, or any competitor feature matrix in readable form.

Regulatory and compliance
CORROBORABLE facts
1. [PUBLIC] FDA Safer Technologies Program designation → CONFIRMED. The decision letter (ref. Q220427, received 2 March 2022, decided 1 May 2022) states the device meets the eligibility factors and has been included in STeP for the proposed indications: "Airway Shield is intended to be used by anesthesiologists in hospital operating rooms to facilitate endotracheal intubation... and to reduce the spread of aerosols and droplets emitted by the patient to medical staff."
1. [PUBLIC] The same letter states explicitly that inclusion in STeP does not change the requirements for IDE approval or for marketing authorisation under section 515(c), 510(k) or 513(f)(2), and does not guarantee that a future submission will be approved, cleared or granted. STeP is a designation, not a clearance.
1. [COMPANY] CE Mark obtained, enabling commercialisation across Europe → NOT FOUND as an independent public record. EU MDR certificates are not published in a public register and EUDAMED device registration is not yet mandatory, so absence is not evidence either way.
1. [COMPANY] ANVISA (Brazil) and TITCK (Turkey) registrations → NOT FOUND; registration numbers were not supplied, so the registers could not be queried.
1. [PUBLIC] US patent granted → CONFIRMED: US 12,318,541, "Shielded intubation guide and method", filed 24 June 2020, granted 3 June 2025.
1. [PUBLIC] The assignee of record on that patent is Airway Medical Innovations S.L., not Airway Shield S.L. → see Red flag 3.
Regulatory pathway — recorded as stated
1. The campaign overview states FDA approval is expected "by the beginning of 2026"; the regulatory section of the same document states approval is targeted for Q3 2026; the roadmap gives Q3 2026; the website gives Q2/Q3 2026; the Milestones slide places FDA approval around Q4 2025. Discrepancy recorded.
1. The roadmap states the company "initiated our 510(k) exemption application". A 510(k) submission and a 510(k) exemption are different regulatory routes with different requirements. Which is being pursued is not clarified anywhere in the pack. Recorded as an ambiguity and phrased as a question.
1. Regulatory partners named: deviCE Sistemas and Perdigó Medical (Spain, CE marking); Proxima CRO / Proxima Clinical Research, Houston (US). The FDA letter is addressed care of Proxima Clinical Research, consistent with this.
NOT YET PUBLIC
1. FDA clearance decision → a 510(k) decision publishes only once issued → artefact: the submission number, filing date and current review status.
1. European patent grant → publishes on the EPO Register on the EPO's schedule → artefact: EP application number.
1. Chinese patent grant → CNIPA publication lag → artefact: CN patent number and grant date.
COMPANY-ONLY facts
1. ABSENT: notified body identity, certificate number and expiry; MDR risk class; ISO 13485 certificate; UDI-DI.
1. ABSENT: the cost and timeline of MDR certificate maintenance, and of the paediatric and Video-AWS™ variants' own regulatory pathways.

Technology risk
CORROBORABLE facts
1. [PUBLIC] The device construction is described in a peer-reviewed source: soft thermoplastic elastomer (TPE), medical grade, with a shield, a pre-cut central seal and a semirigid guiding channel (Eur J Anaesthesiol 2022).
1. [PUBLIC] The core patent family was filed 2019–2020 and is now granted in the US; the technology is therefore no longer at concept stage.
Design features as stated — reproduced in full
	Feature
	Function as stated

	1 — Shield
	Covers the patient's mouth, preventing the spread of aerosols emitted during intubation.

	2 — Sealed side openings
	Allow aspiration of secretions or oxygenation during intubation.

	3 — Sealed central opening
	Allows entry of the videolaryngoscope blade and the endotracheal tube while minimising aerosol spread.

	4 — Reinforced area
	Reinforced section of the guiding channel that protects the teeth during intubation.

	5 — Guiding channel
	Guides the endotracheal tube into the trachea while holding down the tongue and keeping the airway open.


Pipeline as stated
1. Paediatric sizes — neonatal, infant and paediatric versions.
1. Bronchoscopy and full-face sealing versions.
1. Video-AWS™ — integrated camera, light source and video screen, allowing use with direct laryngoscopes where no videolaryngoscope is available. The company notes only 57.5% of UK hospitals have access to videolaryngoscopes.
1. Video-AWS-Scope™ — directs the endotracheal tube without any laryngoscope or videolaryngoscope.
1. The company states it is currently working on IP protection for some of these developments and therefore cannot give further detail.
COMPANY-ONLY facts
1. [COMPANY] The current device requires a videolaryngoscope and is not intended for use with direct laryngoscopes — disclosure: DETAILED, and stated plainly. This bounds the addressable installed base for the current product.
1. ABSENT: development budget, timeline and stage-gate status for Video-AWS™ and Video-AWS-Scope™. 30% of proceeds is allocated to clinical validation which is said also to support these developments; no separate R&D budget is given.
1. ABSENT: manufacturing yield, sterilisation method, shelf life, and any field complaint or vigilance history since first sales.
Discrepancies
Recorded unresolved, with both values and both sources. Not adjudicated.
	Item
	Value A
	Value B

	Liquidation right
	"Preferential liquidation rights" — campaign investor-rights list; "liquidation preference" — company website [COMPANY]
	"Liquidation right: No" — KIIS Part F [KIIS]. The KIIS governs and states so expressly. RESOLVED against the campaign: these shares carry no priority.

	Tax relief
	"Tax deduction" — campaign key-information panel; "Tax deductions" — campaign investor-rights list [COMPANY]
	"The investment in your company NOT qualifies for tax incentives for investors" — KIIS Part F [KIIS]. RESOLVED against the campaign.

	Equity offered
	"9%" — campaign overview panel and website [COMPANY]
	Maximum offer amount €1,000,000 — KIIS Part B [KIIS], which at the €53.79 share price is 11.11% [DERIVED]. The 9% figure holds only if the round closes at €800,000 at the headline price.

	Shareholder reporting
	Reporting obligations every 3 months — campaign; quarterly reporting — website [COMPANY]
	"Obligation to inform shareholders:" left blank — KIIS Part F [KIIS]. Unresolved.

	Fees
	No fee disclosure anywhere in the campaign, website or slide decks [COMPANY]
	8% carried interest on the gain above capital and an 8% secondary-market fee — KIIS Part H [KIIS]. Not a conflict; a disclosure absent from all earlier materials.

	Patent ownership
	"Ownership belongs exclusively to Airway Shield SL" — project description [COMPANY]
	Assignee of record on US 12,318,541 is Airway Medical Innovations S.L. — USPTO records via Justia [PUBLIC]

	Financial table internal consistency
	Revenues minus Expenses, as presented
	EBITDA as presented — the two do not reconcile in any of the five years [DERIVED]

	Gross margin
	74% stated in the business model section [COMPANY]
	Approximately 66–67% implied by the residual in the forecast table [DERIVED]

	Multicentre study size
	750 patients, 10 sites, 6 countries — project description and Studies-completed document [COMPANY]
	850 patients, 10+ hospitals, 7 countries — roadmap in the same document [COMPANY]

	Trauma study control-arm first pass
	93.59% and 67.95% for the two videolaryngoscopes — project description [COMPANY]
	80% without the device — Studies-completed document [COMPANY]

	2nd preclinical study comparator
	Macintosh laryngoscope — ESICM abstract 000641 [PUBLIC]
	Video laryngoscope / I-view® — project description and Studies-completed document [COMPANY]

	Headline efficacy framing
	"100% first-pass success and reducing intubation time by 50%" stated unqualified on the campaign overview [COMPANY]
	The 102-patient clinical study reports no significant difference in intubation times and 73% first pass [COMPANY]

	Chinese patent status
	"Fully granted in three key jurisdictions, the United States and Japan, and China" — project description; "Chinese Patent Granted Q1 2026" — website [COMPANY]
	"Chinese and European Patent Expected to be granted" — Milestones slide [COMPANY]

	FDA approval timing
	"Expected by the beginning of 2026" — campaign overview [COMPANY]
	Q3 2026 — regulatory section and roadmap; Q2/Q3 2026 — website; approximately Q4 2025 — Milestones slide [COMPANY]

	STeP designation year
	1 May 2022 — FDA decision letter [PUBLIC]; 2022 — Capital Cell 2023 page [PLATFORM]
	"Safer Technology (2023)" — Validations slide [COMPANY]

	Lead investor commitment
	€185,000 — campaign export and KIIS Parts A and B [KIIS]
	€210,000 — company website FAQ [COMPANY]. RESOLVED in favour of €185,000; the KIIS governs.

	US complication cost
	$5.94B — project description and website [COMPANY]
	$5.4B — elsewhere on the same website page [COMPANY]

	Cantabria EmprendeXXI year
	2021 — Capital Cell 2023 campaign page [PLATFORM]
	2022 — Validations slide [COMPANY]

	NEOTEC award year
	2023 — Capital Cell 2023 campaign page [PLATFORM]
	2022 Q3 — Milestones funding slide [COMPANY]

	2023 round instrument
	"A bridge round in which we want to raise €500,000 through convertible notes" — CEO interview, El Referente, October 2023 [PUBLIC]
	Seed equity round of €0.68M — Milestones funding slide [COMPANY]

	Clinical timeline dating
	Milestones slide track — for example 2nd clinical study completed 2024 Q2, first sales 2024 Q3 [COMPANY]
	Website track — 2nd clinical study completed Q3 2024, first sales Q1 2026; the slide runs roughly a year early throughout [COMPANY]

	Headquarters
	Madrid — campaign location field and recruitment materials [COMPANY]
	Santander (Calle Moctezuma 3) — registry and CB Insights [PUBLIC]

	Hospitals in acquisition process
	One hospital using the device plus five centres in the acquisition process — campaign [COMPANY]
	Six centres have begun the purchase process — El Referente, June 2026 [PUBLIC]

	Number of preclinical studies
	Four preclinical studies — project description and website [COMPANY]
	The Studies-completed document numbers three preclinical studies, then lists the User Learning Test as item 5 and the trauma study as item 6 [COMPANY]


Where the platform's regulatory document conflicts with the deck, the KIIS governs. Three items above are resolved on that basis: the liquidation right, the tax treatment and the lead-investor total. The KIIS states the rule itself: "In case of discrepancies, the information in this document takes precedence."
Red flags and integrity checks
1. Missing critical data
Items that could have been disclosed and were not. Structural absences (no expert review, no audited accounts, no third-party metric verification) are deliberately excluded from this list.
The KIIS closes most of what was open at first issue: the registration number, share class, share price, holding structure, funding condition, transfer mechanism, fees and the liquidation position are all now on record. What remains:
1. The cap table figures. The KIIS links to a pre-round and a post-round cap table, but the linked content is not reproduced in the PDF supplied, so who owns what cannot be read from the pack.
1. The statutory accounts and three-year key financial figures, likewise linked from the KIIS but not reproduced.
1. The ranking of these ordinary shares against the 2021 and 2023 investors — whether anyone holds priority ahead of them.
1. The anti-dilution mechanism and which classes hold it, despite a €3M Series A being planned for 2027.
1. The drag-along threshold.
1. The ESOP size and any planned expansion.
1. The names of the board directors — the KIIS describes the board only as "our CEO and several members".
1. No actual revenue, units sold, price per unit or unit cost — sales began in January 2026 and the year is more than half elapsed.
1. No cash position, burn rate or runway.
1. No CE certificate number or notified body; no ANVISA or TITCK registration numbers; no patent numbers or application numbers.
1. Several mandatory KIIS fields are left blank or unfilled: the "Updated date", "Type of offer and instrument type" (shown as "offer: -"), "Obligation to inform shareholders" (blank), and the competent-authority name, which remains the template placeholder "[competent authorities – insert full denomination of competent authority/ies]".

2. Internal inconsistencies
The company's own materials contradict each other in twenty-four places, catalogued in full in the Discrepancies section above. The five with the largest bearing on an investment decision are:
1. The campaign advertises "Preferential liquidation rights" and the website advertises a "liquidation preference"; the KIIS records "Liquidation right: No". A reader of the campaign would believe they hold downside protection that the regulatory document says does not attach to these shares.
1. The campaign displays "Tax deduction" on its key-information panel and lists "Tax deductions" among investor rights; the KIIS records that the investment does not qualify for tax incentives.
1. The financial forecast table does not reconcile in any year — Revenues minus Expenses never equals the stated EBITDA. An undisclosed cost line exists, and the residual implies a gross margin of roughly 66–67% against the 74% stated elsewhere in the same document.
1. The headline efficacy figures on the campaign overview ("100% first-pass success", "reducing intubation time by 50%") derive from manikin studies. The company's own 102-patient clinical study reports no significant difference in intubation times and 73% first-pass success. The website carries the "in preclinical studies" qualifier; the campaign overview does not.
1. The Milestones slide and the company website date the same clinical and commercial milestones roughly a year apart throughout, including first sales (2024 Q3 versus Q1 2026) and FDA approval (approximately Q4 2025 versus Q2/Q3 2026).
1. The Chinese patent is described as granted in two places and as expected in a third; FDA approval is given four different dates across four documents.

3. External discrepancies — CONTRADICTED outcomes
	CONTRADICTED
	Patent ownership. The project description states: "Ownership belongs exclusively to Airway Shield SL, strengthening our positioning as an independent and innovative medical technology company." The assignee of record on US 12,318,541 — "Shielded intubation guide and method", the patent covering the shielded guide and the associated technique, filed 24 June 2020 and granted 3 June 2025 — is Airway Medical Innovations S.L. Five further patents by the same inventor (US 10,531,792; US 11,503,992; US 11,642,012; US 12,376,740; US 12,564,693) are assigned to Airway Medical Innovations Pty Ltd, an Australian company. Source: USPTO records via Justia Patents. Airway Medical Innovations SL is a separate Spanish company — CIF B88482401, incorporated 24 September 2019, Registro Mercantil de Madrid, registered at Calle Moctezuma 3, 39003 Santander (the same address as Airway Shield SL), with Julio Miguel Alonso Babarro recorded as an officer (infocif and eInforma registry extracts).

Recorded unresolved. A later assignment to Airway Shield S.L. may exist and simply not be reflected in the grant record, or the entities may operate under an intra-group licence. Neither possibility is addressed anywhere in the pack, and the pack does not mention the existence of either related entity. The company can settle this by providing the patent numbers with a current assignment extract, or the licence agreement between the entities.


No other CONTRADICTED outcome was found. In particular, every comparable exit in the company's table was verified against primary filings and press releases and none was overstated — the King Systems figure the company uses ($120M) is the upfront payment, where the announced headline including contingent consideration was up to $170M.

4. Negative public information
None found. Searches of Spanish registry aggregators, BORME, trade press and general web sources returned no litigation, insolvency proceedings, regulatory action, product recall or adverse press concerning Airway Shield S.L., Airway Medical Innovations S.L. or the founder.

5. Prior fundraises and whether stated milestones were met
	Round
	Amount
	Stated purpose at the time
	Outcome against that purpose

	2021 pre-seed (Capital Cell)
	Target €320,000 (platform, public); €400,000–€410,000 stated raised (company). Closed in under 24 hours.
	First patient studies in Q4 2021, then commercialisation; first markets Europe, US and Australia (The New Barcelona Post, August 2021).
	[DERIVED] The first clinical study completed Q1 2024 per the company's own timeline, and first sales occurred January 2026. Both are later than the August 2021 statement implied.

	2023 seed (Capital Cell)
	Target €500,000 at a €4.0M pre-money (platform); €680,000 stated raised (company). Closed in 10 days.
	Commercialisation in Europe and the jump to North America (Capital Cell 2023 campaign page).
	[DERIVED] European commercialisation began in Spain in January 2026. US entry remains pending an FDA decision. The CEO described the same 2023 raise as a €500,000 convertible-note bridge round in an October 2023 interview; the company's funding timeline records it as seed equity.

	Non-dilutive
	ENISA €210,000 (2022); NEOTEC/CDTI €325,000; €540,000 (2024); ENISA €400,000 (2026, expected).
	Innovation and development funding.
	ENISA 2022 and NEOTEC CONFIRMED. The €540,000 2024 award was NOT FOUND in public records. The 2026 ENISA award is NOT YET PUBLIC.

	2026 (this round)
	€800,000 target, maximum €1,000,000, deadline 23-08-2026, all-or-nothing; €355,804 (44.5%) raised at the export date; lead commitments €185,000 per the KIIS.
	Market expansion 60%, clinical validation 30%, scale-up readiness 10%.
	In progress.


This is the company's third consecutive raise on the same platform. Each prior round was oversubscribed against its published target and closed quickly.

6. Valuation reasonableness
The comparison is recorded; it is not judged here.
	Comparison
	Recorded

	Entry price
	€8.0M pre-money; 9% offered for €800,000; €8.8M post-money if fully funded.

	Against the company's own prior round
	€4.0M pre-money in the 2023 Capital Cell round → a 2.0x step-up in approximately three years, over a period covering CE marking, two clinical studies, two further preclinical studies, three regulatory registrations, a granted US patent and the start of commercial sales.

	Against the company's own revenue forecasts
	Approximately 43x 2026E revenue (€186k); 10.7x 2027E (€745k); 1.27x 2028E (€6.31M) [DERIVED].

	Against published medtech multiples
	MedTech sector median EV/Sales approximately 3.5x at 31 March 2025 (DealMatrix). European medtech EV/Revenue 4–6x general, 3–4x for smaller or unprofitable companies (Nelson Advisors, September–October 2025). The pipeline's hardware/deeptech exit heuristic is 2–4x revenue.

	Against comparable exit multiples
	Teleflex/LMA 2012: $276M on FY2011 revenue of $123.9M ≈ 2.2x revenue [DERIVED]. The other three comparables did not disclose target revenue, so no multiple can be computed for them.

	Against stage benchmarks
	Carta 2025 medians: seed pre-money $16M, Series A pre-money $49.3M; European rounds trail US medians by approximately 25–30% at every stage (IdeaProof, citing Carta and PitchBook).

	Against the stated target
	[DERIVED] x8 undiluted requires an exit equity value of approximately €71.1M, implying €17.8M–€35.6M of revenue at a 2–4x exit multiple. The company's own 2030 forecast is €162.3M of revenue, at which €71.1M would be 0.44x revenue. Dilution from the planned €3M 2027 Series A is not modelled and cannot be modelled from the pack.


Evidence inventory summary
Corroborable claims
	Checked
	CONFIRMED
	PARTIALLY CONFIRMED
	NOT FOUND

	41
	22
	5
	13



	CONTRADICTED
	1 — patent ownership (Red flag 3)



Not yet public
1. European patent grant — EPO Register publishes on its own schedule → EP application number and status extract.
1. Chinese patent grant — CNIPA publication lag → CN patent number and grant date.
1. ENISA €400,000 (2026) — ENISA publishes awards on its own schedule → resolution reference and date.
1. FDA clearance decision — 510(k) decisions publish only once issued → submission number, filing date, review status.
1. International multicentre trial — EU device studies are authorised nationally and may not be registered until the first site opens → trial registration number(s).

Company-only disclosure, by category
	Category
	Disclosure
	Note

	Use of proceeds
	DETAILED
	Three-way split with euro amounts and named activities

	Roadmap
	DETAILED
	17 dated milestones from Q1 2026 to Q2/Q3 2030

	Prior funding history
	DETAILED
	Seven events with amounts, types and periods on the funding timeline

	Team
	DETAILED
	Nine named members with backgrounds; employment status not stated

	Study results
	DETAILED
	Seven studies with designs, sample sizes and numeric outcomes

	Financial forecasts 2026–2030
	HEADLINE
	Three lines, five years, no build-up; does not reconcile internally

	Gross margin
	HEADLINE
	74% stated with no derivation; conflicts with the forecast table

	Commercial pipeline
	HEADLINE
	Hospitals presented and centres in the acquisition process; no order or unit data

	Manufacturing and distribution
	HEADLINE
	Partners and geographies named; no capacity, cost or contract terms

	Actual revenue and units sold
	ABSENT
	Sales began January 2026; no actual figure anywhere in the pack

	Price per unit and cost per unit
	ABSENT
	Prevents any check of the 74% margin or the "competitive price" claim

	Cash, burn and runway
	ABSENT
	No balance-sheet information of any kind

	Cap table and instrument economics
	ABSENT
	See Instrument section; this is the largest cluster of gaps in the pack



Instrument terms
1. Disclosed [KIIS]: ordinary shares of a Spanish limited liability company created by a capital increase; pre-money €8,000,000; share price €53.79 with three non-cumulative discount tiers (€49.76 and €43.03); target €800,000 and maximum €1,000,000; all-or-nothing funding with funds returned if the target is missed; deadline 23-08-2026 extendable by up to 60 working days; holding via the SPV Capital Cell Stichting Administratiekantoor or directly by notarial power of attorney to Capital Cell; right to attend the shareholder meeting; tag-along and drag-along rights; anti-dilution right; no liquidation right; no tax incentives; key employee tenure; a promoter-approved bulletin board for secondary transfers; a five-limb definition of a liquidity event; an 8% success fee on the gain above capital and an 8% secondary-market fee; four-day reflection and seven-day cooling-off periods.
1. Disclosed [COMPANY]: minimum investment €1,000; intention to raise a €3M Series A in Q3–Q4 2027; use of proceeds split 60/30/10; lead commitments of €185,000.
1. ABSENT (could have been disclosed): the cap-table figures and post-round cap table, both linked from the KIIS but not reproduced in the pack reviewed; the statutory accounts and three-year key figures, likewise linked but not reproduced; ESOP size; the ranking of these ordinary shares against the 2021 and 2023 investors; the anti-dilution mechanism and which classes hold it; the drag-along threshold; tag-along terms; lock-up period; the terms behind "key employee tenure", including founder vesting and leaver provisions; founder loans and related-party arrangements; buy-back or put options; the names of the board directors.
1. MATERIAL ADVERSE TERM: none identified — now on evidence rather than on unavailability. The KIIS records ordinary shares with no liquidation right, which is the opposite of the structure this test exists to catch.

Sector valuation benchmarks
Sector multiples
1. MedTech sector benchmark EV/Sales approximately 3.5x and EV/EBITDA approximately 19.1x, median across six regions — DealMatrix, as at 31 March 2025.
1. European medtech EV/Revenue 4x–6x for general medtech, 3x–4x for smaller or unprofitable companies, 6x–8x for AI-driven — Nelson Advisors, September and October 2025.
1. European medtech EV/EBITDA 10x–14x for profitable companies, up from 10x–12.5x in 2024 — Nelson Advisors, September 2025.
1. European private-equity healthcare transactions averaged an 11.2x median EV/EBITDA in H1 2025; corporate strategic buyers averaged approximately 8.5x — Nelson Advisors / healthcare.digital, October 2025.
Comparable rounds at a similar stage
1. Airway Shield S.L. itself — 2023 seed round on Capital Cell at a €4.0M pre-money on a €500,000 target — Capital Cell campaign page.
1. Median seed pre-money $16M and median Series A pre-money $49.3M in 2025 — Carta State of Private Markets, as reported by IdeaProof (2026).
1. European rounds trail US medians by approximately 25–30% at every stage — IdeaProof benchmarks, citing Dealroom and PitchBook.
1. No named comparable European airway-device or single-use-medtech seed round with a disclosed valuation was located in this search. Recorded as: no directly comparable priced round found for single-use airway devices at seed stage in Europe.
Comparable exits
	Company
	Buyer
	Value
	Year
	Source and multiple

	LMA International N.V.
	Teleflex
	$276M (SGD 343.5M); $292.2M initial cash on closing per the FY2013 10-Q
	2012
	Teleflex 8-K 13 Aug 2012, SEC EDGAR. FY2011 revenue $123.9M → approximately 2.2x revenue [DERIVED].

	King Systems Inc.
	Ambu
	$120M upfront; up to $170M with contingent payments
	2012–13
	Consort Medical / Ambu announcements, Dec 2012; FIH Partners; completed 15 Feb 2013. Target revenue not disclosed; no multiple computable.

	Aircraft Medical Ltd.
	Medtronic
	$110M all cash (£72M)
	2015
	Medtronic press release 18 Nov 2015. Target revenue not disclosed; no multiple computable.

	Physio-Assist SAS (Simeox)
	Inogen
	$32.25M cash + $3.178M earnout at fair value; up to $45M if all milestones met
	2023
	Inogen 8-K and 10-K, SEC EDGAR; closed 14 Sep 2023. Target revenue not disclosed; no multiple computable.


Evidence gaps — questions the investor should put to the company
Every item below is a question the company can answer from documents it already holds. Absence of an answer is not a negative finding; it is an unanswered question.
Intellectual property — the highest-value question in this dossier
1. US patent 12,318,541 is recorded at the US Patent Office as owned by Airway Medical Innovations S.L. Can you send a current ownership extract showing who owns it today, and explain the relationship between Airway Shield S.L. (B-02721819), Airway Medical Innovations S.L. (B88482401) and Airway Medical Innovations Pty Ltd?
1. If there is a licence between those companies, what does it cost Airway Shield S.L., how long does it run, and can it be cancelled? Note that under the KIIS an exclusive licence of the principal intellectual property to a third party would itself count as a liquidity event.
1. Can you give the patent numbers and jurisdictions for the granted patents, and the application numbers for the pending ones? The Milestones slide says the Chinese patent is expected while the website says it was granted in Q1 2026 — which is right?

Ownership and terms still open after the KIIS
1. Can you send the cap table and the post-round cap table? Both are linked from the KIIS but the linked pages were not in the pack we received.
1. Do the 2021 or 2023 investors hold any priority ahead of these ordinary shares if the company is sold?
1. What exactly do the anti-dilution rights give me — a right to invest again in future rounds, or an adjustment if new shares are issued more cheaply — and do earlier investors hold the same right?
1. At what shareholding percentage can a drag-along be triggered, and who can trigger it?
1. How big is the employee share pool, and will it grow before the 2027 Series A?
1. Who are the board directors by name? The KIIS describes the board only as "our CEO and several members".
1. The KIIS leaves "Obligation to inform shareholders" blank while the campaign promises reporting every three months. Which applies, and in what form?
1. There is a company called AIRWAY SHIELD CROWD SL in the Spanish registry, registered in January 2022. What is it, and does it hold shares from the 2021 or 2023 rounds?

Conflicts between the campaign and the KIIS
1. The campaign lists "Preferential liquidation rights" and the website lists a liquidation preference, but the KIIS records "Liquidation right: No". Which is correct, and will the campaign be corrected?
1. The campaign shows a tax deduction, but the KIIS states the investment does not qualify for tax incentives. Which is correct?
1. If the round is oversubscribed to the €1,000,000 maximum, what percentage of the company do investors own in total?

Financial and commercial
1. Can you send the financial statements and the three-year key figures? Both are linked from the KIIS but the linked documents were not in the pack we received.
1. How many units have you sold since January 2026, to how many hospitals, and what is the revenue to date against the €186,000 forecast for the year?
1. What does one unit sell for, what does it cost you to make and deliver, and what margin does the distributor take?
1. In your financial table, revenues minus expenses does not equal EBITDA in any year. What is the missing cost line, and can you send the full model?
1. You state a 74% gross margin, but the residual in your own forecast implies roughly 66–67%. Which is correct, and on what volume?
1. What is your cash balance today, what is the monthly burn, and how many months of runway do you have?
1. What is the €540,000 non-dilutive funding shown for 2024, and which programme awarded it?

Regulatory and clinical
1. Can you send the CE certificate showing the notified body, certificate number, risk class and expiry, plus the ANVISA and TITCK registration numbers?
1. Is the FDA route a 510(k) submission or a 510(k) exemption? The roadmap says "510(k) exemption application" — which is it, what is the submission number and filing date, and what happens to the plan if the decision slips past 2026?
1. Can you send the full report of the 102-patient study at Hospital Universitario de Araba, including the first-pass success rate in each arm? And can you state plainly which headline figures come from manikins and which from patients?
1. The second preclinical study has been under revision or in pre-print since at least September 2025, four years after the conference abstract. Where has it been submitted and what is the status?
1. Is the multicentre trial 750 patients across six countries or 850 across seven? What does it cost, how much is funded today, and what happens to it if this round does not close in full?

Team
1. Which team members work full-time on Airway Shield S.L., and do any of them hold roles at the related Airway Medical Innovations entities?
1. Who leads engineering? Product development is credited to the founder of an external design studio — is that an employment relationship or a contract?
1. The KIIS records "Key employee tenure: Yes". What does that cover — are the founders on vesting schedules, and what happens to their shares if one leaves?

End of Step 1 fact dossier, revision 2. No scores, weights or judgements appear in this document; evaluation is the function of Step 2.
