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Children’s Product Certificate
ISSUED VERSION 1 — October 7, 2026
Issued by Akoya Medical LLC
Certificate ID: AKY-CE-R11-CPC-20261003-001

Akoya Medical LLC certifies that the product identified below complies with the applicable children’s product safety rule 
identified in Section 2, based on the testing and material determinations identified below.

1. Product identification
Akoya Pediatric Character Eyewear — Model AKY-CE, design revision R11 (historical identifier AKY-PED). Report name: “Kid’s 
Animal Facemasks.” Ages 3 and older. Non-toy, single-use visual shield for professional, continuously supervised clinical use 
while seated/reclined; not protective eyewear and not sent home.

Covered lot: AKY-CE-20261003-001. Artwork variants listed in report R261356: Lion, Tiger, Puppy, Kitty, Monkey and Bear, 
with identical tested construction. Current production selection: Lion, Tiger, Puppy and Kitty. Construction: CMYK-printed 
paperboard, adhesive-backed foam, white elastic cord and black adjuster, using the tested R11 assembly.

2. Applicable children’s product safety rule
15 U.S.C. § 1278a (CPSIA Section 101) — Total lead content in accessible components of children’s products: 100 ppm 
maximum. Supporting mechanical, flammability, phthalate and labeling results are recorded separately on page 2; those test 
headings are not all mandatory CPC citations for this 3+ non-toy product.

3. Domestic manufacturer certifying compliance
Akoya Medical LLC
333 Tamiami Trail South, Suite 317, Venice, FL 34285, USA
Telephone: 515-587-5863 | Email: info@akoyamedical.com

4. Individuals maintaining test records
Thomas Goetz Jr., c/o Akoya Medical LLC
333 Tamiami Trail South, Suite 317, Venice, FL 34285, USA
Email: tgoetz@akoyamedical.com | Telephone: 515-306-9753

Drew Zaun, c/o Akoya Medical LLC
333 Tamiami Trail South, Suite 317, Venice, FL 34285, USA
Email: dzaun@akoyamedical.com | Telephone: 515-587-5863 (company contact)

5. Date and place of manufacture / final assembly
October 2026; continuous first batch beginning October 3, 2026, under lot AKY-CE-20261003-001. Final assembly: Venice, 
Florida, USA. Production remains in progress as of October 6, 2026. Coverage is limited to conforming units made under this 
identified lot and unchanged tested configuration; actual production dates and quantities are recorded in the batch record.

6. Date and place of testing; basis for certification
AM Testing & Services, Inc., Punta Gorda, Florida, USA. Report R261356, dated October 5, 2026; samples received September 
23, 2026. Report date is used in this certificate. Total lead results for foam, elastic cord and black adjuster: below detection 
limit (<10 ppm), against a 100 ppm limit. Paper and ordinary CMYK printing: 16 CFR § 1500.91(d)(5) and (6) material 
determinations; report lists paper with CMYK ink as exempt. See page 2 for the manufacturer’s adhesive-coverage 
confirmation.

7. CPSC-accepted third-party testing laboratory
AM Testing & Services, Inc. — CPSC Laboratory ID 1342
24451 Sandhill Blvd., Unit A, Punta Gorda, FL 33983, USA
Telephone: 708-907-5252 | Report signatory: William M. Baumann, Laboratory Director
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Supporting record and production scope
Companion to the issued CPC on page 1. This page records the test basis and manufacturer confirmations; it is not a separate 
certificate or an expansion of the laboratory report.

Completed report results

Report requirement / evaluation Result and scope

16 CFR 1500 — use and abuse; 16 CFR 1501 — small parts Pass. Sharp-point and small-part checks passed as received and 
after the reported impact, torque, tension and compression tests. 
Sharp-edge checks were N/A.

16 CFR 1500.44 — flammability Pass; 0.058 inches/second. The report uses the 0.1 inches/second 
flammable-solid criterion. No 16 CFR 1610 testing is claimed.

15 U.S.C. § 1278a — total lead Pass for foam, white elastic cord and black adjuster. Each <10 
ppm. Paper with CMYK ink listed as exempt.

16 CFR 1307 / CPSIA Section 108 — phthalates Pass. Black adjuster DEHP: 166 mg/kg, below the report’s 1,000 
mg/kg limit; other reported values ND. Retained as supplemental 
testing for the stated non-toy use.

Tracking label and country-of-origin marking Pass. Report and Dan Bartels’ October 6 email rely on the 
submitted labeling/packaging configuration.

Washington/Maine and California screening Washington/Maine phthalate: Pass. California Prop. 65 entries: 
Complies, qualified by the report’s similar-product basis; detailed 
tables are informational. These are not federal CPC citations.

Manufacturer confirmations recorded October 6, 2026
Thomas Goetz Jr. confirms that the PSA adhesive was tested as part of the foam, as previously communicated by the 
laboratory; it is not an outstanding request for separate adhesive testing. The report itself identifies the tested component as 
“Foam.” This statement records Akoya’s confirmation without altering the report’s component description.

Thomas confirms that production materials and construction match the tested samples and that Akoya will use the submitted 
packaging. The flammability basis follows the final report’s 16 CFR 1500.44 testing for this paperboard construction; 16 CFR 
1610 is not claimed as tested or included as an unresolved testing request. No ASTM F963 toy certification or under-three age 
coverage is claimed.

Labeling, ongoing production and document control
Retain the reviewed R11/L06 mask warning and tracking information, the individually labeled bag, and the labeled outer box. 
Packaging is handled by the clinician; its tracking information still identifies the enclosed product and batch. Dan’s October 6 
email requires AM Testing review if that packaging changes.

Keep actual production dates, material/lot traceability, quantities and assembly checks against AKY-CE-20261003-001. A 
continuous batch may use its starting month/year on the CPC. Later lots or changed construction require an updated 
coverage record and assessment of any testing affected by changes; this certificate does not certify unidentified future 
production.

Version 1 issued by Akoya Medical LLC on October 7, 2026, as authorized by Thomas Goetz Jr., adopting the product scope, 
testing basis and manufacturer confirmations above. Akoya is responsible for this certificate’s accuracy. Furnish the 
certificate to distributors and retailers and ensure it accompanies covered shipments physically or electronically. Retain 
supporting records and update coverage when required.

References retained with the certificate
AM Testing report R261356 (October 5, 2026); Dan Bartels email (October 6, 2026); Akoya_R11_Labeling_Package_Dan.pdf 
(October 5, 2026); manufacturer confirmations in this conversation (October 6, 2026). CPSC seven-element and continuous-
batch guidance: https://www.cpsc.gov/Business--Manufacturing/Testing-Certification/Childrens-Product-Certificate
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