CLINICAL TRIAL EVALUATION AND
OBSERVATIONS REPORT

Product Name: Medical Compression Stockings Vista
Care

Study Population: Patients with Chronic Venous Insufficiency (CVI) — CEAP Classification
C1-C2.

Compression Class: Class [I/Il] (Equivalent to 15-32 mmHgQg).
Follow-up Duration: 04 Weeks.

Patients/ customers:

60 years - old woman (retired pharmacist) (P1)

52 years - old woman (pharmacy lecture) (P2)

Physician: Dr Trinh Nam

1. Primary Clinical Endpoints

To ensure objective results, the following standardized metrics are applied:
e VAS (Visual Analogue Scale): For self-assessment of pain and leg heaviness (0-10
scale).
e Anatomical Circumference Measurements: Measured at the ankle (Point B) and
mid-calf (Point C) to monitor edema reduction.
VCSS (Venous Clinical Severity Score): Physician-assessed score for clinical severity.
Dermatological Assessment: To monitor skin integrity and material biocompatibility.

2. Follow-up Timeline & Expected Outcomes

Timeline Evaluation Focus Clinical Observations
Baseline (Day 0) Initial screening, limb Establishing the reference data
measurements, and recording |point.
baseline

VAS : 4 (P18& P2)
VCSS 11-12 (P1& P2)

3 Days Initial Tolerance: No acute adverse reactions to
| No skin reactions (erythema, [the textile material.
pruritus),

| Ease of donning/doffing
Early comfort levels.

1 Week Early Symptomatic Relief: 0-30% reduction in average




Timeline Evaluation Focus Clinical Observations
: VAS : 2-3 (P1 & P2) VAS scores.

VCSS 7-8 (P1); 6 (P2)
Nocturnal calf cramps. ()

2 Weeks Edema Management: Reduced feeling of heaviness;
Assessment of Patient reduced feeling of heat; no
Compliance (usage > 10 numbness.
hours/day). Good, comfort

4 Weeks Final Summary: Final | Reduce symptoms;
VAS : 1 (P1 & P2) | No reported deep vein
VCSS : 3 (P1),5(P2) thrombosis (DVT)
Comfort and find ease in daily | No skin breakdown
activities | No skin reaction with material

n hot weather (Vietnam) |

3. Key Technical Terminology

e Graduated Compression: The mechanical pressure that is highest at the ankle and
decreases proximally.

e Compliance/Adherence: The degree to which a patient correctly follows the prescribed
wearing schedule.

e Mechanical Integrity: The ability of the elastane/polyamide fibers to maintain pressure
after use.

e Biocompatibility: Ensuring the fabric does not cause contact dermatitis or allergic
reactions (specifically regarding silicone top-bands).

4. Sample Conclusion

"Following the 4-week clinical evaluation, the Vista Care ; with two product (knee socks and
thigh-high socks)

Medical Compression Stockings demonstrated significant efficacy in mitigating the functional
symptoms of CVI. The mean VAS score improved from 4 to 1. The product maintains the
required pressure gradient and meets the safety standards for medical devices as regulated by
the Ministry of Health. No serious adverse events were recorded.”

5. Recommendation

For a professional submission, it is recommended to include:
1. Patient Satisfaction Survey (PSS): Subjective feedback on texture and aesthetics.
2. Comparative Data: If applicable, compare the results against the standard of care (e.g.,
elastic bandages).
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Cl:INICAL OBSERVATION REPORT / BAO
CAO QUAN SAT LAM SANG

Product/San pham: Medical Compression Stockings / Tt ap Iuc y khoa
1. CLINICAL FEEDBACK / KET QUA QUAN SAT LAM SANG

* Fabric & Ergonomics (Chat liéu & Tién ich): The compression gradient is stable and
effective for CVI symptoms. Sizing is suitable for Vietnamese patients. (Ap luc phan doan
on dinh, hiéu qua vdi cac triéu chirng suy tinh mach. Kich ¢& phu hgp vdi thé trang ngudi
Viét).

* Climate Adaptation (Thich trng khi hau): Good breathability. However, continuous
monitoring for skin reaction in hot and humid weather is recommended. (D6 tham khi tét.
Tuy nhién, can theo d&i thém phan (ing da trong thdi tiét néng am).

2. LEGAL DISCLAIMER & DECLARATION OF INTEREST - TUYEN BO

MIEN TRU VA KHONG CO LGOI iCH KINH TE

¢ Vietnamese:

1. Muc dich: Bao cao nay thuan tuy la két qua quan sat 1am sang ca nhan mang tinh chat
hoc thuat va ho trg nghién ciu ndi b (R&D). Day KHONG phaila Bdo céo thir nghiém
lam sang chinh thirc ctia BS Y té Viét Nam. San pham hién chua co s6 dang ky luu hanh
tai Viét Nam.

2. Tuyén bd ddc lap kinh té: Ngudi ky xac nhan KHONG nhan bat ky Igi ich kinh t&, thuong
mai, tién bac, tai trg hay thi lao nao tU phia nha san xuat/hang: Moi chi phi giao luu, an
udng lién quan déu do ca nhan ngudi ky tu chi tra (cé héa don luu gil).

3. Gidi han str dung: Khéng str dung tén, hinh anh, chir ky hodc néi dung bao cao nay cho
muc dich quang cdo thuong mai, truyén théng mass-media, hoac dua vao ho so dang ky
luu hanh chinh thic khi chua cé sy ddng y bang van ban. Ngusi ky hoan toan vé can doi
vdi tinh an toan va viéc phan phéi sdn pham sau nay.

e English:

1. Purpose: This report is strictly a personal clinical observation for internal R&D purposes
and does NOT constitute an official Clinical Trial Report approved by the Ministry of
Health of Vietnam. The product is currently unregistered.

2. Declaration of No Financial Interest: The signatory hereby declares ZERO financial
interest, commercial benefit, funding, or remuneration from the manufacturer/brand. All
personal expenses during meetings were fully self-paid by the signatory (with visa
receipts maintained).

3. Restriction: The use of the physician's name, signature, or this report's content for
marketing, commercial endorsement, or official regulatory filings is strictly prohibited.
The signatory assumes zero liability for product safety or commermal dlstnbutlon

Date / Ngay: May 20, 2026
Signer / Ngusi ky (Ky va ghi rd ho tén): |\/% /(tm/\ v w,( y \/e ;VM@
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[ HIEP HOI Y HQC CONG HOA XA HQI CHU NGHIA VIET NAM
‘ HANH PHO HO CHI MINH

T Poclip — Tw do — Hanh phic

I S6: 41089/0D 156 - 2025/GCN-HHYH

GIAY. CHU'NG NHAN

THAM GIA CAP NHAT KIEN TH(’C Y KHOA LIEN TUC
TRONG KHAM BENH, CH(*A BENH

SR o R B M 1
T8 S, T RO VIR 0 Fa) R i

VT L 1532

Chirng nhan: BS. TRINH NAM
Sinh ngay: 01.06.1990
Bon vj cong tac: TRUNG TAM'Y TE KHU VUJC NHIEU LOC

BN ULES ¢

D& hoan thanh céap nhét kién thirc y khoa lién tuc véi cae néi dung nhir sau-

1. Hinh thire: Tryc tiép
2. Noi dung chua dé:
= 2 "HOI NGHI KHOA HOC THU’O’NG NIEN LAN I
BENH TRAO NGU O'CDA DAY THU'C QUAN PIEM KET NOI DA CHUYEN KHOA

i 3. Bon vichiu trach nhiém:

= - Hiép Hai Y Hoc Thanh Phé H4 Chi Minh
- Ho6i Gan Mat Thanh Phd Ho Chi Minh

4. Thoigian: Ngay 21 thang 09 nam 2025

I

] 5. S6 budi: 02 budi )

il Quy dm twong dwong: 03 gid tin chi
| _ (Ba gio tin chi)
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