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Tam soat - phat hién sém 10 loai ung thu

Ung dung cong nghé ctDNA

dua trén ky thuat giai trinh tu
gen thé hé 2 (NGS) phat hién
sdm dong thdi 10 loai ung thu.
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MULTI-CANCER EARLY DETECTION

VU Thuc quan

Phoi Budng Tring
Gan - buong mat  Tuyén Tuy

Da day N&i mac tir cung
Pai - Truc trang Pau - Co

« Ung thu D3 - C6 KHONG bao gbm u ndo, u héc mét, ung thu tuyén gidp, ung thur da

ving dau cé.
* Pham vi khdo sat ung thu’ budng tring va ndéi mac tz cung chi ép dung cho ni gici.
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POT PHA CONG NGHE GEN
TAM SOAT PHAT HIEN SOM DA UNG THU

NGUYEN LY HOAT PONG CUA XET NGHIEM SPOT-MAS 10

Té bao ung thu Té& bao ung thu phéng thich céc L&y 10ml mau dé tach chiét
dugc hinh thanh phan manh DNA vao mau, goi la cfDNA (cell-free DNA) tu
trong khéi u ctDNA (circulating tumor DNA) huyét tuong
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Ung dung cong nghé giai trinh tu thé hé mai K&t qua duong tinh (phat hién ctDNA) sé di
phan tich da chi ddu phan tlr ctia ctDNA. kém du dodn vi tri khéi u trong pham vi 10

loai ung thu dua trén cac mé hinh may hoc
do Al dinh huéng, hd tro B4c sitrong qua
trinh theo doi va x(r tri.



A GENE KET QUA PHAN TiCH ctDNA

7S SOLUTIONS SPOT-MAS10
2 TAM SOAT VA PHAT HIEN SO'M 10 LOAI UNG THU’

m THONG TIN NGU'O'1 DPANG Ki THU'C HIEN XET NGHIEM

THONG TIN CA NHAN THONG TIN LAY MAU THONG TIN VE XET NG
Hovatén: Sample patient Loai mau: Mau Bac si chidinh: Sample doctor
Pién thoai: XXXXXXXX Ngay thu mau: 01/01/2025 Noi thu mau: Sample hospital
Gigi tinh: N Ngay nhan miu: 02/01/2025 Ngay tra két qua: 20/01/2025
Ngay sinh: 01/01/1970

m THONG TIN LAM SANG

E KET QUA KY HIEU MAU: SAAAAAR29 ECD ID: ECDXXXX01 GOI XET NGHIEM: SPOT-MAS 10

DANH GIA NGUY CO’
Pham vi khao sat: Gia tri ghi nhan: K&t qua: « Amtinh: <2
z = " = - Cannguéng: 2-3
ctDNAZ-Score Jil1.99 M CHUA PHAT HIEN BAT THUONG [RERSRCYCURRRes
ctDNA (circulating tumor DNA) la cac phan manh DNA dugc té€ bao khéi u phéng thich vao trong mau
Dién giai két qua:

Chwa tim thay dau hiéu goi y 6ng/ba c6 kha nang méc ung thu trong pham vi khao séat (Vd, Phéi, Gan - BPudng mat,
Pai - Trye Trang, Da day, Budng Tritng, Tuyén Tuy, Thuc Quan, Néi mac tir cung, Dau-Ca).

(Két qua nay chi cé gia tri trén mau xét nghiém nhan duoc)

- Pau-Co Gan - Budng Mat
E LU'UY QUAN TRONG
X A N N fm——
e Mot két qua am tinh (chua ¢ tin hiéu ctDNA) KHONG HOAN TOAN loai
trlr sy hién dién cta khéi u do ndm ngoai pham vi khao sat (10 loai) HOAC Da déy/ Thue quan
nam & vi tri khé phéng thich ctDNA™ HOAC ung thu thir phat cé bién

d6i omics khac biét hoan toan véi ung thu nguyén phat®,
¢ Do nhay cua xét nghiém la 70.8% d6i véi tén thuong ung thu va 78.1% khi
k&t hop véi danh gid tén thuong tién ung thu dudng tiéu hda 4, diéu nay co
nghia 1 v6i mdi 100 trwong hop mac bénh sé bé sé6t khoang 22
trwd'ng hop (d6 nhay clia xét nghiém s& thay déi tuy theo tirng loai co
quan trong pham vi kh&o sét ). Phai (CHU’A PHAT HIEN BAT THUONG ) Vi
o Gi4 tri tién doan 4m cuia xét nghiém 1a 99.9% @, nghia & v&i mai 1000 truong :
hop KHONG TRIEU CHU'NG cé6 két qua am tinh sé c6 khoang 999
truong hop thue sw khéng mac ung thu.
o Khuyén nghi sir dung xét nghiém nay nhu’ cong cu tam soat hd trg, KHONG
nhdm muc dich thay th& cho cac phuong phap tAm soét ung thu thudng

quy da dugc khuyén céo. - )
 Ong/ba nén tiép tuc tham kham stic khde va sang loc ung thu dinh ky theo Notmac troung Buone Trime

huéng dan cuia bac si.

—

Luwu y: Hiéu qua cla xét nghiém dugc théng ké dua trén di liéu tir nghién cttu lugng gia lam Dai - True Trang Tuyén Tuy
sang K-DETEK (ClinicalTrials.gov ID: NCT05227261).t

DU BAO NGUON GOC KHOI U

Pham vi khdo sét ung thu budng triing va ndi mac tir cung chi ép dung cho ni gidi.
Phiéu két qua nay du'gc ki xac nhan bdi:
Trwéng phong xét nghiém Cong ty C8 phan Di Truyén Y Hoc

Pia chi: 186 - 188 Nguy&n Duy Duong, P.2, Q.10, TPHCM s

CN. Nguyn Thj C4m Tu Pién thoai: 028 6660 8050 ACCREDITED Y
SPOT-MAS 4 ki'thuat xét nghiém duoc phat trién béi Gene Solution va dugc Gene 1A S T L
Solutions Chuyén giao céng nghé cho Cong ty C6 phan Di Truyén Y Hoc (MGJ) thuc hién.
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KET QUA CUA BAN

TAM SOAT, PHAT HIEN SGM UNG THU DUA TREN DNIA PHONG THICH TU KHOI U (ctDNIA

* Phantich nay gilip phéat hién 5 loai ung thu thudng gap (vu, phdi, gan - dudng mat, dai - truc trang, da day) va 5 loai ung thu 4c tinh
cao (budng tring, tuyén tuy, thu'c quan, ndi mac tr cung, dau - ¢d”) tir giai doan sém dura trén DNA phong thich tir khdi u (ctDNA).
Cac doan DNA nay c6 thé dugc phdng thich tir sém, khi khdi u c6 kich thudc nho, chua di can va chua gay nén cac biéu hién lam
sang dac trung clia ung thu. Ham lugng clia ctDNA ti & thuén vdi kich thude khéi u va sy di can, trong khi kha nang phéng thich
ctDNA phu thudc vao loai ung thu va vi tri khdi u, nhirng y&u td nay sé anh hudng dén kha nang phat hién ctDNA trong mau.

» K&t qua phan tich ctDNA nay CHUA PHAT HIEN TiN HIEU ctDNA trong m&u mau clia 6ng/ba.

*Ung thu' Bau-C6 KHONG bao gém u néo, u h6c mat, ung thu’tuyén giap, ung thu’ da ving déu co.

Xin lwuy:

» K&t qua nay cho thay: sau khi phan tich m&u mau ctia dng/ba CHUA PHAT HIEN d&u hiéu goi y kha nang méc ung thu trong
pham vi khao sat 10 loai ung thu.

* Theo nghién ctru lam sang ctia Gene Solutions, khoang 999 trong 1000 ngudi KHONG CO TRIEU CHU'NG nhan duwoc két
qua nay thuc su khéong mac ung thu @, K&t qua hién tai KHONG HOAN TOAN loai trir su hién dién clia khéi u do ndm ngoai
pham vi khao sat (10 loai ung thu) HOAC nam & vi tri khd phdng thich ctDNAM HOAC ung thu thi phat ¢ bién déi omics khéc
biét hoan toan so vdi ung thu nguyén phat@

* Phantich nay tam so4t ungthu & thdi diém hién tai KHONG loai trir nguy co méc ung thu' vé sau. Véi két qud am tinh 6ng/ba nén
l&p lai xét nghiém nay hang ndm dé tam soat sém ung thu VA két hgp vdi cac phuong phdp tam soat ung thu' thudng quy da duogc
khuy&n cdo dé tang kha nang phat hién sdm ung thu nguyén phat.

e Khuyén nghi str dung xét nghiém nay nhu céng cu tam soét b6 trg, KHONG nh&dm muc dich thay thé cho céc phuong phap tam
soé&t, chan doan ung thu' thudng quy da dugc khuy&n céo hién nay nhu siéu am, ndi soi, chup cét I8p vi tinh (CT scan), chup cong
hudng tir (MRI scan), sinh thiét-gidi phau bénh.

V&i két qua xét nghiém nay, ching tdi khuyén nghi 6ng/ba thuc hién thém céc bwdc sau day:

1. Ong/ba can theo dai dinh ky sirc khde ctia minh hang nam, va di kham bénh khi c¢6 dau hiéu khong khoé hoac cé6 dau
hiéu canh bao sém ung thu xuat hién (phan lwu y dwéi day), nham cé huwéng chan doan va diéu tri phu hop.

Luuy: Viéc cham tré& kham bénh khi cé céc triéu ching nghi ngd sé dan dén nguy co chan doén ung thu' & giai doan mudn

7 dau hiéu canh bao ung thu

Hiép hdi Ung Thu Hoa Ky da dua ra khuyén cdo vé mot s6 biéu hién canh bao kha nang ung thu. D& dé nhd, cac chuyén gia st dung cac

chif céi ¢ dau viét tdt thanh C-A-U-T-1-0O - N (canh béo), bao gom:

e C (Change in bowel or bladder habits): Thay d&i théi quen dai tién, tiéu tién. Vi du: tiéu nhidu [&n, tiéu mau, tiéu chay, tao bén, tiéu

chay kém tdo bon xen k&, tiéu phan l&n mau...

e A(Asore that does not heal): Dau nhtic dai dang khéng khoi. B4t ky can dau man tinh, dau kéo dai, hay khong rd nguyén nhan déu 14
dau hiéu can quan tam.

U (Unusual bleeding or discharge): Chay mau hodac tiét dich bat thudng t&r mai, miéng, dudng tiét niéu, tiéu hda hay m dao...

T (Thickening or lump in the breast or elsewhere): M6t chd day [én hodc mot cuc u & vi hodc bat ky vi tri nao clia co'thé.

| (Indigestion or difficulty swallowing): An khéng tiéu hodc khé nuét.

O (Obvious change in size, color, shape, or thickness of a wart, mole, or mouth sore): Thay déi rd rang trong kich thudc, mau séc, hinh

dang hay d6 day cia mun cdc, nét rudi hay vét loét trong miéng.

¢ N (Nagging cough or hoarseness): Ho dai d&ng ho&c khan tiéng.

Luu y: Khi c6 mot trong nhirng triéu chitng ké trén ma khong cé mot nguyén nhén ré rang, kéo dai trén 2 tuan va/hoéc két qua phéan tich
DNA tir kh&i u (ctDNA) duong tinh thi rat c6 thé a dau hiéu ctia mot bénh ung thu nao dé. Ong/ba nén gép béc si chuyén khoa dé duogc
tuvan.

. Ong/ba can xay dung ché do dinh dudng, lam viéc, van dong va nghi ngoi hop ly dé duy tri sirc khée thé chat va tinh

than. Viéc duy tri séng lanh manh ciing gitp giam thi€u nguy co mac ung thu, cu thé nhu sau:
Han ché tiép xdc vdi tia UV béng céch tranh tip xtc tryc tiép vdi - » Gilf can nang hop ly

N

anh nang mat trdi qua muc. * Tap luyén thé thao déu dan.
* B4t ky n6t rudi mdi, bat thudng hodc thay déi ndo khac cianétrudi ¢ An nhiéu rau cti qua tréi cay.
can dugc thong bao cho béc si. * Han ché sirdung thiic uéng co con.
e Trdnh ho&c han ché& hut thudc. * Hiéu rd stc khde ban than va tién s bénh cua gia dinh.

Ngudi c6 két qua phan tich ctDNA am tinh va CO CHAN DOAN MAC UNG THU NGUYEN PHAT TRONG PHAM VI 10 LOAI UNG THU KHAO SAT
CUA XET NGHIEM TRONG VONG 12 THANG sau ngay nhan két qua sé dugc hd tro't6i da 25.000.000 VND bao gom:

e T6ida 15.000.000 VND cho chi phi diéu tri theo hoé don chiing tir tai bénh vién digu tri
» T6ida 10.000.000 VND cho chi phi xét nghiém hé trg diéu tri theo dai ton du'téi thi€u khéi u (K-TRACK)

Né&u c6 thdc mac hay can tw’ van thém vé két qua vui long lién hé bé phan CSKH (SBT: 0287 101 8688)
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THONG TIN VE XET NGHIEM

PHUONG PHAP SPOT-MAS

SPOT-MAS |a mot xét nghiém sinh thiét long dugc (ng dung trong tAm soat ung thu dua trén kha nang phat hién DNA

ngoai bao do khdi u phong thich vao mau (circulating tumor DNA - ctDNA):

* DNAtu do (cell free DNA, cfDNA) dugc tadch t mau mau va phan tich bang cong nghé giai trinh tu gen thé hé mdi
(NGS) dbc quyén bao gobm ca giai trinh tu toan bo bd gen va giai trinh ty dua trén amplicon.

 Gidi trinh ty dudc thuc hién bang cong nghé nanoball DNA trén hé théng DNBSEQ-G400 (MGl Tech Co.).

» DU liéu thu dudc sau do dudc phan tich bang céch st dung cac mé hinh méay hoc do Al dinh hudng dé phat hién sy
hién dién clia ctDNA trong méau va xac dinh ngudn géc khéi u dua trén cd sd di liéu multi-omic két hgp céc dac diém
di truyén, biéu sinh va phan doan clia cfDNA.

THONG SO KY THUAT

* BO hoa chéat: MagMAX™ Cell-Free DNA Isolation Kit (Thermo Fisher, USA), EZ DNA Gold kit (Zymo Research, USA),
xGen™ Methylation DNA Library Preparation Kit (IDTDNA, USA)
* Thiét bi: DNBSEQ Next-generation sequencing system (MGl Tech Co.)

GIOI HAN CUA XET NGHIEM

» Theo nghién cliu lam sang ctia Gene Solutions, v&i mbi 1000 truding hop KHONG TRIEU CHUNG c6 két qua am tinh
sé c6 khodng 999 trudng hop thuc su khéng mac ung thu' @

e Mot két qua am tinh (chua cé tin hiéu ctDNA) KHONG HOAN TOAN loai trir su hién dién ctia ung thu do kh&i u nam
ngoai pham vi khao sat HOAC nam & vi tri khé phéng thich ctDNAMHOAC ung thu th( phat cé bién déi omics khac biét
hoan toan so véi ung thu nguyén phat®@.

o K&t qua am tinh co gid tri tam soat ung thu & thdi diém hién tai va KHONG loai trir nguy co méc ung thu' vé sau. Vi két
qua &m tinh, khuy&n cdo nén lap lai xét nghiém nay hang nam dé tam soat sém ung thu VA két hgp v§i cac phuong
phdp tam so4t ung thu thudng quy da dugc khuyén cdo dé tdng kha nang phéat hién sém ung thu.

* Mot két qua duong tinh (cé tin hiéu ctDNA) KHONG HOAN TOAN khéng dinh ngudi tham gia xét nghiém c6 ung thu do
mot s6 truong hgp bénh ly dac biét co thé tao ra tin hiéu ctDNA “gia”.

» Theo nghién cltu lA&m sang clia Gene Solutions, khoang 58 trong 100 ngudi nhan dugc két qua duong tinh sé& phat hién ton
thuong ung thu hodc tién ung thu sau khi thuc hién cac xét nghiém chan doan® 4. Vivay, mot két qua duong tinh can dugc tu
van bdi Bac si chuyén khoa ung budu, chuyén gia di truyén va khang dinh bang céc phuong phéap chan doén hinh anh.

» Ngubn goc khdi u dugc du doan dua vao thuat toan va mod hinh hoc may phéan tich cac dac diém khac biét clia ctDNA
tlr cac co quan khao satva cé do chinh xac du dodn co quan & 52.9% ddi vdi tén thuong ung thu va 84.0% khi két hgp
véi danh gia ton thuong tién ung thu dudng tiéu héa® 4. Tuy nhién, nhitng dac diém nay clia ctDNA ¢ thé bij trung lap
da&n dén viec KHONG THE TACH BIET HOAN TOAN ngudn géc khéi u.

1. Bettegowda, Chetan et al. “Detection of circulating tumor DNA in early- and late-stage humanmalignancies.” Science Translational Medicine 6.224 (2014). doi: 10.1126/sci-
translmed.3007094.

2. Hao, Xiaoke et al. “DNA methylation markers for diagnosis and prognosis of common cancers.”Proceedings of the National Academy of Sciences 114.28 (2017). doi:
10.1073/pnas.1703577114.

3. Nguyen, etal. "Prospective validation study: a non-invasive circulating tumor DNA-based assay forsimultaneous early detection of multiple cancers in asymptomatic adults."”
BMC Medicine 23, 90 (2025). https://doi.org/10.1186/512916-025-03929-y.

4. Carbonell, Chantelle, et al. Cancer Control 31 (2024): doi:10732748241307360.

5. Nguyen, et al. "Multimodal analysis of methylomics and fragmentomics in plasma cell-free DNA formulti-cancer early detection and localization.” eLife 12:RP89083 (2023).
https://doi.org/10.7554/eLife.89083.3

6. Nguyen, et al. "Evaluation of a multimodal ctDNA-based assay for detection of aggressive cancers lacking standard screening tests." Future Oncology: 1-11 (2024). doi:
10.1080/14796694.2024.2413266. Notice: The performance of the test is based on data from the K-DETEK clinical validation study (ClinicalTrials.gov ID: NCT05227261).
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CAC CONG BO KHOA HOC VA GIAI THUGNG CUA CONG NGHE SPOT-MAS

17 bai céng bé qudc té trén céac tap chi Y khoa hang dau nhu BMC, Elife, Cancer Investigation ... :

* Prospective validation study: a non-invasive circulating tumor DNA-based assay for simultaneous early
detection of multiple cancers in asymptomatic adults (BMC Medicine 2025)

* Clinical validation of a ctDNA-based assay for multi-cancer detection: An interim report from a Viethamese ELERE
longitudinal prospective cohort study of 2,795 participants (Cancer Investigation 2023) “©

¢ Multimodal analysis of methylomics and fragmentomics in plasma cell-free DNA for multi-cancer early O]
detection and localization (eLife 2023) Quétma QR

¢ A consultation and work-up diagnosis protocol for a multicancer early detection test: a case series study détmhiéuthém
(Future Science OA 2024)

Nhan giai thwédng Conquer Cancer® Merit Award tai Hoi nghi ASCO Breakthrough nam 2024
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GEN E SOLUT|ONS Phuang Cat Linh, Quan Déng Da Gene Solution (Thailand) Co., Ltd.26/40 12th Floor, Orakarn Building,

Chidlom Road Lumpini, Patumwan, Bangkok 10330, Thailand
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* Gene Solution Genomics Pte Ltd Philippines
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#02-54 Singapore 536671 ENC5 306-307, 3rd Floor Mother Ignacia Corner Samar ST. South Triangle,
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