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Sang nay trén mit nhit bao Montreal c6 dang tin: Cl n tim dan éng tulli t0 18 dl n 55, hat thul ¢
hay khéng hat thull ¢, d0 tham gia vao mit cullc khilo cOu v di0c phlm t0i Montréal... Thu lao
c6 th0 1én din 3.850%... Xin lién I0c vO Anapharm, leader thi gili v0l khO o cOu va thi nghidm
di0c phOm, dil n tholi: 1-866-262 7427.

Pay, ching qua la qul ng cdo tim ngli dd thi nghil m thul ¢ hay ndi trling ra la lam...v0 t thi
nghidm ma ngl0i ta th00ng gUi theo tid ng Phap la lam cobaye. (tid ng Anh la Guinee Pig)

MOt kU nghU dang Ién

Nghién clu va thi nghilm di0c phim la mOt nganh ki ngh0 dang Ién vung vit.TOi Boc MO,
Montreal 1a n0i t0 p trung r0t nhil u nha bao chl qulc t0 cung nhing kO ngh phO thuOc vO lanh
vl ¢ thull'c men ma dbéi khi di0c gom vao danh t0 r0t kéu, do6 la khoa hic cla sU sllng hay

science de la vie.

Ai cling bilt mOt dic phim mOi cOn phOi di0c thd nghidm chit chd vO sO hidu nghidm, va tinh
an toan tri0 c khi dd0c cl quan Santé Canada cho phép tung ra thD trd0ng.

Thi t0c nly dic gOila lam homologation.

Montreal cé nhilu cdng ty chuyén dl m trach vil ¢ th0 thulc, trong sO n0y dang ki nhit la:

*-Anapharm

Chi nhanh cla BCF International Hoa KO .
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nfo@anapharm. com

Anapharm, une filiale canadienne de Pharmanet, est une entreprise de renommée mondiale
spécialisée dans la recherche clinique sur les médicaments. Avec ses cinq places d’affaires au
Canada, son siege social dans le Parc technologique a Québec et plus de 1000 employés
mobilisés, Anapharm offre des services de haute qualité de Phase |, de bioéquivalence, de
pharmacologie clinique, de réglementation et de nombreux services bioanalytiques. Nos
employés sont le fondement du succeés d’Anapharm. Partenaire de notre reussite, notre équipe
de professionnels est talentueuse et passionnée. L’environnement de travail est dynamique,
stimulant et des plus chaleureux. Chacun a la possibilité de se réaliser au quotidien, dans son
développement ou d’évoluer vers des défis personnels et professionnels. Nos actions sont
guidées par nos valeurs soit I'intégrité, le respect, la qualité et le travail d'équipe.

*-MDS Pharma Services

TOi t0nh bang Quebec... MDS chuyén v thi nghil m Iam sang di0c phOd m.

Coéng ty nly banh tri0ng rdt mOnh, {0 10-12% trong mOt nam, vii sU gil 0 ng thi nghid m khol ng
800 cai.

MOi nam, MDS sl dilng 8.000 cobayes dU thi nghil m.

LOit0c thu diDc nam 2004 di0c 00c¢ doan la 350 trid u dollars.

MDS con chuyén vl vil ¢ thl céc loli thullc nhai hay copies (generic) tl ¢ la khéng phli thul ¢
chinh gdc (brand name drug, original).

TOi Canada, chinh ph0 cho phép ki nghll d00c phIm dilc quyln thD thul ¢ generic tri0c ngay
brevet cla thul ¢ original hit hi n.
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HOn phan nda thul ¢ generic cla Hoa KO diC0c tho t0i MDS.

MOt sO thulc c0a Uc chau va A chau ciing diDc thD t0i day.

http://www.mdsps. com/

“MDS Pharma Services — The world's premier provider of innovative drug discovery and
development solutions.

We offer a full spectrum of world-class discovery, preclinical and clinical resources and
expertise, strategically located around the world, to meet the needs of the global pharmaceutical
and biotech industries. Our broad range of services is designed to increase the speed, precision
and productivity of your drug discovery and development activities”.

Thi nghil m Iam sang (clinical trial, essais cliniques)

Théng thi 0 ng, cobaye dlilc tuylln chin d0 di0c sO ding cho mit giai doln thO nghilm nhO't
dl nh nao do.

Thi nghidm lam sang di0c thdc hi0n trén con nglUi.

Co 0t cl co 4 giai dol n trong vil ¢ thd nghil m:

-Phase |: Giai dol'n nly til p nOi theo sau giai dol n thO nghil m trén tha vO't. Trong giai do0n |,
cac nha khoa hi ¢ thim xét mic di an toan va dung nl p (tolérance) cla ngii binh thO0ng dli
vl i mén thul ¢ thi nghilm. Cac phin Ung phl s di0c quan satti0ng tin.
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Giai doln | cOn kholng t0 20 din 80 ngd0i thi nghil m ma théi. Béi khi giai doin | d00c dl nghl
dem ap di ng cho nhi ng bl nh nhan dang trong thdi kO b0 tdc trd li0u khéng con cach chia trl
nao khac hit (impasses thérapeutiques) . DT nhién, trong tri0ng hIp ndy la b0 nh nhan khéng
di0c nhin ti0 n thu lao.

Tém 101, giai dodn | la giai dodn nghién clu cac biln diIng cla thulc trong ¢l th0 nhi
pharmacovigilance, pharmacokinetics, pharmacodynamics.

DPay la giai dol n nguy hilm nhit trong sO 4 giai do0 n th0 nghil m Iam sang.

-Phase II: Banh gia s0 hilu nghidm cla thulc da dit din dau rdi. On dinh lilu I00Nng t0i hDo cla
mon thul ¢, dl ng thdi ghi nhi n cac phOn 0ng phd ndu co.

COn sl I00ng cobayes t0 vai chOc ngdOicho t0i 300 nglCi.

-Phase IlI: Giai don so sanh dl hil u nghil m cla thul ¢ bl ng cach so sanh k't qud vOi nh ng
nhém th0 nghil m khac nhau, chilng hO' n nhd so sanh vili nhém xai thull ¢ v0l (placebo), va nhém
sU ding lilu I00ng tr0 li0u tham khi o (traitement de référence).

COn t0 300 - 3000 ngd0i thi nghil m.

-Phase IV: Theo doéi k't quO tr0 liDu trong mOt thOi gian lau dai, mOc¢ dich d0 phat hil n ra cac
phin 0ng phU hilm thOy hol ¢ xult hiln chdm tr0 theo thii gian.

Day la giai doll n post marketing surveillance trial.
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Qua hipdin

Dilu kil n tuydn chOn thOt d0 dang, khéng doi hii mOt trinh A0 van héa hay hic vin nao cl.
Thu lao cting kha. Théng thi 0 ng cling t0 vai ba tram dé t0i ba bl n ngan dé.

Tuy theo cac test xét nghill m, cobayes phii dl n trung tam thI 0 ng xuyén holc bl gi0 I0i t0i
phong thi nghidm mOi dit 36 tilng ding hU, d0 cho cac chuyén vién kil m soat cac phin 0 ng
clathullc, can dova lly mau, v.v...

BOi nhO ng ly do kil m til n khéng mOy kho khan nl'y, cho nén c¢6 rt nhilu ngd0i, d0c bilt la gili
tr0, sinh vién, nhing ngd0i thOt nghil p va nhilng ngl0i...ham ti0 n thO 0 ng tinh nguyd n nhao vo
lam cobayses dl kil m chut chao. Phong vién Eric Yvan Lemay cla nhit bao Journal de
Montreal cho bilt, Montreal d00c gan cho mOt cai tén khéng miy dilp d0 chut nao hit, dé la tho
doé tho gilivO ngdOilam vOt thi nghi0m. Anh ta con cho bilt til n thu lao lam cobaye khéng nhit
thiDt 1a theo mi ¢ d0 nguy hi0 m cO a thi nghillm, nhi ng néi chung r0t béo, trén I00ng t0i thilu
8,33%/gi0l ddi chit. Ung vién cang 0 I0i 1au trong phong thi nghil m thi cang ¢é nhil u ti0 n.

Pl ng ti0ng bl

Trl0c khi d0Oc tuyln ding, 0ng vién phii ky tén vao mit t0 hlp ding chlp nhln céac didu
khol ng trong dé.

Trong van kil n n0y, ngl Ui ta ké ra tén cl a giai dol n thi nghid m, nghi thi ¢ thO ¢ hanh, thul ¢ s
dingvasl lilul00ng, v.v...

T0 hip ddng chia ddng r0t nhilu danh t0 qua chuyén mén ma mit ngd0i trung binh khong th
nao hilu nOi. Théi thi hO ky dii cho xong vil c.

Trong tri cac 0 ng vién, hi nght la cac céng ty ANAPHARM va MDS dlu la nhing céng ty quiic
t0, hO r0t chuyén mon, lo gi. Anapharm doi hi 0 ng vién phii thOt kin mid ng, khéng di0c ti0t I0
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nhOng gi xOy ra trong khudn khi thi nghio m t0i trung tam.

MOu t0 contrat cla céng ty Parexel. Consent Form- Protocol number: TGN 1412HV

http://www.circare. org/foiab/ tgn1412_consentf orm.pdf

C6 nguy hii m khong?

Céc cbng ty thi nghil m thi cam doan la khdng cé gi nguy hillm cho sO ¢ khi e hit, vi cong vil c
clahl dilctl chic midtcach rit khoa hic va chuyén mén. HI dit ning sO an toan va tid n nghi
cl a cobaye Ién trén hit.

Tuy néi vy, nhilng trong thd ¢ t0 thO nh tho ng cling da ting x0y ra vai tai n n.

TOi London Anh Qul ¢, thang 3/2006, cong ty Parexel clla Hoa KO ¢6 cho thic hiln mOdt cul ¢ thi
nghidm lam sang....Phase |, thu c TGN 1412 t0i Northwick Park Hospital.

Pay la mit lo0i thul ¢ dung trl cancer mau leucémie, viém khi p, polyarthrite rhumatoide, va
bl nh sclérose en plaque. Chl ng may, khi vl a chich xong vai phut thi c6 6 cobayes dl u nga lan
ra b0t t0 nh, xém b0 mOng. PhinO0ng cOc mInh ndy d00c gUi la défaillance multiviscérale.

TOi Montreal, thang 12/2005, Anapharm lam cul ¢ thD nghilm mOt lo0i thulc lam gilm sCOc
mil n dO0 ch immunosuppressant, da lam nhil m vi khull n lao cho 6 cobayes. Ngoai ra, cling con
c6 11 nhén vién Anapharm b0 v lay nda.

Montreal d00c gan cho hOn danh la thd dé cla ngdOilam cobayes r0 tion.
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Hai v trén day la nhi ng xi can dan da bl bao chi khui ra cho cong chung bilt, nhl ng con bao
nhiéu tai n0 n khac ma ki nghl di0c phIm im tiD ng?

Céng phap quiic tl cla Lién Hilp Quic clc l0c cdm doan vidc s ding con ngdlilam vOt thi
nghidm nhing mOt sO quOc gia Au Chau va Md Chau viin coi thiOng lult 10 quic 0.

Con billt bao nhiéu cul ¢ thi nghil m thul ¢ tré hinh di0i danh nghta chO0ng trinh vil n tr] nhan
dl o da va dang x0y ra tli cac qul ¢ gia ngheo khé Phi Chau, A Chau va Nam M.

MOy nam tr0 0 c day, Nigeria t0 cao tai philt siin xult dilc phl m Pfizer cla Hoa KU vao nam
1996 da s ding trl em Nigeria lam vOt thi nghilm m0t d00c phD m chia hoan chilnh, dé la
thul ¢ Trovafloxacin.

Trong sO 200 em da dilc s ding thulc trén théng qua chi 0 ng trinh vidn trl nhan dlo do tr0
bl nh viém mang néo va bl nh sli, thi culi cung ch ng may c¢6 11 em phlli b0 mng con nhilng
em nao sl ng soét thi b0 té li0t, dilc, mu loa, t0n thD0ng n&o, xao trin phat am, v.v...

Nigeria doi Cty Pfizer phli din bu 8,5 10 dollars.

“Trovafloxacin (sold as Trovan by Pfizer) is a broad spectrum antibiotic that inhibits the
uncoiling of supercoiled DNA in various bacteria by blocking the activity of DNA gyrase and
topoisomerase |V [1]. It was withdrawn from the market due to the risk of hepatotoxicity. It had
better gram-positive bacterial coverage and less gram-negative coverage than the previous
fluoroquinolones

In 1996, during a meningitis epidemic in Kano, Nigeria, the then-untested drug was
administered to approximately 100 infected children. A panel of medical experts later implicated
Pfizer in the incident, concluding the drug had been administered as part of an illegal clinical
trial without authorization from the Nigerian government or consent from the children's
parents.[1] The case came to light in December 2000 as the result of an investigation by The
Washington Post, and sparked significant public outcry. The Nigerian federal government has
subsequently sued the drug giant for $8.5bn and Pfizer will face criminal and civil charges
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brought by the state and federal governments of Nigeria”.

Kitluln

Cé 10, chuang ta khéng bao gill bilt di0c nhing gi thO't sO da x0y ra bén trong cac cul ¢ thi
nghidm thul c.

Pay la mit kD nghd quato I0n, rdtthD I0c va cling qua...bi mit.

Riéng t0i Montreal, ngi0ita00c I00ng sO ngl0i tham gia, t0 nguyln lam vOt thi nghidm mOi
nam ctng phtilén din hing chlc ngan ngOiUi.

Ai cling nhin nhOn la viin d0 thuOc men la mOt nhu cOu t0icOn thilt trong d0i sOng cla mOi
ngd0i.

Mul n bilt thul ¢ c6 an toan, va c6 hilu nghillm hay khéng thi khéng gi t0t hOn la thul c cOn phOi
di0c tric tilp thO nghilm trén ngd0i. Va day la miu chOt cla vin do!

C6 ngi0i hiu nhO sOng vOinghU thD thulct0 n@m nOy qua nam n0. HO hilu rd vilc hO lam va
rity thic vD mOisO nguy hidm c6 thd x0y ra cho b0 n than. Va cing hidu rd vi tidtn ma ho lidu
minh ban than nuéi mil ng.

ChO mong sao cho mUi vilc dlu di0c thul n bulm xudi gié cho mii ngl0i ma théi./.

Tham khU o:
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-Eric Yvan Lemay: Des cobayes au salaire minimum; Journal de Montreal, 08, 2004

http://www2. canoe.com/ archives/ infos/quebeccana da/2004/11/ 20041108- 131127.html

-Sonia Shah: Cobayes humains;10, 2007

http://www.oumma. org/Cobayes- humains

-Bloomberg columnists: SFBC drug testers have tuberculosis after exposure at center;12, 2005

http://www.bloomber g.com/apps/ news?pid=
10000039&sid=::1019::ZzPRlkaE&refer=columnist_ evans

-Rayond De Vries & Carl Elliot: Why disclosure? J. Intern Med, Sept, 2006

http://www.pubmedce ntral.nih. gov/articlerende r.fcgi?artid= 1831613

Montreal, October 09, 2008
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