
AraûtÖrma TanÖmlarÖ 

 

Epidemiyolojik araûtÖrma 

SaøOÖNOa LOJLOL GXUXP YH KaVWaOÖNOaU LOH bXQOaUÖQ NLûL, \HU YH ]aPaQ |]HOOLNOHULQH J|UH WaQÖPOaQPaVÖ; bX GXUXP YH 
KaVWaOÖNOaUÖQ QHGHQOHULQLQ YH/YH\a ULVN IaNW|UOHULQLQ bHOLUOHQPHVL; bX QHGHQ YH ULVN IaNW|UOHULQH \|QHOLN HQ 
X\JXQ o|]�P, NRUXPa YH WHGaYL \|QWHPOHULQLQ bHOLUOHQPHVL YH bXQOaUÖQ NabXO HGLOHbLOLUOLøL YH J�YHQOLøLQLQ 
WaUaIVÖ] ROaUaN VaSWaQPaVÖ LoLQ \aSÖOaQ W�P bLOLPVHO aUaûWÖUPaOaUa HSLGHPL\RORMLN aUaûWÖUPaOaU GHQLU. 

 

Retrospektif çalÖûma 

BeOLUOL bLU QRNWaGaQ JHoPLû ]aPaQa GRøUX WaVaUOaQaQ aUaûWÖUPaOaUGÖU. DaKa |QcHGHQ YaU ROaQ, JHoPLûH \|QHOLN 
YHULOHU WRSOaQaUaN aUaûWÖUPa \aSÖOÖU. 

 

Prospektif çalÖûma 

BHOLUOL bLU QRNWaGaQ LOHUL\H \|QHOLN ROaUaN WaVaUOaQaQ aUaûWÖUPaOaUGÖU. OOa\OaUÖ, KaVWaOÖNOaUÖ, WHGaYLOHUL Yb. JHOHcHøH 
GRøUX L]OHU. VHULOHU \aSÖOacaN ROaQ GHQH\OHU YH aUaûWÖUPaOaUGaQ HOGH HGLOLU.  

 

Klinik araûtÖrma 

SaøOÖNOa LOJLOL bLU YH\a bLUGHQ Ia]Oa P�GaKaOHQLQ, LQVaQGa VaøOÖN VRQXoOaUÖ �]HULQH HWNLOHULQL aUaûWÖUPaN aPacÖ\Oa 
SURVSHNWLI ROaUaN LQVaQOaU �]HULQGH \�U�W�OHQ oaOÖûPaOaU NOLQLN aUaûWÖUPa WaQÖPOaQÖU. 

 

ùlaç klinik araûtÖrmasÖ 

BLU YH\a bLUGHQ Ia]Oa aUaûWÖUPa �U�Q�Q�Q NOLQLN, IaUPaNRORMLN YH\a GLøHU IaUPaNRGLQaPLN HWNLOHULQL RUWa\a 
oÖNaUPaN \a Ga GRøUXOaPaN; aGYHUV ROa\ YH\a UHaNVL\RQOaUÖQÖ WaQÖPOaPaN; HPLOLP, GaøÖOÖP, PHWabROL]Pa YH 
aWÖOÖPÖQÖ WHVSLW HWPHN; J�YHQOLOLøLQL YH HWNLOLOLøLQL aUaûWÖUPaN aPacÖ\Oa LQVanlar �]HULQGH \�U�W�OHQ oaOÖûPaOaU 
LOao NOLQLN aUaûWÖUPaVÖ ROaUaN WaQÖPOaQÖU. 

 

TÖbbi cihaz klinik araûtÖrmasÖ 

BLU YH\a GaKa Ia]Oa PHUNH]GH, WÖbbL cLKa]ÖQ J�YHQOLN, HWNLQOLN YH\a SHUIRUPaQVÖQÖ GHøHUOHQGLUPHN LoLQ 
J|Q�OO�OHU �]HULQGH \�U�W�OHQ VLVWHPatik aUaûWÖUPa YH\a oaOÖûPaOaUÖ WÖbbL cLKa] NOLQLN aUaûWÖUPaVÖ ROaUaN 
WaQÖPOaQÖU. 
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ùlaç Klinik AraûtÖrmalarÖ S�reci 

 

 

1) T�UNL\H ùOao YH TÖbbL CLKa] KXUXPX YH KOLQLN AUaûWÖUPaOaU EWLN KXUXOXQa SaUaOHO baûYXUX \aSÖOabLOLU. EWLN 
NXUXO RQa\Ö ROPa\aQ bLU aUaûWÖUPa LoLQ TùTCK WaUaIÖQGaQ L]LQ YHULOPH].  

2) AUaûWÖUPaQÖQ \�U�W�OHcHøL PHUNH]GHQ (KaVWaQHGHQ) L]LQ aOÖQÖU YH V|]OHûPH LP]aOaQÖU. KaPX 
KaVWaQHOHULQGH \�U�W�OHcHN GHVWHNOH\LcLVL ROaQ [VSRQVRUOX (LOao ILUPaVÖ Yb.)] aUaûWÖUPaOaU LoLQ; KaVWaQHQLQ 
baøOÖ ROGXøX ùO SaøOÖN M�G�UO�ø�QGHQ |Q L]LQ aOÖQGÖNWaQ VRQUa KaPX HaVWaQHOHUL GHQHO M�G�UO�ø�QGHQ 
b�WoH RQa\Ö aOÖQÖU. gQ L]LQ YH b�WoH RQa\Ö V�UHcL ile merkez V|]OHûPHOHUL V�UHcL TùTCK L]LQ baûYXUXVX LOH 
SaUaOHO \�U�W�OHbLOLU aQcaN bX V�UHoOHU WaPaPOaQVa GaKL TùTCK L]QL ROPaGaQ aUaûWÖUPa baûOaWÖOaPa]. 

3) TùTCK L]QL VRQUaVÖQGa aUaûWÖUPaOaU baûOaWÖOabLOLU. 
4) AUaûWÖUPaOaU \�U�W�O�UNHQ GHøLûLNOLN \aSÖOPaVÖQa L]LQ YHULOHbLOLU. gQHPOL GHøLûLNOLNOHU, X\JXOaPaQGaQ |QcH 

HWLN NXUXO RQa\Ö YH TùTCK L]QL aOÖQPaVÖ JHUHNLU. 
(Baûvuru KÖlavuzu B|l�m 3) 

5) G|Q�OO�OHULQ J�YHQOLøLQL HWNLOH\HbLOHcHN acLO GXUXPOaUGa, HWLN NXUXO RQa\Ö YH TùTCK L]QL ROPaNVÖ]ÖQ 
J|Q�OO�OHUL NRUX\acaN JHUHNOL acLO J�YHQOLN |QOHPOHUL aOÖQabLOLU. 
(Baûvuru KÖlavuzu Madde 3.7) 

6) AUaûWÖUPaOaUa aLW LOHUOHPH GXUXPX (aOÖQaQ J|Q�OO� Va\ÖVÖ, HWNLOLOLN GHøHUOHQGLUPHOHUL, PHUNH]OHULQ GXUXPX 
Yb.) \ÖOOÖN ROaUaN HWLN NXUXO YH TùTCK·\a bLOGLULOLU. 
(Baûvuru KÖlavuzu Madde 4.4) 

7) ú�SKHOL bHNOHQPH\HQ cLGGL aGYHUV UHaNVL\RQOaU 7/15 J�Q LoHULVLQGH HWLN NXUXO YH TùTCK·\a bLOGLULOLU. 
(Baûvuru KÖlavuzu Madde 4.6) (Klinik AraûtÖrmalarda G�venlilik Bildirimlerine ùliûkin KÖlavuz) 

8) AUaûWÖUPaGa J|U�OHQ W�P cLGGL aGYHUV ROa\OaU VÖUaOaPa OLVWHVL KaOLQGH 6 a\Ga bLU HWLN NXUXO YH TùTCK·\a 
bildirilir. 
(Baûvuru KÖlavuzu Madde 4.6) (Klinik AraûtÖrmalarda G�venlilik Bildirimlerine ùliûkin KÖlavuz) 

9) KOLQLN aUaûWÖUPa bR\XQca \ÖOGa bLU NHUH YH\a WaOHS �]HULQH, UaSRU G|QHPL bR\XQca RUWa\a oÖNaQ b�W�Q 
PHYcXW \HQL J�YHQOLOLN bLOJLOHUL HWLN NXUXOa YH TùTCK·\a \ÖOOÖN J�YHQOLOLN UaSRUX KaOLQGH bLOGLULOLU. 
(Baûvuru KÖlavuzu Madde 4.6) (Klinik AraûtÖrmalarda Geliûtirme G�venlilik G�ncelleme Raporuna ùliûkin 
KÖlavuz) 

10) BHNOHQPH\HQ GXUXPOaU VRQXcXQGa aUaûWÖUPaGa JHoLcL GXUGXUPa YH\a HUNHQ VRQOaQGÖUPa NaUaUÖ YHULOHbLOLU. 
BX NaUaUOaU HWLN NXUXOa YH TùTCK·\a bLOGLULOLU. 
(Baûvuru KÖlavuzu Madde 3.8) (Baûvuru KÖlavuzu Madde 4.7) 

11) AUaûWÖUPa WaPaPOaQGÖNWaQ VRQUa VRQOaQGÖUPa UaSRUX HWLN NXUXO YH TùTCK·\a bLOGLULOLU. 
(Baûvuru KÖlavuzu Madde 4.8) 

12) AUaûWÖUPa VRQOaQGÖUÖOGÖNWaQ VRQUa bLU \ÖO LoHULVLQGH VRQXo UaSRUX |]HWL HWLN NXUXO YH TùTCK·\a bildirilir. 
(Baûvuru KÖlavuzu Madde 4.9) 

13) AUaûWÖUPa\a aLW Na\ÖWOaU 14 \ÖO bR\XQca aUûLYOHQLU. 
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TùTCK g|rev alanÖna giren araûtÖrmalara ait internet adresleri 

K|N K�cUH, RUJaQ GRNX QaNOL YH JHOHQHNVHO WaPaPOa\ÖcÖ WÖS X\JXOaPaOaUÖ KaULo ROPaN �]HUH WHGaYL \|Qtemleri 
YH bHûHUv WÖbbL �U�QOHU (LOao) LOH VaøOÖN bH\aQOÖ �U�QOHULQ NOLQLN aUaûWÖUPaOaUÖ\Oa LOJLOL JHUHNOL bLOJL YH baûYXUX 
IRUPOaUÖQa aûaøÖGaNL LQWHUQHW VLWHVLQGHQ XOaûÖOabLOLU: 

https://www.titck.gov.tr/faaliyetalanlari/ilac/klinik-arastirmalar  

 

TÖbbL cLKa] aUaûWÖUPaOaUÖ\Oa LOJLOL JHUHNOL bLOJL YH baûYXUX IRUPOaUÖQa aûaøÖGaNL LQWHUQHW VLWHVLQGHQ XOaûÖOabLOLU: 

https://www.titck.gov.tr/faaliyetalanlari/tibbicihaz/tibbi-cihazda-klinik-arastirmalar  

 

TùTCK·QÖQ J|UHY aOaQÖQa JLUHQ NOLQLN aUaûWÖUPaOaUÖQ Na\ÖWOaUÖQÖQ WXWXOGXøX YHUL WabaQÖ ROaQ KOLQLN AUaûWÖUPaOaU 
PRUWaOÖQa aûaøÖGaNL LQWHUQHW VLWHVLQGHQ XOaûÖOabLOLU: 

http://kap.titck.gov.tr/ 
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