Latvijas Arsts, 2025, Janvaris - Februaris 10. — 16. Lpp.

Dzintars Mozgis, br. med.,

veselibas vadibas aprlpes arsts, bérnu kirurgs,

Slimibu un profilakses kontroles centra direktora vietnieks
sabiedribas veselibas un profilakses jautajumos

Ar Dr. habil. med. Mara Baltina,
Dr. sc. soc. Signes Mezinskas,
un Dr. med. h. c. Pétera Apina
redakcionalu atbalstu

Pasaules Medicinas asociacijas Helsinku deklaracija -
Etikas principi medicinas pétijumiem ar cilveku dalibu

Jaunakie grozijumi 75. PMA Generalajai asambleja Helsinkos, Somija, 2024. gada oktobri

Preambula

1. Pasaules medicinas asociacija (The World Medical Association (WMA)) ir izstradajusi Helsinku deklaraciju ka étisko principu ko-

pumu mediciniskajiem pétijumiem, kuru dalibnieki ir cilvéki, tostarp pétijumiem, kuros izmanto identificejamus cilvéka mate-
rialus vai datus.

Deklaraciju ir paredzéts uztvert ka vienotu dokumentu, kura atseviSki paragrafi japiemeéro, nemot véra visus paréjos attiecigos
paragrafus.

Lai gan Deklaraciju ir pienémusi arsti, PMA uzskata, ka Sie principi ir jaievéro ikvienam, kas iesaistitas mediciniskaja pétnieciba,
vai tas bdtu individuals pétnieks, pétniecibas komanda vai organizacija, jo Sie pamatprincipi ir batiski, lai respektétu un aizsar-
gatu visus pétijuma dalibniekus - gan pacientus, gan veselus brivpratigos.

Visparigie principi

3.

10.

PMA Zenévas deklaracija arsta pienakums izteikts $adi: ,Mana pacienta veseliba un labbitiba man ir pati svarigaka“ un PMA
Starptautiskais medicinas étikas kodeksa teikts, ka ,sniedzot veselibas aprlpi, arstam jarikojas pacienta labakajas interesés un
prioritatei ir jabut pacienta veselibai un labbutibai ”.

Arsta pienakums ir veicinat un sargat pacientu veselibu, labbatibu un tiesibas, t.sk. tiem pacientiem, kuri iesaistiti mediciniska-
ja pétnieciba. Arsta zina$anas un godaprats ir veltamas $i piendkuma izpildei.

Medicinas progress balstas uz pétijumiem, kuros ir nepiecieSams ieklaut dalibniekus.

Pat vislabak pieraditas intervences ir pastavigi japarverte, pétot to droSumu, efektivitati, lietderibu, pieejamibu un kvalitati.
Mediciniskajiem pétijumiem, kuru dalibnieki ir cilveki, ir jaatbilst etikas standartiem, kas veicina un nodroSina cienu pret visiem
dalibniekiem un aizsarga vinu veselibu un tiesibas.

Ta ka mediciniskie péetijumi tiek veikti dazadu strukturalu nevienlidzibu konteksta, pétniekiem jaapsver, ka tiek sadaliti ieguvumi,
riski un apgratinajumi.

Gan pirms mediciniska pétijuma, gan ta laika, gan péc ta nodroSinama jégpilna sadarbiba ar potencialajiem, iesaistitajiem da-
[tbniekiem un vinu kopienam. Pétniekiem ir jadod iespéja potencialajiem, iesaistitajiem dalibniekiem un vinu kopienam dalities
savas prioritatés un vértibas; piedalities pétijuma dizaina izstradg, IstenoSana un citas ar to saistitas aktivitatés; ka ari iesaistities
pétijuma rezultatu izpratné un izplatiS8ana.

Galvenais medicinisko pétijumu ar cilveku dalibu meérkis ir radit zinaSanas, lai izprastu slimibu célonus, attistibu un sekas; uzla-
bot profilaktiskos, diagnostiskos un terapeitiskos pasakumus (intervences); un galu gala — veicinat individu un sabiedribas veseli-
bu.

Sie meérki nekad nevar bit svarigaki par atseviSku pétijumu dalibnieku tiesibam un interesem.

Lai gan arkartéjas situacijas sabiedribas veselibas joma var bt steidzami vajadzigas jaunas zinaSanas un intervences, tomer ari
Sadu arkartéejo situaciju laika joprojam ir batiski ievérot Saja Deklaracija ietvertos éetikas principus.

Mediciniskajos pétijumos iesaistito arstu pienakums ir aizsargat pétijuma dalibnieku dzivibu, veselibu, cienu, integritati, autono-
miju, privatumu un personas informacijas konfidencialitati. Atbildiba par pétijuma dalibnieku aizsardzibu vienmér gulstas uz ar-
stiem vai citiem pétniekiem un nekad nav piekritiga pétijuma dalibniekiem, pat ja vini ir devusi savu piekriSanu.

Arstiem un citiem pétniekiem ir jaievéro étiskas, juridiskas un administrativds normas un prasibas pétijumiem ar cilvéku dalibu
gan taja valsti, kura pétijums ir uzsakts, gan tajas, kuras tiek veikts, attiecigi piemeérojot starptautiskas normas un prasibas.
Nekadas valsts vai starptautiskas étiskas, juridiskas vai administrativas prasibas nedrikst ierobezot vai atcelt kadu no $aja
Deklaracija paredzétajam petijuma dalibnieku aizsardzibas prasibam.



11. Pétnieciba medicina ir japlano un javeic ta, lai izvairitos no kaitéjuma videi vai samazinatu to lidz minimumam, tiecoties nodro-
Sinat vides ilgtspéju.

12. Mediciniskos pétijumus ar cilvéku dalibu drikst veikt tikai personas ar atbilstoSu izglitibu, apmacibu un kvalifikaciju étika un zi-
natné. Sadus pétijumus drikst veikt tikai kompetentu un atbilsto$i kvalificétu arstu vai citu pétnieku parraudziba.

Veicot mediciniskos pétijumus ar cilvéku dalibu ir bitiska to zinatniska integritate. lesaistitas personas, komandas un organizaci-
jas nekada gadijuma nedrikst iesaistities pétniecibas parkapumos.

13. Pacientu grupam, kuras nav pietiekami parstavéetas mediciniskajos pétijumos, ir janodroSina pienaciga piekluve dalibai pétiju-
mos.

14. Arsti, kas apvieno mediciniskos pétijumus ar arstniecibu, drikst ieklaut savus pacientus pétijumos tikai tiktal, ciktal tas attaisno-
jams ar potencialo profilaktisko, diagnostisko vai arstniecisko ieguvumu, un ja arstam ir pietiekams pamats uzskatit, ka daliba
pétijluma negativi neiespaidos veselibu pacientiem, kas klust par pétijuma dalibniekiem.

15. Janodro$ina atbilstoSa kompensacija un arstéSana tiem dalibniekiem, kam daliba pétijuma radijusi kaitejumu.

Riski, apgrutinajumi un ieguvumi

16. Medicinas praksé un mediciniskajos pétijumos vairums intervencu ietver riskus un apgratinajumus.

Mediciniskos pétijumus ar cilvéku dalibu drikst veikt tikai tad, ja pétijuma meérka nozimigums atsver iespéjamos riskus un apgru-
tinajumus pétijuma dalibniekiem.

17. Pirms jebkuru pétijumu uzsak$anas ar cilveku dalibu, javeic rapiga paredzamo risku un apgratinajumu izverteSana gan atsevis-
kiem pétijuma dalibniekiem, gan pétijuma ieklautajam grupam, salidzinot riskus un apgritinajumus ar paredzamajiem ieguvu-
miem ka pétijuma dalibniekiem, ta ari citam personam vai grupam, ko ietekmé pétamais stavoklis.

Jaisteno pasakumi, kas samazina riskus un apgratinajumus. Pétniekam javeic nepartraukta risku un apgratinajumu uzraudziba,
novérteSana un dokumentésana.

18. Arsti un citi pétnieki nedrikst iesaistities pétijumos ar cilvéku dalibu, ja vien vini nav parliecinati, ka riski un apgratinajumi ir pie-
nacigi novéertéti un tos var pienacigi parvaldit.

Ja tiek konstatéts, ka riski un apgratinajumi parsniedz potencialos ieguvumus, vai ja ir giti parliecinosi pieradijumi par ticamiem
rezultatiem, arstiem un citiem pétniekiem janoverté, vai petijumu turpinat, parveidot vai to nekavéjoties partraukt.

Atsevisku individu, grupu un kopienu neaizsargatiba

19. DaZas personas, grupas un kopienas ir neaizsargatakas neka citi pétijuma dalibnieki tadu faktoru dél, kuru ietekme var bat gan
pastaviga, gan kontekstuala un mainiga, tade| tam ir augstaks paridarijuma vai kaitéjuma risks. Ja $adam personam, grupam un
kopienam ir ipaSas veselibas vajadzibas, vinu neieklauSana mediciniskajos pétijumos esoSo veselibas nevienlidzibu var saglabat
vai pat pastiprinat. NepiecieSams apsvert un samérot kaitéjumu, vinus izslédzot no pétijuma, ar to, ko varétu radit ieklausana.
Lai vinu ieklauSana pétijumos bitu godiga un atbildiga, viniem jasanem ipasi pardomats atbalsts un aizsardziba.

20. Mediciniskie pétijumi, kuros ieklautas Tpasi neaizsargatas personas, grupas vai kopienas, ir attaisnojami vien tad, ja pétijums at-
bilst vinu veselibas vajadzibam un prioritatém un persona, grupa vai kopiena no ieglitajam zinaSanam, prakses vai intervencém
gls labumu. leklaut $adas personas, grupas vai kopienas pétniekiem bltu jaizvélas vien tad, ja pétijumu nav iespejams veikt
mazak neaizsargata grupa vai kopiena vai ja vinu neieklau$ana esoSo veselibas nevienlidzibu saglabatu vai pat pastiprinatu.

Zinatniskas prasibas un pétijumu protokoli

21. Mediciniskajiem pétijumiem ar cilvéku dalibujaatbilst visparpienemtajiem zinatniskajiem principiem, un tie japlano un javeic sa-
skana ar noteiktu pétijuma planojumu, kas varétu radit ticamas, derigas un vértigas zinasanas, izvairoties no pétnieciskas bezje-
dzibas. Péetniecibai jaatbilst visparpienemtiem zinatniskiem principiem, jabalstas uz padzilinatam zinaSanam par zinatnisko lite-
ratlru, citiem atbilstoSiem informacijas avotiem, pietiekamiem laboratoriskajiem un, ja nepiecieSams, piemérotiem eksperimen-
tiem ar dzivniekiem.

Jaievéro pétijuma izmantoto dzivnieku labturiba.

22. Katra zinatniska pétijuma ar cilvéku dalibu planojumam un norisei jabat skaidri aprakstitai un pamatotai pétijuma protokola.
Protokola jaieklauj étiskie apsvérumi un janorada, ka pétijuma tiek ievéroti Sis Deklaracijas principi. Protokola jaieklauj ari infor-
macija par méerkiem, metodém, paredzamajiem ieguvumiem, iesp&jamiem riskiem un apgrutinajumiem, pétnieka kvalifikaciju,
finanséjuma avotiem, visiem iespéjamiem intereSu konfliktiem, privatuma aizsardzibas un konfidencialitates nodro$inasanas no-
teikumiem, motivejoSiem stimuliem pétijuma dalibniekiem, nosacijumiem pétijuma dalibnieku arstéSanai un/vai kompensaci-
jam, ja viniem ka sekas dalibai pétijuma tiktu nodarits kaitéjums, ka ari jebkuriem citiem butiskiem pétijuma aspektiem.
Klinisko parbauzu (pétijumu) protokola jaapraksta ari jebkuri nosacijumi, kas attieksies uz laiku péc pétijuma.

Pétniecibas étikas komitejas

23. Petijuma protokols pirms pétijuma sakSanas jaiesniedz attiecigaja péetijumu étikas komiteja izskatiSanai, komentéSanai, ieteiku-
miem un apstiprina$anai. Sis komitejas darbibai jabiit atklatai un tai jasaglaba neatkariba un pilnvaras pretoties pétnieka, spon-
sora vai kada cita nepamatotai ietekmei. Nollka veikt savus pienakumus, komitejai ir jabat pietiekamiem resursiem un tas lo-
cekliem un personalam ir jabat atbilstosi izglitotiem, apmacitiem, kvalificétiem un dazadiem, lai efektivi varétu novertet katru
pétijumu veidu.

Komitejai ir pietiekami labi japarzina vietéjie apstakli un konteksts, taja ieklaujams vismaz viens sabiedribas parstavis.



Komitejai janem véra tas valsts vai valstu, kura vai kuras tiks veikts pétijums, étiskas, juridiskas un administrativas normas un
prasibas, ka arl attiecigi piemérojamas starptautiskas normas un prasibas, tau tas nedrikst samazinat vai atcelt kadu no Sis
Deklaracijas nosacijumiem pétijumu dalibnieku aizsardzibai.

Kopigu starptautisku pétijumu gadijuma, pétniecibas protokols ir jaapstiprina étikas komitejam gan sponsoréjo$as, gan tajas
valstis, kuras pétijums tiek istenots.

Komitejai ir jabut tiesibam uzraudzit pétijumu, ieteikt taja grozijumus, atsaukt apstiprinajumu un apturét pétijumu. Ja ir nepie-
cieSama uzraudziba, pétniekam ir jasniedz informacija komitejai un/vai kompetentajai datu un droSibas uzraudzibas institlcijai,
jo 1pasi par visiem nopietniem nevélamiem notikumiem. Nedrikst veikt grozijumus pétijuma protokola bez to izskatiSanas un ap-
stiprinaSanas komiteja. Péc pétijuma beigam pétniekiem komitejai jaiesniedz nosléguma zinojums, kura ietverts rezultatu un se-
cinajumu kopsavilkums.

Privatums un konfidencialitate

24.

Javeic visi piesardzibas pasakumi, lai aizsargatu pétijuma dalibnieku privatumu un nodro$inatu vinu personiskas informacijas
konfidencialitati.

Briva un informéta piekriSana

25.

26.

27.

28.

29.

30.

31.

32.

Briva un informéta piekriSana ir bltiska individualas autonomijas ievéroSanas sastavdala. To personu dalibai mediciniskaja péti-
juma, kuras spéj dot informétu piekriSanu, ir jabat brivpratigai. Kaut ari var bit lietderigi konsultéties ar gimenes locekliem vai
kopienas autoritatém, personas, kas spéjigas patstavigi dot informéto piekriSanu, nevar ieklaut pétijuma, ja vien tas Sai ieklausa-
nai brivi nepiekrit.

Mediciniskaja pétijuma ar tadu cilvéku dalibu, kas spéj dot informétu piekriS8anu, ikviens potencialais dalibnieks vienkarSiem var-
diem ir jainformé par pétijuma mérkiem, metodém, paredzamajiem ieguvumiem, iesp&jamiem riskiem un apgratinajumiem,
pétnieka kvalifikaciju, finanséjuma avotiem, visiem iesp€jamiem intereSu konfliktiem, privatuma aizsardzibas un konfidencialita-
tes nodroSinasanas noteikumiem, motivejoSiem stimuliem pétijuma dalibniekiem, nosacijumiem pétijuma dalibnieku arstéSanai
un/vai kompensacijam, ja viniem tiktu nodarits kaitéjums, ka ari jebkuriem citiem batiskiem pétijuma aspektiem.

Potencialais dalibnieks ir jainforme, ka vinam ir tiesibas atteikties no dalibas pétijuma vai atsaukt savu piekriSanu dalibai jebku-
ra laika, nebaidoties par nevélamam sekam. Ipada uzmaniba japievér$ atsevisku potencialo pétijuma dalibnieku specifiskam in-
formacijas un komunikacijas vajadzibam, ka ari informacijas sniegS8anas metodem.

Péc parliecibas gl$anas par to, ka potencialais dalibnieks ir sapratis informaciju, arstam vai citai kvalificétai personai ir jalldz
potenciala dalibnieka brivpratiga informéta piekriana, oficiali dokumentéjot to papira formata vai elektroniski. Ja piekriSanu nav
iespéjams sniegt rakstiski vai elektroniski, cita veida sniegta piekriSana oficiali jadokumenté un jaapliecina.

Visiem mediciniska pétijuma dalibniekiem jadod iespéja sanemt informaciju par pétijuma visparéjo iznakumu un rezultatiem.
Ladzot informétu piekriSanu par dalibu pétijuma, arstam vai citam pétniekam ipasi jauzmanas, ja potencialais pétijuma dalib-
nieks ar vinu ir kadas atkarigas attiecibas vai ari varétu piekrist piespiedu karta. Sados gadijumos informéta piekridana ir jaliidz
kadai citai atbilstosi kvalificétai un no $im attiecibam neatkarigai personai.

Tajos mediciniskajos pétijumos, kuros par dalibniekiem ieklautie cilvéki paSi nespéj dot brivu un informétu piekriSanu, arstam
vai citai kvalificétai personai jallidz informéta piekriSana no likumiga parstavja, nemot véra potenciald dalibnieka vélmes un vér-
tibas.

Sadas personas, kuras nespéj dot brivu un informétu piekri$anu, atrodas Tpasi neaizsargata situacija, un vinam ir tiesibas uz at-
tiecigiem aizsardzibas pasakumiem. Papildu aizsardzibas sanemsanai ka paSi neaizsargatam personam, tadas personas, kuras
nevar dot piekriSanu, ieklaujamas vien tad, ja pétnieciba varétu vinam dot personigu labumu vai ta rada vien minimalu risku un
minimalu apgratinajumu.

Ja potencialais pétijuma dalibnieks pats nespéj dot brivu un informétu piekriSanu, tacu spéj pienemtlemumupar dalibu pétiju-
ma, arstam vai citai kvalificétai personai $ads apstiprinajums jaltidz papildus likumiska parstavja piekriSanai un jaievero visas
potenciala dalibnieka izteiktas vélmes un vértibas. Potenciala dalibnieka atteikums ir jarespekte.

Pétijumu ar personam, kas fiziski vai psihiski nav spéjigas dot piekriSanu (pieméram, pacienti bezsamanas stavokli), var veikt
tikai tad, ja Sis fiziskais vai psihiskais stavoklis, kas liedz iesp€ju dot piekriSanu, ir pétamas grupas obligatais raksturlielums.
Sados gadijumos arstam vai citai kvalificétai personai jaliidz informéta piekrisana likumigajam parstavim. Ja $ads parstavis nav
pieejams un péetijumu nevar atlikt, pétijumu var sakt bez informétas piekriSanas, ievérojot nosacijumus, ka pétijuma protokola ir
noraditi TpaSie iemesli, kuru dé| pétijuma ieklautas personas, kuras nespéj dot informéto piekriS8anu, un ka étikas komiteja ir ap-
stiprinajusi $o pétijumu.

Tikldz iespejams, ir jaieglst likumigi pilnvarota parstavja vai, ja vin$ atglst speju piekrist, paSa dalibnieka briva un informéta
piekriSana turpinat dalibu pétijuma.

Arstam vai citam pétniekam pilniba jainformé potencialie dalibnieki, kuri vinu apriipes aspekti ir saistiti ar pétijumu. Pacienta
atteikums piedalities pétijuma vai pacienta lemums partraukt dalibu nekados apstaklos nedrikst negativi ietekmét pacienta un
arsta attiecibas vai apripes limena nodroSinasanu.

Arstiem vai citam kvalificétam personam ir jasanem briva un informéta piekri$ana no pétijuma dalibniekiem par biologiska ma-
teriala un identificjamu vai reidentificejamu datu iegiiSanu, apstradi, glabasanu un paredzamo sekundaro izmanto$anu.
Jebkadai datu vai biologiska materiala vakSanai un glabasanai no pétijuma dalibniekiem vairakkartéjai lietoSanai t.sk. ieprieks§
nenoteiktiem mérkiem jaatbilst prasibam, kas noteiktas PMA Taipejas deklaracija, tostarp attieciba uz personu tiesibam un par-
valdibas principiem. Pétniecibas étikas komitejai ir jaapstiprina $adu datubazu un biobanku izveide un pastavigi jauzrauga to iz-
manto$ana.



Gadijumos, kad piekriS8ana nav iespéjama vai tas iegliSana nav praktiski iespéjama, uzglabato datu vai biologiska materiala se-
kundaro izpeti var veikt tikai pec pétijuma izskatiS8anas un apstiprinajuma pétniecibas étikas komiteja.

Placebo izmantosana

33. Jebkuras jaunas intervences ieguvumi, riski, apgratinajumi un efektivitate janoverté salidzinajuma ar labakajam paslaik pieradi-
tajam intervencém, iznemot $ados gadijumos:

— placebo izmantoSana vai nearstéSana ir pielaujama, ja pieradita intervence neeksisté;

— ja parliecinoSu un zinatniski metodologisku iemeslu dél, nollika noteikt kadas intervences efektivitati vai droSumu, ir jaizmanto ka-
da cita, nevis vislabak pieradita intervence (intervences), placebo vai nearstéSana, un dalibnieki, kas sanem mazak efektivu
arsteSanu, placebo vai netiek arstéeti, nav paklauti smaga vai neatgriezeniska veselibas kaitéjuma papildu riskam tikai tapéc, ka
nesanem labako arstéSanu, kuras efektivitate ir pieradita.

Ipasi jauzmanas, lai § iespéja netiktu izmantota launpratigi.

Pecparbaudes nosacijumi

34. Pirms kliniskas parbaudes (kliniska pétijuma) sakSanas sponsoriem un pétniekiem ir jaorganize tadi pecparbaudes nosacijumi,
kas nodrosinas, ka vini pasi, veselibas aprlpes sisttémas vai valdibas turpinas visiem dalibniekiem tas intervences, kuras viniem
joprojam nepiecieSamas un kuras parbaudé atzitas par labvéligam un pietiekami droSam. Iznémumi no $is prasibas jaapstiprina
pétniecibas étikas komitejai. Konkréta informacija par nosacijumiem péc kliniskas parbaudes (pétijuma) beigam ir jadara zinama
dalibniekiem ka dala no informétas piekriSanas.

Péetijumu registracija, publiceé$ana un rezultatu izplatiSana

35. Katram pétijumam ar cilvéku dalibu jabat registréetam publiski pieejama datubazé vél pirms pirma dalibnieka rekrutéSanas.

36. Publicejot un izplatot pétijuma rezultatus, pétniekiem, autoriem, sponsoriem, redaktoriem un izdevéjiem ir pienakums ievérot
étikas normas. Pétnieku pienakums ir publicét rezultatus pétijumiem ar cilvéku dalibu un vini ir atbildigi par savu zinojumu sav-
laicigumu, pilnigumu un precizitati. Visam iesaistitajam pusém jaievéro pienemtas pétijumu rezultatu publice$anas étiskas vadli-
nijas. Ir japublicé vai cita veida jadara publiski pieejami ne tikai pozitivie, bet ari negativie un neskaidrie rezultati. Publikacija ja-
norada finanséjuma avoti, institucionala piederiba un intereSu konflikti. Zinojumus par pétijumiem, kas neatbilst $is Deklaracijas
principiem, nedrikst pienemt publicéSanai.

Neparbauditas intervences kliniskaja prakse

37. Ja, cenSoties atjaunot veselibu vai atvieglot cieSanas kadam individualam pacientam, tiek izmantota neparbaudita intervence, jo
apstiprinatas ir neatbilstoSas vai neefektivas, bet ieklauSana kliniskaja parbaude (pétijuma) nav iespejama, Sai intervencei péc
tam jakldst par pétijumu objektu, lai novértétu tas drodumu un efektivitati. Arstiem, kas iesaistas $adas intervencés, vispirms ir
javérSas péc ekspertu padoma, jaizsver iespejamie riski, apgratindjumi un ieguvumi, ka ari jasanem informéta piekriSana.
Viniem ari jaregistré dati un jadalas ar tiem, kad tas nepiecieS8ams, un jaizvairas no klinisko parbauzu (pétijumu) izpratnes kom-
promitésanas. Sadi nekada gadijuma nedrikst rikoties, lai apietu $aja Deklaracija noteiktos pétijuma dalibnieku aizsardzibas pa-
sakumus.



WMA declaration of Helsinki — ethical principles for
medical research involving human participants
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537 WMA General Assembly, Washington DC, USA, October 2002 (Note of Clarification added)
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and by the 75" WMA General Assembly, Helsinki, Finland, October 2024

PREAMBLE

1.

The World Medical Association (WMA) has developed the Declaration of Helsinki as a statement of ethical principles for med-
ical research involving human participants, including research using identifiable human material or data.

The Declaration is intended to be read as a whole, and each of its constituent paragraphs should be applied with consider-
ation of all other relevant paragraphs.

While the Declaration is adopted by physicians, the WMA holds that these principles should be upheld by all individuals,
teams, and organizations involved in medical research, as these principles are fundamental to respect for and protection of all
research participants, including both patients and healthy volunteers.

GENERAL PRINCIPLES

3.

10.

11.

12.

The WMA Declaration of Geneva binds the physician with the words, “The health and well-being of my patient will be my
first consideration,” and the WMA International Code of Medical Ethics declares “The physician must commit to the primacy
of patient health and well-being and must offer care in the patient’s best interest.”

It is the duty of the physician to promote and safeguard the health, well-being and rights of patients, including those who are
involved in medical research. The physician’s knowledge and conscience are dedicated to the fulfilment of this duty.

Medical progress is based on research that ultimately must include participants.

Even well-proven interventions should be evaluated continually through research for their safety, effectiveness, efficiency, ac-
cessibility, and quality.

Medical research involving human participants is subject to ethical standards that promote and ensure respect for all partici-
pants and protect their health and rights.

Since medical research takes place in the context of various structural inequities, researchers should carefully consider how
the benefits, risks, and burdens are distributed.

Meaningful engagement with potential and enrolled participants and their communities should occur before, during, and fol-
lowing medical research. Researchers should enable potential and enrolled participants and their communities to share their
priorities and values; to participate in research design, implementation, and other relevant activities; and to engage in under-
standing and disseminating results.

The primary purpose of medical research involving human participants is to generate knowledge to understand the causes,
development and effects of diseases; improve preventive, diagnostic and therapeutic interventions; and ultimately to advance
individual and public health.

These purposes can never take precedence over the rights and interests of individual research participants.

While new knowledge and interventions may be urgently needed during public health emergencies, it remains essential to
uphold the ethical principles in this Declaration during such emergencies.

It is the duty of physicians who are involved in medical research to protect the life, health, dignity, integrity, autonomy, priva-
cy, and confidentiality of personal information of research participants. The responsibility for the protection of research partic-
ipants must always rest with physicians or other researchers and never with the research participants, even though they have
given consent.

Physicians and other researchers must consider the ethical, legal and regulatory norms and standards for research involving
human participants in the country or countries in which the research originated and where it is to be performed, as well as
applicable international norms and standards. No national or international ethical, legal or regulatory requirement should re-
duce or eliminate any of the protections for research participants set forth in this Declaration.

Medical research should be designed and conducted in a manner that avoids or minimizes harm to the environment and
strives for environmental sustainability.

Medical research involving human participants must be conducted only by individuals with the appropriate ethics and scien-
tific education, training and qualifications. Such research requires the supervision of a competent and appropriately qualified
physician or other researcher.



Scientific integrity is essential in the conduct of medical research involving human participants. Involved individuals, teams,
and organizations must never engage in research misconduct.

13. Groups that are underrepresented in medical research should be provided appropriate access to participation in research.

14. Physicians who combine medical research with medical care should involve their patients in research only to the extent that
this is justified by its potential preventive, diagnostic or therapeutic value and if the physician has good reason to believe that
participation in the research will not adversely affect the health of the patients who serve as research participants.

15. Appropriate compensation and treatment for participants who are harmed as a result of participating in research must be en-
sured.

Risks, Burdens, and Benefits

16. In medical practice and in medical research, most interventions involve risks and burdens.

Medical research involving human participants may only be conducted if the importance of the objective outweighs the risks
and burdens to the research participants.

17. All medical research involving human participants must be preceded by careful assessment of predictable risks and burdens
to the individuals and groups involved in the research in comparison with foreseeable benefits to them and to other individu-
als or groups affected by the condition under investigation.

Measures to minimize the risks and burdens must be implemented. The risks and burdens must be continuously monitored,
assessed, and documented by the researcher.

18. Physicians and other researchers may not engage in research involving human participants unless they are confident that the
risks and burdens have been adequately assessed and can be satisfactorily managed.

When the risks and burdens are found to outweigh the potential benefits or when there is conclusive proof of definitive out-
comes, physicians and other researchers must assess whether to continue, modify or immediately stop the research.

Individual, Group, and Community Vulnerability

19. Some individuals, groups, and communities are in a situation of more vulnerability as research participants due to factors
that may be fixed or contextual and dynamic, and thus are at greater risk of being wronged or incurring harm. When such in-
dividuals, groups, and communities have distinctive health needs, their exclusion from medical research can potentially per-
petuate or exacerbate their disparities. Therefore, the harms of exclusion must be considered and weighed against the harms
of inclusion. In order to be fairly and responsibly included in research, they should receive specifically considered support and
protections.

20. Medical research with individuals, groups, or communities in situations of particular vulnerability is only justified if it is re-
sponsive to their health needs and priorities and the individual, group, or community stands to benefit from the resulting
knowledge, practices, or interventions. Researchers should only include those in situations of particular vulnerability when
the research cannot be carried out in a less vulnerable group or community, or when excluding them would perpetuate or ex-
acerbate their disparities.

Scientific Requirements and Research Protocols

21. Medical research involving human participants must have a scientifically sound and rigorous design and execution that are
likely to produce reliable, valid, and valuable knowledge and avoid research waste. The research must conform to generally
accepted scientific principles, be based on a thorough knowledge of the scientific literature, other relevant sources of informa-
tion, and adequate laboratory and, as appropriate, animal experimentation.

The welfare of animals used for research must be respected.

22. The design and performance of all medical research involving human participants must be clearly described and justified in a
research protocol.

The protocol should contain a statement of the ethical considerations involved and should indicate how the principles in this
Declaration have been addressed. The protocol should include information regarding aims, methods, anticipated benefits and
potential risks and burdens, qualifications of the researcher, sources of funding, any potential conflicts of interest, provisions
to protect privacy and confidentiality, incentives for participants, provisions for treating and/or compensating participants who
are harmed as a consequence of participation, and any other relevant aspects of the research.

In clinical trials, the protocol must also describe any post-trial provisions.

Research Ethics Committees

23. The protocol must be submitted for consideration, comment, guidance, and approval to the concerned research ethics com-
mittee before the research This committee must be transparent in its functioning and must have the independence and au-
thority to resist undue influence from the researcher, the sponsor, or others. The committee must have sufficient resources to
fulfill its duties, and its members and staff must collectively have adequate education, training, qualifications, and diversity to
effectively evaluate each type of research it reviews.

The committee must have sufficient familiarity with local circumstances and context, and include at least one member of the
general public. It must take into consideration the ethical, legal, and regulatory norms and standards of the country or coun-
tries in which the research is to be performed as well as applicable international norms and standards, but these must not be



allowed to reduce or eliminate any of the protections for research participants set forth in this Declaration.

When collaborative research is performed internationally, the research protocol must be approved by research ethics commit-
tees in both the sponsoring and host countries.

The committee must have the right to monitor, recommend changes to, withdraw approval for, and suspend ongoing re-
search. Where monitoring is required, the researcher must provide information to the committee and/or competent data and
safety monitoring entity, especially about any serious adverse events. No amendment to the protocol may be made without
consideration and approval by the committee. After the end of the research, the researchers must submit a final report to the
committee containing a summary of the findings and conclusions.

Privacy and Confidentiality

24.

Every precaution must be taken to protect the privacy of research participants and the confidentiality of their personal infor-
mation.

Free and Informed Consent

25.

26.

27.

28.

29.

30.

31.

32.

Free and informed consent is an essential component of respect for individual autonomy. Participation by individuals capable
of giving informed consent in medical research must be voluntary. Although it may be appropriate to consult family members
or community representatives, individuals capable of giving informed consent may not be enrolled in research unless they
freely agree.

In medical research involving human participants capable of giving informed consent, each potential participant must be ade-
quately informed in plain language of the aims, methods, anticipated benefits and potential risks and burdens, qualifications
of the researcher, sources of funding, any potential conflicts of interest, provisions to protect privacy and confidentiality, in-
centives for participants, provisions for treating and/or compensating participants who are harmed as a consequence of par-
ticipation, and any other relevant aspects of the research.

The potential participant must be informed of the right to refuse to participate in the research or to withdraw consent to par-
ticipate at any time without reprisal. Special attention should be given to the specific information and communication needs
of individual potential participants as well as to the methods used to deliver the information.

After ensuring that the potential participant has understood the information, the physician or another qualified individual
must then seek the potential participant’s freely given informed consent, formally documented on paper or electronically. If
the consent cannot be expressed on paper or electronically, the non-written consent must be formally witnessed and docu-
mented.

All medical research participants should be given the option of being informed about the general outcome and results of the
research.

When seeking informed consent for participation in research the physician or other researcher must be particularly cautious if
the potential participant is in a dependent relationship with them or may consent under duress. In such situations, the in-
formed consent must be sought by an appropriately qualified individual who is independent of this relationship.

In medical research involving human participants incapable of giving free and informed consent, the physician or other quali-
fied individual must seek informed consent from the legally authorized representative, considering preferences and values ex-
pressed by the potential participant.

Those persons incapable of giving free and informed consent are in situations of particular vulnerability and are entitled to the
corresponding safeguards. In addition to receiving the protections for the particularly vulnerable, those incapable of giving
consent must only be included if the research is likely to either personally benefit them or if it entails only minimal risk and
minimal burden.

When a potential research participant who is incapable of giving free and informed consent is able to give assent to decisions
about participation in research, the physician or other qualified individual must seek that assent in addition to the consent of
the legally authorized representative, considering any preferences and values expressed by the potential participant. The po-
tential participant’s dissent should be respected.

Research involving participants who are physically or mentally incapable of giving consent (for example, unconscious pa-
tients) may be done only if the physical or mental condition that prevents giving informed consent is a necessary characteris-
tic of the research group. In such circumstances the physician or other qualified individual must seek informed consent from
the legally authorized representative. If no such representative is available and if the research cannot be delayed, the re-
search may proceed without informed consent provided that the specific reasons for involving participants with a condition
that renders them unable to give informed consent have been stated in the research protocol and the research has been ap-
proved by a research ethics committee.

Free and informed consent to remain in the research must be obtained as soon as possible from a legally authorized repre-
sentative or, if they regain capacity to give consent, from the participant.

The physician or other researcher must fully inform potential participants which aspects of their care are related to the re-
search. The refusal of a patient to participate in research or the patient’s decision to withdraw from research must never ad-
versely affect the patient-physician relationship or provision of the standard of care.

Physicians or other qualified individuals must obtain free and informed consent from research participants for the collection,
processing, storage, and foreseeable secondary use of biological material and identifiable or re-identifiable data. Any collec-



tion and storage of data or biological material from research participants for multiple and indefinite uses should be consistent
with requirements set forth in the WMA Declaration of Taipei, including the rights of individuals and the principles of gover-
nance. A research ethics committee must approve the establishment and monitor ongoing use of such databases and bio-
banks.

Where consent is impossible or impracticable to obtain, secondary research on stored data or biological material may be do-
ne only after consideration and approval of a research ethics committee.

Use of Placebo

33.

The benefits, risks, burdens, and effectiveness of a new intervention must be tested against those of the best proven interven-
tion(s), except in the following circumstances:

If no proven intervention exists, the use of placebo, or no intervention, is acceptable; or

If for compelling and scientifically sound methodological reasons the use of any intervention other than the best proven
one(s), the use of placebo, or no intervention is necessary to determine the efficacy or safety of an intervention; and the par-
ticipants who receive any intervention other than the best proven one(s), placebo, or no intervention will not be subject to ad-
ditional risks of serious or irreversible harm as a result of not receiving the best proven intervention.

Extreme care must be taken to avoid abuse of this option.

Post-Trial Provisions

34.

35.

36.

In advance of a clinical trial, post-trial provisions must be arranged by sponsors and researchers to be provided by them-
selves, healthcare systems, or governments for all participants who still need an intervention identified as beneficial and rea-
sonably safe in the trial. Exceptions to this requirement must be approved by a research ethics committee. Specific informa-
tion about post-trial provisions must be disclosed to participants as part of informed consent.

Research Registration, Publication, and Dissemination of Results

Medical research involving human participants must be registered in a publicly accessible database before recruitment of the
first participant.

Researchers, authors, sponsors, editors, and publishers all have ethical obligations with regard to the publication and dis-
semination of the results of research. Researchers have a duty to make publicly available the results of their research on hu-
man participants and are accountable for the timeliness, completeness, and accuracy of their reports. All parties should ad-
here to accepted guidelines for ethical reporting. Negative and inconclusive as well as positive results must be published or
otherwise made publicly available. Sources of funding, institutional affiliations, and conflicts of interest must be declared in
the publication. Reports of research not in accordance with the principles of this Declaration should not be accepted for pub-
lication.

Unproven Interventions in Clinical Practice

37.

When an unproven intervention is utilized in an attempt to restore health or alleviate suffering for an individual patient be-
cause approved options are inadequate or ineffective and enrollment in a clinical trial is not possible, it should subsequently
be made the object of research designed to evaluate safety and efficacy. Physicians participating in such interventions must
first seek expert advice, weigh possible risks, burdens, and benefits, and obtain informed consent. They must also record and
share data when appropriate and avoid compromising clinical trials. These interventions must never be undertaken to cir-
cumvent the protections for research participants set forth in this Declaration.

Disclaimer:

© 2024 World Medical Association. All Rights Reserved. All intellectual property rights in the Declaration of Helsinki are vest-
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