SAMPLE OF CONSENT DOCUMENT
This document must be written in a language understandable to the participant.
CONSENT TO PARTICIPATE IN RESEARCH
You have been asked to participate in a research study.

You have been informed about the study by ………………………………………. .

(Where applicable):  You have been informed about any available compensation or medical treatment if injury occurs as a result of study-related procedures;

You may contact …………….. at ……………. any time if you have questions about the research or if you are injured as a result of the research.

You may contact the Secretariat of the Ethics Committee of the Faculty of Health Sciences, UFS at telephone number (051) 4052812 if you have questions about your rights as a research subject.

Your participation in this research is voluntary, and you will not be penalized or lose benefits if you refuse to participate or decide to terminate participation.  

If you agree to participate, you will be given a signed copy of this document as well as the participant information sheet, which is a written summary of the research.
The research study, including the above information has been verbally described to me.  I understand what my involvement in the study means and I voluntarily agree to participate. 
_____________________


__________________

Signature of Participant


Date

_____________________


__________________

Signature of Witness



Date

(Where applicable)

_____________________


__________________

Signature of Translator


Date
(Where applicable)

INFORMATION DOCUMENT
Study title:
Greeting:

Introduction:

[Example]  We, …………………………………., are doing research on …………………………… .  Research is just the process to learn the answer to a question.  In this study we want to learn ……………….. (Include information that this is a study involving research and not routine care and why the study is being done).
Invitation to participate:  We are asking/inviting you to participate in a research study (or asking for your permission to include your child in a research study).
What is involved in the study – study design; what the participant’s involvement in the study would entail, and how long the participant is expected to be in the study; standard procedures being done in the study; procedures that are being tested in the study; how many people will take part in the study; and if all from SA or other countries as well.
Risks of being involved in the study: A description of the procedures for handling adverse events and what arrangements have been made for compensation. 

Benefits of being in the study.
Alternative procedures or courses of treatment that might benefit the subject.

The subject will be given pertinent information on the study while involved in the project and after the results are available. 

Participation is voluntary, and refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled; the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled. 
Reimbursements for “out of pocket” expenses.

Confidentiality:  Efforts will be made to keep personal information confidential.  Absolute confidentiality cannot be guaranteed.  Personal information may be disclosed if required by law.
Organizations that may inspect and/or copy your research records for quality assurance and data analysis include groups such as the Ethics Committee for Medical Research and the Medicines Control Council (where appropriate).
If results are published, this may lead to individual/cohort identification. 

Contact details of researcher(s) – for further information/reporting of study-related adverse events. 
Contact details of REC Secretariat and Chair – for reporting of complaints/problems. 

The following must be included in the consent form when applicable:

a. A statement that the particular treatment or procedure may involve risks to the subject that are currently unforeseeable (or to the embryo or foetus, if the subject is or may become pregnant).
b. Anticipated circumstances under which the subject’s participation may be terminated by the investigator without the subject’s consent.

c. Any additional costs to the subject that may result from participation in the research.
d. The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject.

e. A statement will be provided to the subject that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation.

f. Where genetic tests are to be performed, a separate information sheet and consent form will be made available. 
g. A statement that specimens will be stored for future research pertaining to the specific research question being studied.  Specify how long specimens will be stored for, where they will be stored, and whether these will be made anonymous. If stored for future genetic testing, a further consent form will be signed. 

INFORMATION DOCUMENT FOR GENETICS RESEARCH
Some information on the study
· We are planning a research project on ………………….. and request your permission to use some of your tissue for laboratory tests/further laboratory tests. 

· The tests will involve an analysis of the genetic composition of ………………….. and are aimed at increasing the understanding of the causes and behaviour of your condition. 

· Genes are what you inherit from you parents.  They are found in every part of your body and therefore they will be present in any of your tissue and blood which we remove. 

· The findings of this study will have/will not have direct bearing on your management. 
· The findings may benefit/eventually benefit others in terms of prevention or treatment of the condition. 

· You are free to refuse consent and you do not have to give reasons for doing so.  (Researchers are to be aware that for some genetic research, individual’s participation may be requested by, and may primarily serve interests of other family members, and individuals may feel duty bound to agree to participation).
Privacy and Confidentiality
· The following arrangements have been made to ensure privacy and confidentiality of your genetic information ……………………….. (including privacy regarding family members and non-family members).
· Your genetic material and information will be used in an identifiable / potentially identifiable/or unidentifiable form.
· Because your material or information is to be made unidentifiable, it will not be possible to provide you with personal research results.
· The research may reveal information of potential importance to the future health of an identifiable or potentially identifiable participant or the participant’s offspring.
Results of research
· Researchers will endeavour to provide information about the outcome of the research.
· It is not intended to provide feedback because ……………. (If relevant, participants should be asked whether they wish to be notified of research results which relate to them as individuals.  A decision not to be notified should be respected).

· If research generates information about you which may be of relevance to the health of other family members, your consent will be sought before offering to disclose such information to the family members concerned. 
Family members
· Information about family members, in addition to that provided by you, is required for the research.
· Consent from you will first be obtained before relatives are approached.
· Consent from your relatives will also be obtained. 

· This research has the potential to detect non-paternity or non-maternity.
· Your material and information will not be released for other uses without consent, unless required by law.
Storage

· We would like to retain some of the same tissue in storage for possible future research related to the present research question.

· The duration of storage will be ……………………………………………
· If you are unhappy to have your tissue stored for future research, your genetic material and information will be disposed of at the end of the study, once the sample storage and record-keeping requirements of good research practice have been met.
· Do you have any sensitivity on how your tissues should be disposed of?  If so, what are they?  These will be recorded and taken into account at the time of disposal. 

· We can dispose of your genetic material even after the research has started, provided the samples are stored in an identifiable form. 
· We will not be able to dispose of your tissue after the research has started, as it will be stored in an unidentifiable form. 

Voluntary Participation
· You do not have to agree to take part in this research and you are free to withdraw from the research at any time.  Your routine medical treatment will not be compromised in any way if you do not participate. 
Community Consent
· When researchers propose to collect genetic material and information from individuals chosen by virtue of their membership of a particular collectivity, consent should be sought from appropriate collectivity representatives as well as from the individuals concerned.

Recruitment of Relatives
· In coming to a decision to recruit relatives, researchers must consider the privacy and any known sensitivities of the relatives, accepted habits of communication within the family, and the balance of potential benefits and harms which might result from participation in the research. 
VOORBEELD VAN TOESTEMMINGSDOKUMENT

Hierdie dokument moet in ‘n taal geskryf word wat vir die deelnemer verstaanbaar is.
TOESTEMMING TOT DEELNAME AAN NAVORSING
U is versoek om aan ‘n navorsingstudie deel te neem.

U is oor die studie ingelig deur ………………………………………. .

(Waar van toepassing):  U is ingelig oor enige beskikbare vergoeding of mediese behandeling sou besering as gevolg van studieverwante prosedures plaasvind.
U kan …………….. enige tyd kontak by ……………. indien u vrae oor die navorsing het of as gevolg van die navorsing beseer is.

U kan die Sekretariaat van die Etiekkomitee van die Fakulteit Gesondheidsweteskappe, UV by telefoonnommer (051) 4052812 kontak indien u enige vrae het oor u regte as ‘n proefpersoon.
U deelname aan hierdie navorsing is vrywillig, en u sal nie gepenaliseer word of voordele verbeur as u weier om deel te neem of besluit om deelname te staak nie.  

As u instem om deel te neem, sal ‘n ondertekende kopie van hierdie dokument sowel as die deelnemerinligtingsblad, wat ‘n geskrewe opsomming van die navorsing is, aan u gegee word .

Die navorsingstudie, insluitend die bogenoemde inligting is verbaal aan my beskryf.  Ek begryp wat my betrokkenheid by die studie beteken en ek stem vrywillig in om deel te neem.
________________________

__________________

Handtekening van deelnemer


Datum
_____________________


__________________

Handtekening van getuie


Datum
(Waar van toepassing)

_____________________


__________________

Handtekening van Vertaler


Datum
(Waar van toepassing)

INLIGTINGSDOKUMENT
Studietitel:

Begroeting:

Inleiding:

[Voorbeeld]  Ons, …………………………………., is besig om navorsing oor …………………………… te doen.  Navorsing is slegs die proses waardeur die antwoord op ‘n vraagstuk verkry word.  In hierdie studie wil ons ……………….. leer (Sluit inligting in wat verduidelik dat hierdie ’n studie is wat navorsing behels en nie roetinesorg nie, asook waarom die studie uitgevoer word).
Uitnodiging om deel te neem:  Ons versoek/nooi u uit om aan ‘n navorsingstudie deel te neem (of vra u toestemming om u kind by ‘n navorsingstudie in te sluit).
Wat behels die studie – Studieontwerp; wat die deelnemer se betrokkenheid by die studie sal behels en hoe lank daar van die deelnemer verwag word om in die studie te wees; standaardprosedures wat in die studie uitgevoer word; prosedures wat in die studie getoets word; hoeveel persone aan die studie gaan deelneem en of almal van Suid-Afrika of ook van ander lande afkomstig is.

Risiko’s verbonde aan deelname: ‘n Beskrywing van die prosedures vir die hantering van newe-effekte en watter reëlings vir vergoeding getref is. 

Voordele van betrokkenheid by die studie.

Alternatiewe prosedures of kure wat tot voordeel van die deelnemer mag strek.
Die proefpersoon sal pertinente inligting oor die studie ontvang tydens betrokkenheid by die projek en agterna wanneer die resultate beskikbaar is. 

Deelname is vrywillig, en weiering om deel te neem sal geen boete of verlies van voordele waarop die deelnemer andersins geregtig is behels nie; die proefpersoon kan te eniger tyd aan deelname onttrek sonder boete of verlies van voordele waarop die proefpersoon andersins geregtig is.
Vergoeding van “uit-die sak” uitgawes.

Vertroulikheid:  Daar sal gepoog word om persoonlike inligting vertroulik te hou.  Volkome vertroulikheid kan nie gewaarborg word nie.  Persoonlike inligting kan bekend gemaak word as die wet dit vereis.
Organisasies wat u navorsingsrekords mag ondersoek en/of kopieer vir kwaliteitsversekering en data-analise sluit groepe soos die Etiekkomitee vir Mediese Navorsing en die Medisynebeheerraad in (waar van toepassing).
As resultate gepubliseer word kan dit lei tot individuele/groepsidentifikasie.
Kontakbesonderhede van navorser(s) – Vir verdere inligting/rapportering van studieverwante newe-effekte.
Kontakbesonderhede van NEK Sekretariaat en Voorsitter – vir rapportering van klagtes/probleme
Waar van toepassing moet die Toestemmingsvorm die volgende insluit:
a. ‘n Verklaring dat die bepaalde behandeling of prosedure risiko’s vir die proefpersoon mag inhou wat tans onvoorsienbaar is (of vir die embrio of fetus indien die proefpersoon swanger is of swanger mag raak).
b. Verwagte omstandighede waaronder die proefpersoon se deelname sonder dié se toestemming deur die navorser beëindig mag word. 
c. Enige bykomende kostes vir die proefpersoon wat mag voortspruit uit deelname aan die navorsing.

d. Die gevolge van ‘n proefpersoon se besluit om aan die navorsing te onttrek, en prosedures vir ordelike beëindiging van deelname deur die proefpersoon.
e. ‘n Verklaring sal aan die proefpersoon voorsien word dat betekenisvolle nuwe bevindings wat verband mag hou met die proefpersoon se bereidwilligheid tot voortgesette deelname gedurende die verloop van die navorsing ontwikkel het.
f. Waar genetiese toetse uitgevoer sal word sal ‘n aparte inligtingsblad en toestemmingsvorm beskikbaar gestel word. 
‘n Verklaring dat monsters vir toekomstige navorsing wat betrekking het op die bepaalde navorsingsvraagstuk wat ondersoek word geberg sal word.  Spesifiseer hoe lank die monsters geberg sal word, waar dit geberg sal word, en of dit anoniem gemaak sal word.  As dit vir toekomstige genetiese toetsing geberg word sal ‘n verdere toestemmingsvorm onderteken word.
IINLIGTINGSVORM VIR GENETIESE NAVORSING
Inligting oor die studie
· Ons beplan ‘n navorsingsprojek oor ………………….. en versoek u toestemming om van u weefsel vir laboratoriumtoetse/verdere laboratoriumtoetse te gebruiik. 

· Die toetse sal ‘n analise van die genetiese samestelling van ………………….. behels en is gerig op meer begrip van die oorsake en gedrag van u toestand. 
· Gene is wat u van u ouers erf.  Dit word in elke deel van u liggaam aangetref en daarom sal dit in enige weefsel of bloed wat deur ons verwyder word teenwoordig wees.
· Die bevindings van hierdie studie sal/sal nie direk met u hantering verband hou nie.
· Die bevindings kan tot/kan uiteindelik tot ander se voordeel strek met betrekkiing tot behandeling van die toestand.  

· Dit staan u vry om toestemming te weier en u hoef geen redes daarvoor te verstrek nie. (Navorsers moet daarvan bewus wees dat vir sommige genetiese navorsing die individu se deelname deur  ander familielede aangevra word, hoofsaaklik in hul eie belang, en dat individue verplig mag voel om in te stem tot deelname)
Privaatheid en vertroulikheid
· Die volgende reëlings is getref om privaatheid en vertroulikheid van u genetiese inligting te verseker ……………………….. (insluitend privaatheid met betrekking tot familielede en nie-familielede).
· U genetiese materiaal en inligting sal in ‘n identifiseerbare/potensieel identifiseerbare/onidentifiseerbare vorm gebruik word.
· Omdat u genetiese materiaal en inligting onidentifiseerbaar gemaak gaan word sal dit nie moontlik wees om u van persoonlike navorsingsresultate te voorsien nie.
· Die navorsing mag inligting openbaar wat van potensiële belang mag wees vir die toekomstige gesondheid van ‘n identifiseerbare of potensieel identifiseerbare deelnemer of die deelnemer se nakomelinge.
Navorsingsresultate
· Navorsers sal poog om inligting oor die uitkoms van die navorsing te verskaf.
· Daar word nie beplan om terugvoering te verskaf nie omdat ……………. (indien toepaslik moet deelnemers gevra word of hulle graag in kennis gestel wil word van resultate wat op hul as individue betrekking het.  ‘n Besluit om nie in kennis gestel te word nie moet gerespekteer word).
· As navorsing inligting oor u aan die lig bring wat van belang mag wees vir die gesondheid van ander familielede, sal u toestemming verkry word voordat daar aangebied sal word om sodanige inligting aan die betrokke familielede bekend te maak.
Familielede
· Inligting oor familielede, bykomend tot dié wat deur u verskaf is, word vir die navorsing benodig.
· U toestemming sal eers verkry word voordat familielede genader word.
· Toestemming sal ook van u familielede verkry word. 

· Hierdie navorsing het die potensiaal om nie-vaderskap of nie-moederskap vas te stel.
· U materiaal en inligting sal nie sonder toestemming vir ander gebruike beskikbaar gestel word nie tensy die wet dit vereis.

Berging
· Ons sal graag sommige van dieselfde weefsel geberg wou hou vir moontlike toekomstige navorsing wat met die huidige navorsingsvraagstuk verband hou.

· Die duur van die berging sal …………………………………………..wees.
· As u ongelukkig daaroor voel dat u weefsel vir toekomstige navorsing geberg word sal daar aan die einde van die studie met u genetiese materiaal en inligting weggedoen word sodra die monsterbergings- en aanteke-ningsvereistes van goeie navorsingspraktyk nagekom is.

· Het u enige sensitiwiteit oor hoe daar met u weefsel weggedoen word?  Indien wel, noem dit asseblief.  Dit sal aangeteken word en in ag geneem word ten tye van die wegdoening. 

· Ons kan wegdoen met u genetiese materiaal selfs nadat die navorsing ‘n aanvang geneem het, mits die monsters in ‘n identifiseerbare vorm geberg is.
· Ons sal nie met u weefsel kan wegdoen nadat die navorsing ‘n aanvang geneem het nie aangesien dit in ‘n onidentifiseerbare vorm geberg sal word. 

Vrywillige deelname
· U hoef nie tot deelname toe te stem nie en dit staan u vry om te eniger tyd van die navorsing te onttrek.  U roetine mediese behandeling sal nie op enige wyse benadeel word as u nie deelneem nie. 
Gemeeskapstoestemming
· Wanneer navorsers van voornemens is om genetiese materiaal en inligting van individue wat op grond van hulle lidmaatskap van ‘n bepaalde gemeenskap gekies is te versamel, behoort toestemming van die toepaslike verteenwoordigers sowel as die betrokke individue verkry te word.
Werwing van familielede
· Wanneer daar besluit word om familielede te werf, moet navorsers die privaatheid en enige bekende sensitiwiteite, aanvaarde gebruike van kommunikasie binne die familie en die balans van potensiële voordele en enige skade wat ‘n gevolg van deelname aan die navorsing mag wees in ag neem. 
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