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Instructions for editing Part B and Part C of the Participant Information 
and Consent Form (PICF) 

 

• The Part B and Part C templates are only a guide. 

• For trials that do not involve trialling a clinical drug, procedure or device, one of the other participant 

information and consent form templates should be used. 

• If more than one Participant Information and Consent Form is required for your trial, please label the 

different forms clearly for the different participant groups. Please note that if there is a sub-study, a 

separate form is required. 

• There are 20 numbered sections in this template. Please ensure that all relevant sections are included and 

numbered appropriately in your final document. These headings are included to ensure that all the 

National Statement and ICH/GCP elements are addressed. 

• You should delete any headings and sections that are not relevant to your study and/or modify paragraphs 

so that they are relevant to your study. 

• In this template, there are prompts for the content of your Participant Information and Consent Form (in 

orange italics) and instructions regarding the format of your document (in blue italics). Please ensure 

that you delete all prompts (orange italics) and instructions (blue italics) from the final document.   

• Preferred language recommendations for use in your Participant Information and Consent Form are in 

black text.  

• You will see Or, throughout the Part B and Part C document. This is where you can choose the appropriate 

guidance for your trial. 

• If institutional letterhead/logo is to be used, leave space for the letterhead/logo in accordance with the 

institution’s requirements. 

• Include the version date of the document in the footer of each page.  Do not use the ‘automatic’ date 

insertion function  

• Use the ‘1 of X’ pagination option. Ensure that all references to version date or pagination in the text are 

correct and consistent with the information in the footer. 

• Do not include a place for initialling the document on each page. 

• Study participants should be referred to as ‘participants’ and not ‘subjects’ or ‘patients’. 

• This guide proposes preferred language for some sections of the Participant Information and Consent 

Form. This preferred language may be the totality of what is required for the section or it may be a series 

of suggested phrases to be used along with other information in the section, as indicated by the guidelines 

pertaining to the section. 

• The reviewing Human Research Ethics Committee (HREC) may have additional preferred language or 

standard clauses that you are required to include. Please check with the relevant HREC administration to 

determine whether additional requirements apply. 
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• Language used should be readily understandable by the participant (Grade 8 reading level or below) and 

include Australian spelling of words. 

• Text should be a clear and easily readable font style. 

• Ensure that all font styles and sizes, bolding, italicisation and underlining are intended and that any 

variations are consistent throughout the document.  

• Please ensure that your final document is proofread. 
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Example: study table 
E

x
a

m
p

le
 p

ro
c
e

d
u

re
s
 

Assessment/procedure 

Screening 

[2 hrs 

Visit 1 

(1 week) 

[3 hrs] 

Visit 2 

(2 weeks) 

[3 hrs] 

 

Follow-up 

(4 weeks) 

Informed consent X    

Demographic information X    

Weight measurement X    

MRI  X X  

Questionnaire  X X X 

Blood collection X X X  

Biopsy X    

 

 

 

Example: Standard care and additional to standard care procedures  
[In table format list all procedures, assessments, and tests (e.g., CT-scans, MRI, blood tests etc.…) that 

form part of standard care and that are additional to standard care. Include testing times, dosages and 

volumes where applicable] 

 

Standard care procedures  

 

Additional to standard care 

Procedure Time/visit Dosage/volume  Procedure Time/visit Dosage/volume 
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Compensation 
For Phase 1 commercially sponsored clinical trials 

There are two avenues that may be available to you for seeking compensation if you suffer an injury as a 

result of your participation in this trial: 

• The pharmaceutical industry has set up a compensation process, with which the Sponsor [Full name of 

Australian corporate sponsor] of this trial has agreed to comply.  Details of the process and conditions 

are set out in the Medicines Australia Guidelines for Compensation for Injury Resulting from 

Participation in a Company-Sponsored Clinical Trial.  In accordance with these Guidelines, the sponsor 

will determine whether to pay compensation to you, and, if so, how much.  The research staff will give 

you a copy of the Guidelines together with this Participant Information and Consent Form.  If you have 

any questions about the Guidelines, please ask to speak to [Name of designated person, associated 

with the research trial or in the organisation, capable of explaining the Guidelines]. 

• You may be able to seek compensation through the courts. 

For all other commercially sponsored clinical trials 

There are two avenues that may be available to you for seeking compensation if you suffer an injury as a 

result of your participation in this trial: 

• The pharmaceutical industry has set up a compensation process, with which the Sponsor [Full name of 

Australian corporate sponsor] of this trial has agreed to comply.  Details of the process and conditions 

are set out in the Medicines Australia Guidelines for Compensation for Injury Resulting from 

Participation in a Company-Sponsored Clinical Trial.  In accordance with these Guidelines, the sponsor 

will determine whether to pay compensation to you, and, if so, how much.  A copy of the Guidelines is 

available to you from the research staff on request.  If you have any questions about the Guidelines, 

please contact [Name of designated person, associated with the research trial or in the organisation, 

capable of explaining the Guidelines].   

• You may be able to seek compensation through the courts. 

 

For clinical device investigations 

If you are injured as a result of your participation in this investigation you may be entitled to 

compensation.  

Sponsors of clinical investigations in Australia have agreed that the guidelines developed by their industry 

body, Medical Technology Association of Australia (MTAA), will govern the way in which compensation 

claims from injured participants are managed by sponsors.  

However, as guidelines, they do NOT in any way dictate the pathway you should follow to seek 

compensation. The sponsor is obliged to follow these guidelines.  

These guidelines are available for your inspection on the MTAA website (www.mtaa.org.au) under Policy 

Initiatives – Clinical Investigations. Alternatively, your study doctor can provide you with a hard-copy of the 

guidelines.  

It is the recommendation of the independent ethics committee responsible for the review of this 

investigation that you seek independent legal advice before taking any steps towards compensation for 

injury. 
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For non-commercially sponsored clinical trials insert the following information about compensation 

If, as a result of your participation in this study, you become ill or are injured, immediately advise your 

study doctor of your condition. In the first instance your study doctor will evaluate your condition and then 

discuss treatment with both you and your regular treating doctor.  

Since you are participating in a non-sponsored study/investigation any question about compensation must 

initially be directed to your study doctor who should advise their insurer of the matter.  

In the event of loss or injury, the parties involved in this research trial have agreed to [Description of 

compensation agreements]. 

 

Pregnancy 
If relevant, a section regarding risks related to conception, pregnancy and breast-feeding is required.  

 If sterility is a possible risk of participation in the trial, then this should be stated in a separate paragraph 

in this section.  This section could be entitled ‘Pregnancy and Other Risks,’ as there are other risks being 

described. 

Please remember to adapt this clause if the trial is specifically for female or male participants only and 

check for any site-specific requirements in relation to this statement. 

As per Australian Health Ethics Committee advice on wording relating to reproductive risk; both standard 

non-Catholic and Catholic wording options are below.  

NHMRC Patient Information and Consent Form Statement  

The effects of [Name of investigational product] on the unborn child and on the newborn baby are not 

known. Because of this, it is important that research project participants are not pregnant or breast-

feeding and do not become pregnant during the course of the research project. You must not participate 

in the research if you are pregnant or trying to become pregnant, or breast-feeding. If you are female and 

child-bearing is a possibility, you will be required to undergo a pregnancy test prior to commencing the 

research project.  If you are male, you should not father a child or donate sperm for at least [number] 

months after the last dose of study medication. 

Both male and female participants are strongly advised to use effective contraception during the course of 

the research and for a period of [number] months after completion of the research project. You should 

discuss methods of effective contraception with your study doctor. 

[For female participants] If you do become pregnant whilst participating in the research project, you 

should advise your study doctor immediately. Your study doctor will withdraw you from the research 

project and advise on further medical attention should this be necessary. You must not continue in the 

research if you become pregnant. 

[For male participants] You should advise your study doctor if you father a child while participating in the 

research project. Your study doctor will advise on medical attention for your partner should this be 

necessary. 
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Patient Information and Consent Form Statement with Catholic wording 

The effects of [Name of investigational product] on the unborn child and on the newborn baby are not 

known. Because of this, it is important that research project participants are not pregnant or breast-

feeding and do not become pregnant during the course of the research project. You must not participate 

in the research if you are pregnant or trying to become pregnant, or breast-feeding. If you are female and 

child-bearing is a possibility, you will be required to undergo a pregnancy test prior to commencing the 

research project. If you are male, you should not father a child or donate sperm for at least [number] 

months after the last dose of study medication. 

Both male and female participants must avoid pregnancy during the course of the research and for a 

period of [number] months after completion of the research project. You should discuss effective methods 

of avoiding pregnancy with your study doctor. 

[For female participants] If you do become pregnant whilst participating in the research project, you 

should advise your study doctor immediately. Your study doctor will withdraw you from the research 

project and advise on further medical attention should this be necessary. You must not continue in the 

research if you become pregnant. 

[For male participants] You should advise your study doctor if you father a child while participating in the 

research project. Your study doctor will advise on medical attention for your partner should this be 

necessary. 

Ionising radiation 
If relevant, a paragraph regarding risks associated with exposure to ionising radiation is required.   

Participants must be clearly informed whether participation in the trial involves exposure to radiation.  

For trials involving ionising radiation, insert the relevant paragraph from Options 1 – 4 below 

Option 1 - Effective dose less than 2 mSv 

This trial involves exposure to a very small amount of radiation.  As part of everyday living, everyone is 

exposed to naturally occurring background radiation and receives a dose of about 2 millisieverts (mSv) 

each year.  At this dose level, no harmful effects of radiation have been demonstrated, as any effect is too 

small to measure.  This risk is believed to be minimal (if dose less than 0.2mSv) or very low (if dose 

0.2mSv or less than 2mSv). 

Option 2 - Effective dose in range 2 mSv to 20 mSv 

This trial involves exposure to a very small amount of radiation.  As part of everyday living, everyone is 

exposed to naturally occurring background radiation and receives a dose of about 2 millisieverts (mSv) 

each year.  The dose from this trial is comparable to that received from routine diagnostic medical x-ray 

and nuclear medicine procedures. 

Option 3 - Effective dose greater than 20 mSv, up to 50 mSv 

The dose from this trial is comparable to that received from many diagnostic medical x-ray and nuclear 

medicine procedures. The benefits from the trial should be weighed against the possible detrimental 

effects of radiation, including an increased risk of cancer. In this particular trial, the risk is moderate and 

the theoretically calculated risk of contracting fatal cancer in the future is considered acceptable. The 

possible detrimental effects of radiation should be weighed against the benefits from the study which are 

(state benefits to the participant or to society). [If there are no perceived benefits from participating then 

state this]. 

Option 4 - Greater than 50 mSv 
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This research study involves exposure to a significant amount of ionizing radiation. The benefits from the 

study should be weighed against the possible detrimental effects of radiation, including an increased risk 

of cancer. In this particular study, the risk is moderate and the calculated risk of such harm is about 1 in 

[relevant figure] (Calculate using the ICRP risk coefficient for fatal cancer in the general population of 5 x 

10-2 per Sv). 

 

MRI scans 
If relevant insert a paragraph regarding risks associated with studies involving MRI scans 

MRI stands for magnetic resonance imaging. A MRI scanner is a machine that uses electromagnetic 

radiation (radio waves) in a strong magnetic field to take clear pictures of the inside of the body.  

Electromagnetic radiation is not the same as ionising radiation used, for example, in X-rays. The pictures 

taken by the machine are called MRI scans. 

We will ask you to lie on a table inside the MRI scanner. The scanner will record information about your 

[Body part]. It is very important that you keep very still during the scanning. When you lie on the table, we 

will make sure you are in a comfortable position so that you can keep still. The scanner is very noisy and 

we can give you some earphones to reduce the noise. Some people may experience symptoms of 

claustrophobia from lying in a confined space. If you do experience discomfort at any time during the 

scan, you will be able to alert staff by pressing on a call button provided to you. 

There are no proven long-term risks related to MRI scans as used in this trial. MRI is considered to be 

safe when performed at a centre with appropriate procedures. However, the magnetic attraction for some 

metal objects can pose a safety risk, so it is important that metal objects are not taken into the scanner 

room. 

We will thoroughly examine you to make sure it is safe to have the scan.  You must tell us if you have 

metal implanted in your body, such as a pacemaker or metal pins. 

 

The scans we are taking are for research purposes. They are not intended to be used like scans taken for 

a full clinical examination. The scans will not be used to help diagnose, treat or manage a particular 

condition. A specialist will look at your MRI scans for features relevant to the trial. On rare occasions, the 

specialist may find an unusual feature that could have a significant risk to your health. If this happens, we 

will contact you to talk about the findings. We cannot guarantee that we will find any/all unusual features. 

Psychological distress 
If relevant a paragraph regarding risks associated with psychological distress must be included. 

If you become upset or distressed as a result of your participation in the research, the study doctor will be 

able to arrange for counselling or other appropriate support. Any counselling or support will be provided 

by qualified staff who are not members of the trial team. This counselling will be provided free of charge. 

Chemotherapy 
If relevant a paragraph regarding risks associated with chemotherapy. 

Chemotherapy may cause temporary or permanent sterility. Please discuss this with your study doctor if 

you have any concerns about future fertility. 



National PICF - Participant Information and Consent Form – User Guide November 2016                         Page 11 of 26 
 
 

Use of illegal substances 
If relevant a paragraph regarding risk associated with the collection of data regarding use of illegal 

substances is required. 

This trial involves the collection of information about your use of drugs. Participation in the trial includes 

blood and/or urine analysis to determine the presence of [Name of substances]. The test may reveal that 

you have previously used illegal drugs. That information will be stored in a re-identifiable (or coded) 

format. In the event that [Name of institution] is required to disclose that information, it may be used 

against you in legal proceedings or otherwise. 

 

Injections 
If relevant a paragraph regarding risks associated with injections is required. 

Having a drug injected or blood (or tissue sample) taken may cause some discomfort, bruising, minor 

infection or bleeding.  If this happens, it can be treated by medical staff in the research team. 

 

Anaesthesia 
If relevant insert a paragraph regarding risks associated with studies involving anaesthesia 

These days, whilst anaesthesia is generally very safe there are some risks associated with anaesthesia.  

The most common problems associated with anaesthesia are feeling unwell or vomiting, bruising at the 

site of injections, sore throat or hoarse voice. Most patients do not have these problems. If these 

problems do happen, they usually get better very quickly.  Damage to teeth may occur, but this is rare.  

The risk of brain damage or death due to anaesthesia is very rare. 

The risk of problems from anaesthesia increases for patients who are having more major surgery, those 

with medical problems and those that require difficult anaesthetic procedures such as spinal block. If you 

have any concerns about these issues, you should discuss them with the study team. 
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Lay terminology 
General words to avoid Plain English Alternative 

A  

abdominal  stomach area 

abdominal pain pain in the stomach area 

additional  extra 

administer  give 

adverse  bad, unwanted 

adverse event unwanted (bad) effect 

advise  tell 

albumin protein 

allocated  put in to 

alopecia hair loss 

anaemia low red blood cell count 

anaesthetic  drug to numb your sense of pain/ put you to sleep 

anaphylaxis serious allergic reaction that needs urgent treatment 

angina  heart pain 

anorexia no appetite or hunger, not wanting to eat 

antibiotic  medicine for infection 

antibodies 
a protein made by the body to attack and disable 

something 

anticoagulant  drug that decreases forming of blood clots 

antidote  drug that stops the effect of a poison 

antihistamine  drug that treats allergy symptoms 

aphasia unable to speak 

approximately  about 

arrhythmia fast, slow or irregular heart rate 

arteriosclerosis  thickening and stiffening of the blood vessels 

artery  blood vessel 

arthralgia joint pain 

ascites a build-up of fluid in the belly 

associated linked to 

ataxia poor balance or coordination 

atrial fibrillation fast and irregular heart beat 

attend  come to 

B  

beneficial  helpful, useful 

benign  not harmful 

biannual  twice a year 

biased  not true and correct 

biennial  every 2 years 

biopsy  collecting a small piece of body tissue 

biweekly  twice a week 

bone density bone thickness and strength 

bronchitis infection of the airways 

C  

carcinoma  cancer, tumour 

cardiac arrest heart stops beating 

cardiac failure poor heart function 
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cardiomyopathy enlarged weak heart muscle 

cardiovascular  heart and blood vessel system 

carditis inflammation of the heart or its lining 

catheter  tube 

cease  stop 

cellulitis inflammation (swelling) of the skin 

cognitive  thinking 

cohort  group 

coincides  at the same time 

commence  start 

complete  fill in 

consequently  so 

constipation constipation 

convalesce  get better 

corroborate  confirm, check 

D  

data  information 

debility  weakness 

decline  worsening of 

deep vein thrombosis clot in a vein in the legs 

defective  faulty 

deficiency  lack of 

dehydration low fluid levels 

deleterious  harmful 

demographics  personal details 

demonstrated  shown 

dermatitis rash 

deteriorates  gets worse 

diarrhoea diarrhoea 

diplopia seeing doubles, double vision 

dyspepsia indigestion, upset stomach 

dysphagia difficulty or trouble swallowing 

dysphasia difficulty speaking 

dyspnoea shortness of breath 

E  

eczema dry, red itchy skin 

efficacy  effectiveness, can treat 

eligible  able to 

extremities  arms and legs 

F  

fainting fainting, pass out 

fatigue tiredness, weakness 

fever high temperature 

fissure  deep crack 

fistula abnormal connection or passageway 

fluctuates  changes 

G  

gastrointestinal digestive system, stomach and bowel 

gauge  assess 

generic  common 
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H  

haemorrhage bleeding 

haemorrhage  bleeding 

halitosis bad breath 

hepatomegaly enlarged of the liver 

hyper/o glycaemia  high/low sugar levels in the blood 

hyper/o tension  high/low blood pressure 

hypo/hypercalcaemia low/high calcium levels 

hypo/hyperglycaemia  low/high sugar levels 

hypo/hyperkalaemia low/high potassium levels 

hypo/hypernatremia low/high sodium levels 

hypo/hypertension  low/high blood pressure 

hypo/hyperthyroidism under/overactive thyroid 

hypothermia  low temperature 

I  

in the event of if 

incontinence unable to control bladder or bowel movements 

inflammation redness, swelling 

ingest  eat/drink 

initially  to begin with, at first 

insomnia trouble sleeping, poor sleep 

intravenous  into a vein 

J  

jaundice yellow skin and eyes due to poor liver function 

L  

leucopaenia decrease in infection fighting blood cells 

lymphocytopaenia decrease in infection fighting blood cells 

lymphocytosis increase in infection fighting blood cells 

M  

macular oedema serious swelling in the eye 

malaise feeling unwell 

malignant  harmful, cancerous 

migraine severe headache with nausea/vomiting 

migraine  severe headache 

muscle spasm cramps in arms or legs 

myocardial  of the heart muscle 

myocardial infarction heart attack 

myopia  short/near sighted 

N  

nasal  in the nose 

natal  birth 

nausea nausea 

necrosis death of tissue 

neuropathy condition causing pain or numbness in hands or feet 

neutropenia decrease in infection fighting blood cells 

O  

obese  overweight, fat 

objectives  aims 

obstruction  blockage 

oedema serious swelling 
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oncologist  cancer doctor 

onset  beginning, start 

ophthalmologist  eye doctor 

opt  choose, pick 

osteonecrosis death of bone tissue 

outpatient  visiting patient, not staying overnight 

P  

paediatrician  child’s doctor 

palliative  supportive care 

pancytopaenia decrease in all types of blood cells 

parasthesia tingling, prickling or numbness 

pathogenic  causes disease, sickness 

periodically  regularly 

peripheral oedema swelling of arms and legs 

persons person 

phlebitis inflamed blood vessel 

placebo 
tablet or solution that looks like the study treatment 

but does not contain active ingredients under study 

pleural effusion fluid in the lining of the lungs 

pneumonia lung infection 

pre-existing  came before 

prevalent  common 

prior to before 

proteinuria protein in the urine 

pruritis  itching 

pruritus itchiness 

pulmonary  of the lungs 

pulmonary embolus a blockage in a blood vessel in the lung 

Q  

query  questions 

R  

regarding  about 

reimburse  pay back 

relevant  related 

renal  of the kidneys 

retrospectively  back to the past 

revocation  withdrawal 

rhabdomyolysis breakdown of muscle 

S  

sciatica  back pain that also goes down the leg 

sclerosis  thickening and stiffening 

scope  range 

screening  assessing 

sedentary  sitting 

seizures fits 

sepsis, septicaemia serious infection in the blood 

septic shock life threatening infection in the blood 

siblings  brothers or sisters 

stoma  small opening 

stomatitis inflamed gums 
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stool  bowel action 

subsequently  following, after 

superventricular tachycardia fast heart beat 

surname  last name 

T  

tachy/bradycardia fast/slow heartbeat 

Technique method, procedure 

terminate  end 

therapeutic  healing, treatment for 

thrombocytopenia low number of  blood clotting cell in the blood 

thrombocytosis high number of blood clotting cells in the blood 

thrombosis  clot blocking a blood vessel 

tolerance  how well drugs are accepted by the body 

torsion  twisting 

toxicity the level of damage a drug can cause 

toxin  poison 

transient  of a short time, comes and goes 

tremor shaking 

U  

unbiased  fair, balanced, true and correct 

undergo  have 

urinary retention difficulty emptying the bladder 

V  

validate  prove true and correct 

vascular  of the blood vessels 

ventricular fibrillation serious abnormal heart beat rhythm 

ventricular tachycardia fast heart beat 

vertigo  loss of balance, dizziness 

W  

waive  give up a right 

whereby  by which 

whilst  while 

 

Assistance regarding explaining medical terminology in plain English  
 

 Make it personal 

• Put the reader first and write as if you are explaining the facts in person 

• The warmer the tone, the more engaged your reader will be 
• Use “we” and “you” as it addresses the person directly, and it is familiar and friendly 

 
 Use words the reader is likely to know 

• Use simple, common words – it will be easier to understand if it is in everyday language 

• Avoid using technical or specialised terms unless you know your readers will understand them 

• If you need to use a specific term, do not forget to define it 
• Explain any abbreviations or acronyms when first used 

 

 Use short sentences and brief paragraphs 

• Make the sentence length an average of 15‐22 words 

• Vary the sentence length: too many very short sentences will make the reading dull 
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• Have only one or two ideas in each sentence 

• If you need to explain a term, use a separate sentence 

• Do not sacrifice clarity for brevity ‐ use more words if it will help people to understand 

• Organise information into brief paragraphs, with one central topic in each 
 

 Favour the active voice 
Active voice sentences clearly identifies the action and who is performing that action. The active voice is more 
to the point and lively. Unfortunately, a lot of writing uses the passive voice, which gives documents a wordy, 
bureaucratic tone. 
 
Writing in the active voice is straightforward if you follow the “who‐does‐what” sequence: (subject) followed 
by (action) followed by (object). 
 

PASSIVE VOICE ACTIVE VOICE 

The TV (object) was watched 
(action) by Peter (subject) 

Peter (subject) watched (action) the TV (object) 

The inhaler (object) was used (action) by 
Amanda (subject) today 

Amanda (subject) used (action) her inhaler (object) today 

 

 Write tight 

• Only use as many words as you really need 

• Cut the waffle – delete unnecessary words or details 
 Organise the information 

• Put the important details early 

• Place information in a logical order to help the reader locate the details they need 
 

 Positive phrasing 

• Plain language generally phrases statements positively: “do this” rather than “don’t do this” 

• It is advisable to use negative phrasing for warnings: “don’t give this drug to anyone else” 

• Negative language can be unclear and the meaning can be misinterpreted 
 

 Avoid CAPITALS 

• When text is in capitals, it LOOKS LIKE YOU ARE SHOUTING! 

• CAPITALS are harder to read because the letters are less distinguishable from one another 
• Use capitals for proper names only e.g. Dr Joanne Jones 

 
 Use ‘they’ as a singular pronoun 

 
Writing he/she or him/her or his/her throughout a document ca become confusing. The use of ‘they’ or ‘their’ 
as a singular gender‐neutral pronoun is often considered ungrammatical. However, its use is common and 
widely accepted. 
 

Example: “We would like to invite your child to take part in this research because they are having their tonsils 

removed.” 

 
 Consistency of language 

• You can often say the same thing using a number of different words e.g. “trial or study or trial; study 
drug or medication or treatment 

• Using one single term will not confuse your reader 
 

 Types of language to avoid 
 
Jargon: use of words and phrases only understood by people who do the same type of work e.g. medical 
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professionals or academics. 
 
Euphemism: use of an inoffensive word or expression in place of one that may be found offensive or suggest 
something unpleasant 
 
Ambiguous: language that may have a different meaning to different people e.g. ‘de‐identified data’. 
 
 

 What are they trying to say? 

 

 
 
 

Genetic Analysis and Genetic Testing  
All cells in the human body (except mature red blood cells) have a nucleus that contains tightly coiled threadlike 

structures known as chromosomes. Humans normally have 23 pairs of chromosomes, one of each pair inherited 

from the mother and the other from the father. Each chromosome is composed of DNA, which itself is made up of 

a sequence of the chemical bases: adenine (A), cytosine (C), guanine (G) and thymine (T). Along the length of each 

chromosome are segments of DNA that are called genes. All of the DNA in the cell makes up the human genome 

and the study of this is called ‘genomics’. 

Genetic research may involve study of: 

• single or multiple genes, gene-to- gene interaction or gene-environment interaction; 

• acquired somatic variation; 

• inherited gene sequences, and their variants or their products; 

• gene expression, including the influence on those genes of environmental factors, pharmaceutics 

and other therapeutic products; 

• the genes of individuals, families or populations; 

• epigenetics; 

• use of informatics and genetic information; and 

• clinical phenotypes. 

 

There are numerous resources on the internet for health professionals wanting general information about genetic 

testing: 

 www.nhmrc.gov.au/your_health/egenetics/practitioners/gems.htm 

 www.phgfoundation.org/  

www.geneticseducation.nhs.uk/ 

 www.nchpeg.org/ 

 www.marchofdimes.com/gyponline/index.bm2 

Only the researchers will have access to the 

questionnaires and they will be destroyed at the end 

of the trial. 

The researchers will be destroyed at the 

end of the trial! 

Dental examinations of the child were conducted by 
blinded dental examiners…  

Dentists with a sight impairment? 

http://www.nhmrc.gov.au/your_health/egenetics/practitioners/gems.htm
http://www.phgfoundation.org/
http://www.geneticseducation.nhs.uk/
http://www.nchpeg.org/
http://www.marchofdimes.com/gyponline/index.bm2
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The ethical, legal, and social issues associated with genetic testing, have been a prominent feature of genetic 

debates in recent years.  

There are extensive resources devoted to these issues including: Essentially Yours: The Protection of Human 

Genetic Information in Australia www.austlii.edu.au/au/other/alrc/publications/reports/96/index.htm 

 www.ornl.gov/sci/techresources/Human_Genome/elsi/elsi.shtml  

www.library.nhs.uk/GENETICCONDITIONS/ViewResource.aspx?resID=59911 

Ethical, legal and social issues are also a focus of discussion for the Human Genetics Commission in the UK 

(www.hgc.gov.uk)  

Human Genetics Advisory Committee in Australia (www.nhmrc.gov.au/about/committees/hgac/index.htm). 

 Further details regarding the Australian Health Ethics Committee can be found at 

www.nhmrc.gov.au/health_ethics/index.htm 

 

  

http://www.austlii.edu.au/au/other/alrc/publications/reports/96/index.htm
http://www.ornl.gov/sci/techresources/Human_Genome/elsi/elsi.shtml
http://www.library.nhs.uk/GENETICCONDITIONS/ViewResource.aspx?resID=59911
http://www.hgc.gov.uk/
http://www.nhmrc.gov.au/about/committees/hgac/index.htm
http://www.nhmrc.gov.au/health_ethics/index.htm
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Appendix 1 – Witness form 
The following appendices have been developed so you can cut and paste the required content into your study specific 

PICF Part C.  

Please refer to the guidance below as to when a witness to informed consent is required: 

Note for Guidance on Good Clinical Practice CPMP/ICH/135/95 4.8.9: 

If a subject is unable to read or if a legally acceptable representative is unable to read, an impartial witness should be 

present during the entire informed consent discussion. After the written informed consent form and any other written 

information to be provided to subjects, is read and explained to the subject or the subject’s legally acceptable 

representative, and after the subject or the subject’s legally acceptable representative has orally consented to the 

subject’s participation in the trial and, if capable of doing so, has signed and personally dated the informed consent 

form, the witness should sign and personally date the consent form. By signing the consent form, the witness attests 

that the information in the consent form and any other written information was accurately explained to, and apparently 

understood by, the subject or the subject's legally acceptable representative, and that informed consent was freely 

given by the subject or the subject’s legally acceptable representative. 

 

National Statement 4.5.6  

Where the impairment, disability or illness is temporary or episodic, an attempt should be made to seek consent at a 

time when the condition does not interfere with the person’s capacity to give consent.  

National Statement 4.5.8 

Consent under paragraph 4.5.6 should be witnessed by a person who has the capacity to understand the merits, risks 

and procedures of the research, is independent of the research team and, where possible, knows the participant and 

is familiar with his or her condition.  

 

 Name of Witness* to Participant’s 

Signature (please print) 

    

 

 Signature   Date   

 
 
* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the 

interpreter may not act as a witness to the consent process.  Witness must be 18 years or older. 
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Appendix 2 – Withdrawal form 

Withdrawal form - Adult providing own consent 
 Title [Study title] 

Short title [Short project title] 

Protocol number [Protocol number] 

Project sponsor [Project sponsor in Australia] 

Principal investigator [Principal Investigator] 

Clinical contact person [Name ,Location] [Business number] 

24-hour medical contact [24-hr phone number]  [Email address] 

Note: All parties signing the consent section must date their own signature. 

Declaration by participant 

I wish to withdraw from participation in the above trial and understand that such withdrawal will not affect 

my routine treatment, my relationship with those treating me or my relationship with [Institution]. 

 

 
 Name of Participant (please print)     

 

 Signature   Date   

 
 

In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher 

must provide a description of the circumstances below. 

 

 

 

Declaration by Study Doctor/Senior Researcher† 

 

I have given a verbal explanation of the implications of withdrawal from the trial and I believe that the 

participant has understood that explanation. 

 

 
 Name of Study Doctor/Senior Researcher (print)     

 

 Signature   Date   

 
† A senior member of the research team must provide the explanation of and information concerning withdrawal from the trial.  

Note: All parties signing the consent section must date their own signature. 
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Appendix 3 – Sample partner release form 

Pregnant partner release form 
 Title [Study title] 

Short title [Short project title] 

Protocol number [Protocol number] 

Project sponsor [Project sponsor in Australia] 

Principal investigator [Principal Investigator] 

Clinical contact person [Name ,Location] [Business number] 

24-hour medical contact [24-hr phone number]  [Email address] 

 

Name of Participant/Pregnant Partner: _________________    Participant Study Number: ____________  

Purpose of the form 

The purpose of this form is to request your consent to follow the progress of your pregnancy and the birth 

and health of your child. Signing this form is voluntary; it is up to you to decide whether to agree to the 

collection of this information or not. 

Provide a brief explanation for pregnant partner of the study including details about the drug/s used, risks. 

The reason for this request is that the risk to your unborn child is unknown and you: 

• became pregnant while participating in the above study, or 

• you became pregnant while your partner was participating in the above study, or 

• you became pregnant ____ days after you or your partner completed the study. 

We ask for your permission to review your and your child’s medical records relating to your pregnancy, the 

delivery of your child and the health of your child up to [insert length of time stated in the protocol] of age. 

Confidentiality of records 

All information collected with regard to your pregnancy, the delivery of your child and the health of your child 

is confidential to the limit allowed by law. Your data will be coded to hide your identity and the identity of 

your baby. In particular, your name and your child’s name will not be reproduced on any other paper or 

electronic document. 

These data will not be disclosed voluntarily by [Sponsor’s name and co-sponsor(s) (if applicable)]. However, 

regulatory agencies may have to examine these data to ensure that the study is done properly. 

Please be aware that if you are the pregnant partner of a study participant and you do not wish to provide 

such information, this will not prevent your partner from continuing with the study. 

In most cases, privacy legislation allows you the right to access personal information collected from you and 

request corrections of any such information that is incorrect. 

Participant/Pregnant partner statement and signature 

I have had the reasons explained to me as to why data with regard to the pregnancy, the delivery and the 

health of the child are required. 

I have had an opportunity to discuss this with my partner's study doctor and I have had my questions 

answered to my satisfaction. 

I freely agree to allow the data concerning the pregnancy and the outcome of this pregnancy to be held on 

the [Sponsor’s Name] Drug Safety Database and being forwarded to regulatory agencies as necessary. 
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Signature __________________________________________________ Date___________ 

Name of participant/pregnant 

partner  (please print)  ________________________________________ 

 

 

A verbal explanation of the trial, including drugs involved, risks and reasons why [Sponsor’s Name] is 

seeking data with regard to the outcome of the pregnancy, has been given to the person named above and I 

believe they understood that explanation. A copy of this signed and dated Pregnancy Data Release Form 

will be provided to the above named for their record. 

 

Signature __________________________________________________ 

 

 

 

Date___________ 

Name of trial doctor/ researcher† (please print)  ____________________________ 

† A senior member of the research team must provide the explanation of, and information concerning, the clinical 

trial.  
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 https://www.chf.org.au/clinical-trials-keydocs.php 
Consumers Health Forum of Australia – Consumer Guide to Clinical Trials 

 https://www.australianclinicaltrials.gov.au/researchers 
A comprehensive guide to research for researchers. 

 https://canceraustralia.gov.au/publications-and-resources/glossary 
Cancer Australia provides a searchable medical glossary for researchers preparing information for participants. 

 https://consumerlearning.canceraustralia.gov.au/ 
Cancer Australia has developed this site to enhance the contribution of people affected by cancer to clinical trials 

research. 

 https://www.thermh.org.au/file/108 
This guidance for writing Participant Information and Consent Forms was developed by Melbourne Health. 

 www.rch.org.au/uploadedFiles/Main/Content/ethics/Writing%20Tips.pdf 
This guide to writing in plain language was developed by Royal Children’s Hospital. 

 http://www.plainenglish.co.uk 
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 http://www.plainenglish.co.uk/files/howto.pdf 
You can download further information about plain English from this site. 

 http://www.pifonline.org.uk/topics-index/producing/writing-information/ 
This site provides information on writing using plain English. 

 http://www.cancer.org/cancer/cancercauses/geneticsandcancer/index 
This site provides plain English explanations for all things related to genetics and cancer. 

 http://www.nhlbi.nih.gov/health/health-topics 
This site provides plain English explanations about all things related to the heart, lungs and blood. 

 http://health.nih.gov/ 
US National Institutes of Health, health information website. 

 http://www.bellberry.com.au/investigators/policies 
Resources for researchers preparing clinical trial documentation  

 http://nationalpicf.com.au/ 
Download the National PICF template and resources to preparing clinical trial documentation. 
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Human research resources and ethics guidelines 

• National Statement on Ethical Conduct in Human Research 2007 incorporating all updates 

 https://www.nhmrc.gov.au/guidelines-publications/e72 

• Australian Code for the Responsible Conduct of Research 

 http://www.nhmrc.gov.au/guidelines/publications/r39 

• Australian Clinical Trial Handbook 

 http://www.tga.gov.au/sites/default/files/clinical-trials-handbook.pdf 

• TGA – Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95)  

 https://www.tga.gov.au/publication/note-guidance-good-clinical-practice  

• NHMRC Ethical Considerations in Quality Assurance and Evaluation Activities  

 https://www.nhmrc.gov.au/_files_nhmrc/publications/attachments/e111_ethical_consideratio

ns_in_quality_assurance_140326.pdf  

• List of Human Research Ethics Committees registered with NHMRC 

 https://www.nhmrc.gov.au/health-ethics/human-research-ethics-committees-hrecs 

• Health research privacy framework 

 http://www.nhmrc.gov.au/health-ethics/human-research-ethics-committees-hrecs/health-

research-privacy-framework 

National Statement - Section 4: Ethical Considerations Specific to 
Participants 

Chapter 4.1: Women who are pregnant and the human foetus 

• Ethical Guidelines on the use of Assisted Reproductive Technology in clinical practice and 

research (2007) (ART Guidelines). 

 http://www.nhmrc.gov.au/guidelines/publications/e78 

• ICH guideline M3(R2) on non-clinical safety studies for the conduct of human clinical trials and 

marketing authorisation for pharmaceuticals 

 http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2009/09/WC5

00002720.pdf 
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Chapter 4.2: Children and young people 

Understanding Consent in Research Involving Children: The Ethical Issues — A Handbook for 

Human Research Ethics Committees and Researchers 

 http://www.mcri.edu.au/media/62539/handbook.pdf 

Chapter 4.3: People in dependent or unequal relationships 

 https://www.nhmrc.gov.au/book/chapter-4-3-people-dependent-or-unequal-relationships 

Chapter 4.4: People highly dependent on medical care who may be unable to give 

consent 

 https://www.nhmrc.gov.au/book/chapter-4-4-people-highly-dependent-medical-care-who-

may-be-unable-give-consent 

4.5: People with a cognitive impairment, an intellectual disability, or a mental illness 

 https://www.nhmrc.gov.au/book/chapter-4-5-people-cognitive-impairment-intellectual-disability-or-

mental-illness 

4.6: People who may be involved in illegal activities 

 https://www.nhmrc.gov.au/book/chapter-4-6-people-who-may-be-involved-illegal-activities 

4.7: Aboriginal and Torres Strait Islander Peoples 

• Values and Ethics: Guidelines for Ethical Conduct in Aboriginal and Torres Strait Islander 

Health Research 

 http://www.nhmrc.gov.au/guidelines/publications/e52 

• Keeping Research on Track: A guide for Aboriginal and Torres Strait Islander Peoples about 

health research ethics 

 http://www.nhmrc.gov.au/guidelines/publications/e65 

4.8: People in other countries 

 https://www.nhmrc.gov.au/book/chapter-4-8-people-other-countries 
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