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When might you need to be 
involved in completing or 

submitting regulatory documents? 

• You want to undertake a research project 
at your CF Centre 

• Your CF Centre is going to be a site in a 
multi-centre clinical trial co-ordinated by 
someone else 

• You want to be Chief Investigator on a 
multi-centre research project  



How do people feel about 
regulatory documents? 



Outline 

• What are the common regulatory  
documents? 
 

• Why are they important? 
 

• Which regulatory documents are you likely 
to need? 
 

• Tips for completing them successfully 



Common Regulatory Documents 

• Ethical Approval Forms 
 

• Clinical Trial Approval Forms 
- EudraCT Registration Number 
- National / European Medicines Agency 
  Clinical Trial Authorisation Approvals 
 

• Institutional Approval Forms 
The order that these forms are completed may vary depending on  

the study, the number of trial sites, and your base country 



Why are these documents 
important? 

• Ensure ICH-GCP standards 
- the rights, safety, and well being of trial 
subjects are paramount, and are more 
important than the interests of science or 
society 

Josef Mengele 
Auschwitz 1942-1945 

The Tuskegee Syphilis Study 
USA 1932-1972 

The Willowbrook School Study 
USA 1955-1970 

http://en.wikipedia.org/wiki/File:Josef-mengele.jpg�
http://en.wikipedia.org/wiki/File:Tuskegee-syphilis-experiment-test-subjects.gif�
http://www.google.co.uk/imgres?imgurl=http://www.raymondsroom.com/images/willowbrook_bw.jpg&imgrefurl=http://news.change.org/stories/origins-of-the-individuals-with-disabilities-education-act&usg=__8otvd_rdlh0j3uYn0BBe4opqurw=&h=377&w=600&sz=168&hl=en&start=3&zoom=1&tbnid=59BDCD1Gs5grBM:&tbnh=85&tbnw=135&ei=tz3DT46MFZCm8gPE_azZCg&prev=/search%3Fq%3Dwillowbrook%2Bschool%2Bstudy%26hl%3Den%26safe%3Dactive%26gbv%3D2%26tbm%3Disch&itbs=1�


Which Regulatory Documents ? 
Study Type Characteristics Approvals required 

Research is designed and conducted to generate new 
knowledge and should follow the systems for 
approval of Clinical Research 

Ethical Approval 
(EudraCT registration) 
(Clinical Trial Authorisation) 
Institutional Approval 

Audit is designed to answer the question "Does this 
service reach a predetermined standard?"  
 

Institutional Approval 

Service Evaluation is designed to answer the question "what 
standard does this service achieve?"  
 

Institutional Approval 



Ethical Approval Forms 



Ethical Approval Forms 

UK NRES: 29 pages 
Lots of examples and help on IRAS website 
https://www.myresearchproject.org.uk/Help/UsingIRAS.aspx 



Tips to successful completion: 
Ethical Approval Documents 

• Don’t be put off by the length 
• Much can be cut and pasted from 

documents you already have 
• Read the guidance and follow it 
• Try and look at a previous example 
• Use approved structure for subject 

information leaflets; consent forms etc 



Ethics forms tips (2) 
• Once you have filled in the 70-80% you 

can do yourself, ask your Institution for 
advice 

• Then get it submitted! It will hardly ever 
sail through first time however long you 
spend on it 

• Wait 4-8 weeks (UK IRAS 60 days), but 
ask the administrator for the date it will be 
reviewed 

• If possible attend the meeting (might save 
you another 4-6 weeks) 



Clinical Trial Registration and 
Authorisation Forms 



EudraCT Registration 

• EudraCT (European Union Drug Regulating Authorities 
Clinical Trials)  

• Number required early for any clinical trial involving 
investigational medicinal product (including 
pharmacokinetic studies) 

• Will need medically qualified chief investigator 
• Apply on-line (https://eudract.ema.europa.eu/index.html) 



Clinical Trial Authorisation 
• Needed for each country where there will be 

study sites ~ 30 day assessment period 
• In United Kingdom:  
• Application form on EudraCT website 
• Simple studies may need “Notification” only (eg 

Some Phase 4 measuring drug levels/side 
effects of drugs in routine clinical use) 

• Fees apply (Euros 330.00 – 5305.00) 
• Phase 1-3 applications very complex and not for 

the faint hearted 
 

http://www.mhra.gov.uk/index.htm�


Approval by your own Institution 
(also known as R&D Approval) 



Approval by your own Institution 

• Institution needs to clarify costs; income; 
and responsibility/liability 
 

• In UK this is performed using a “Site-
Specific Information Form (SSI)” 
generated from the Ethics Form  

 
60 days 30 days 

Ethical Approval Institutional Approval 



Tips to efficient Institutional 
Approval: 

1. Get the signatures you need in person 



Tips to efficient Institutional 
Approval: 

2. Use the Institution’s checklist to ensure 
you have all the forms and documents 
you need 

• “Site-Specific Information Form (SSI)”  
• Brief 2 page CV of each investigator 
• GCP certificate for each investigator 
• Approval from each relevant department  
  (eg x-ray; pharmacy; laboratories; management) 
 

http://conciliaranglican.files.wordpress.com/2012/02/checklist.jpg�


Tips to efficient Institutional 
Approval: 

3. Make a short CV from an Investigator’s 
long CV (don’t wait for them to do it) 

CV 
CV 



Tips to efficient Institutional 
Approval: 

4. Go to the Approvals Department in 
person and check through with them that 
you have submitted all the relevant 
documents 



Tips to efficient Institutional 
Approval: 

5. Check how long approval will take (~30 
days) and keep in touch till approval 
granted 

©NCI OR 97210  

http://s85322.gridserver.com/wp-content/uploads/2010/01/Advice-Nurse.jpg�


After approval 

• Wait till you have all the approvals in 
writing 

• Follow the approved protocol 
• Remember any paperwork may be audited 

(In UK about 1 in 3 studies undergo a full 
audit) 

• Remember your responsibilities as an 
Investigator 



Summary: Completing the 
Regulatory Documents 



Summary 
• Regulatory documents are important to protect 

study subjects and ensure worthwhile research 
• Plan carefully what forms you will need 
• Don’t be put off by the length of the forms 
• Minimise delays by being pro-active 
• If you are stuck, ask advice: Lots of support on 

the Web or from your  
own Institution 

• It is not as hard as you 
think! 

 Thank you! 
Parental Permission obtained 
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