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I. General: Timelines, registration of centres  

1. Until when will we be able to recruit participating centres?  

Call for “NEW” centres will stop after the 2016 ESA Congress in June 2016.  

2. What if the EC approval is obtained in March 2016, will the recruitment then go for 1 year 
from March 2016 to March 2017? 

When 1024 patients are reached on 31 DEC2016 we will stop the recruitment period. If 1024 patients are 
not reached by this date, the period might be extended to 2017. 

3. New hospital without “previous case # history” cannot complete the pre-study survey; can 
they be registered as participating institution? 

Yes, as long as site has at least 500 deliveries per year, the institution can take part. If it is a new hospital, 
then of course some questions from the pre-study survey cannot be responded as they relate to 2014. 

4. When is the period of recruitment planned? 

Each centre can choose to start after all local relevant approvals is/are obtained but NOT BEFORE 1 Jan 
2016. Please inform the Study Management at ESA via epimap@esahq.org as soon as the definite start of 
inclusion period is decided in your Institution. 

5. Are there funds for the investigators to facilitate research?   

There is no budget for payment to the Ethics Committee, translations, etc. EPiMAP study is an investigator 
initiated study, and supported by ESA. The ESA CTN grant provided to EPiMAP study is solely used for 
building and supporting the electronic CRF (eCRF), statistical support and data cleaning. It is not possible to 
provide individual funding to participating centres. 

6. Who is the Sponsor of the study? 

The study Sponsor is the Funder: the European Society of Anaesthesiology.  

7. Do I need to be an ESA member to join the study? 

Each centre should provide 1 ESA membership to join EPiMAP as this is an ESA CTN study. It is therefore 
required that either you/ the Head of your department (preferably both and even more colleagues from your 
department) become a member of ESA so that the research publication of the study will have at least one 
ESA member as collaborator per Clinical Trial Network (CTN) centre. 

8. Is there a Certificate of indemnity provided by sponsor? 

ESA does not provide a certificate of indemnity that covers research. This is an observational study where 
all study procedures are ‘routine’ practice from each hospital. 

II. Ethical Approval 

9. Upon receipt of the study protocol, should the local coordinating investigators of each 
centre require local approval from their hospital Investigational Review Board (IRB)?  

This is different in each European country. ESA's experience is that in some countries, the approval of the 
local IRB is needed in each hospital. Please discuss with your NC as to the local national practices and 
needs in order to submit the final protocol to your local/regional /national IRB. 

10. When EC approval is obtained, what should be sent to ESA? 

2 documents: the approval coversheet signed by the site principal investigator + the actual letter of approval 
from your local/national/institution authority/EC (as applicable or required locally).  

11. If in my country there is firstly a regional/national ethical body approving the study and 
also each Institution should seek ethical approval locally, what should be sent to ESA? 

Each site should send the coversheet + documents related the national + the local approval also 
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12. Our EC approval requires information on data protection/data sharing, retention of data at 
ESA, etc. what should I answer? 

Please send your question to ESA Brigitte Leva and Benoit Plichon via epimap@esahq.org we will write a 
document for your EC specifying all you need 

13. I sit on the ethical committee to which the study Protocol has been submitted. What should 
I do?  

You should not take part in the ethical committee vote regarding EPiMAP approval. 

14.  Should the original of the EC approval be sent to ESA by postal mail? 

No, the copy of approval is enough and can be sent by scan and email to ESA 

15. Does each site have to complete the EPiMAP approval coversheet or can the national 
coordinator do this for them? 

Each site must return the coversheet signed by the principal investigator of the institution, scan it and then 
send by email as attached copy to ESA together with the relevant local approval. 

16. Are there monitoring arrangements? 

This observational study will NOT be monitored by ‘CRA/monitors’ onsite, etc. The data of the CRF will be 
entered into the eCRF under the responsibility of the site local investigator. The dataset will be checked and 
monitored by the Chief Investigator and the ESA Data Management and at cleaning stage queries will be 
sent from Data Management to the local Investigators for clarification if needed.  

17. Do we have access to all our collected study data? 

Yes, after the publication of the primary analysis of the study data, all participating centres will be granted 
access to the complete data-pool from your country through the NC. Before submission of the final version 
of all manuscripts related to the EPiMAP dataset, the manuscript must be approved by the Steering 
Committee.  

18. What is the # of patients for this study? 

All patients who fulfil the inclusion criteria and have none of the exclusion criteria can be included into the 
study until a maximum total of 1100 patients have been registered in the database. You will be updated 
regularly on the recruitment status of the study. 

19. Should each centre collect a minimum number of patients? 

All centres are expected to include and follow-up as many patients as possible.  
Preferably we aim for >20-30 patients per country, in order to be able to realise the calculated sample size in 
a reasonable period of time. It is completely acceptable if you only have a few patients within the planned 
one-year time frame. We have a pretty mixed group of participating hospitals but at least 500 deliveries/year. 

III. Patient Informed consent 

20. Do we have to go through informed consent process for each patient? 

This depends on the local Ethical Committee. In some of the countries it will not be necessary to go through 
informed consent for each patient. However, this will be clarified by the National Coordinator (NC) of your 
country prior to study start. If informed consent is not needed, a written waiver is requested from the Local 
Ethical Committee and should be sent to ESA. 

21. Can we include patients "out of hours" without informed consent (if his/her condition is so 
 severe that is no time to explain and obtain IC). If not, can we try to obtain IC afterward, 
 when he/she improves and recruit him/her then? 

The question whether you can include "out of hour" patients depends on your ethical committee. For 
instance, in Germany it is possible to include these patients; however, they have to sign the informed 
consent form afterwards. However, this might be different in your country. Please check with your NC. 

IV. Inclusion /exclusion criteria 
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22. What are the exclusion criteria for participating in EPiMAP? 

Please see Protocol page 13. 

23. Must the diagnosis be done by anaesthesiologist? 

Yes; PDPH MUST be diagnosed by anaesthesiologist, not a mid-wife or obstetric doctor 

24. What about an epidural attempt, but failure (no catheter, no epidural analgesia) resulting in 
a headache? Can we include these patients? 

Yes attempt is enough (in the inclusion criteria sheet item 2 it is stated:  Epidural or combined spinal-
epidural (CSE) anaesthesia has been used for labour or caesarean section? NB. If CSE is used, CSF must 
be observed in epidural needle.   

25. What if a patient stays in hospital longer, what do you advise for the FU? 

Longer hospital stays do not influence protocol: it is an observational study, with follow up to  be 
performed  after 7 days and after 3 months post diagnosis of PDPH, regardless if the patient stayed in 
hospital or not. When patients go home, the follow up of NRS in different positions should be performed, at 
the correct times, if needed by telephone call. (At no time should changes be made to regular policy and 
patient care, since this is an observational study.  

26. Clarify appendix 6 (Inclusion form), item 2 

Epidural attempt is considered an epidural anaesthesia, even if unsuccessful in the end. 

27. Analgesics are given as soon as the EDA is performed; is it a problem?  

The moment it leads to PDPH, only then cab the patient be included, and the preventive analgesia will be 
most probably continued as therapeutic attempt and information on it will be included into the initial 
conservative management.  

28. What about post caesarean analgesia in case of SC, will this result in less PDPH? 

Analgesics have never prevented PDPH diagnosis.  

29. What about a puncture without headache… are these left out? 

Yes, the current protocol does not include these patients. Please send your comments to Chief Investigator 
via epimap@esahq.org 

V. Patient Care and Follow up 

30. What if a recruited patient dies during the study period?  

 She is included in the study. Therefore, CRF should be completed and it should be stated that the patient 
died during the period of the study. 

31. Can the follow-up be performed by an Obstetrician (in practice this is common in my 
hospital)? 

This is no problem as long as relevant data are obtained. 

VI. Data Collection: CRF; electronic CRF 

32. Is the paper CRF mandatory? 

Yes. The paper CRF is the only proof that data entry into eCRF is correct. Therefore, before entry into 
eCRF, it is mandatory to enter data into paper CRF and then keep the paper CRF in a safe place for 
possible monitoring (if deemed necessary by some regulatory agency) for 10 years. 

33. Weight, does it mean pre or post-delivery? 

Weight Pre-delivery 
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34. Please clarify CRF item # 21, what is the experience of the "operator" (anaesthesiologist) in 
the profession? What is the # of months or year? 

< 6 months means less than 6 months of training in anaesthesiology; 6 months - 1 year  = between 6 
months  and 1 year of training in anaesthesiology 

35. Do the data have to be entered on electronic CRF all at once? 

No this can be done step by step for example step 1 to 5 while patient is in hospital can be recorded on 
paper and the transferred to eCRF then when the step 6 (Follow up) is done; then it is encoded 
electronically. The deadline for finalizing all data entry of each patient is 8 weeks after the follow up ends. 
Follow-up should be performed 7 days and 3 months after diagnosis of PDPH, regardless if the patient 
stayed in hospital or not.  

36. Does the data have to be entered on electronic CRF at the same time  as on paper CRF? 

No this can be done afterwards. The deadline for electronic data entry is 8 weeks after the patient follow up 
ends e.g. if last data collected at 7 days, must be entered by the 9th week from enrolment 

37. What is the study subject ID? 

This is the anonymous way to identify the patient. If centre # is E033-001 then your patient ID will range 
from 033-001-001 to 033-001-200 (or more, if you enrol > 200 patients) without the “E” in front of the 
number     

38. How do I get an access (log-in) to the electronic CRF (eCRF) (OpenClinica website)? 

When EC approval is received by the ESA Secretariat, each PI (Principal Investigator) receives a 
personalised log-in for the eCRF before the start of the study.  
By default only you will be granted access to electronic data entry. We can include up to three eCRF 
profiles per hospital. If you would like to add a maximum of 2 additional collaborators then the PI must send 
the family name, first name and e-mail addresses of the additional users for his/her site to 
epimap@esahq.org 

39. I already participated to previous CTN studies, shall I receive new log in information for 
 OpenClinica website? 

If you were involved in previous ESA CTN studies using OpenClinica you will keep same log-in and 
password and will receive a personal email confirming you have been granted a role in the EPiMAP study. 
You will just need to navigate to the menu and ‘change study’. If you need a password reset, please contact 
the ESA OpenClinica Support at: openclinicasupport@esahq.org mentioning your full name, centre and 
centre number.  

40. Who can I turn to if I have troubles using OpenClinica website? 

Detailed eCRF Guidance will be available a few weeks before study starts on the ESA website:  
www.esahq.org => Research / Clinical Trial Network (CTN) / Clinical Studies / EPiMAP.  
If you cannot find the answer to your questions in the Guidance, please contact the ESA OpenClinica 
Support at: openclinicasupport@esahq.org 

41. When can I start entering data in the eCRF? 

The document of Ethical Judgment and/or Ethical Approval should be scanned and emailed to the ESA 
Research Team at the same time as the Approval Document Cover Sheet at epimap@esahq.org. 
As soon as EC approval is received and sent to ESA Secretariat you will receive a confirmation of the 
recruitment period and log-in details. It is possible to start encoding from the first day of patient inclusion. For 
example, you can start the data-entry for the Pre-Operative Demographic data, save and return to enter the 
Intraoperative data at a later stage. Please start your data-entry as quickly as possible. 

42. How can I create a Study Subject ID? 

Study Subject ID must be entered in this format xxx-xxx-xxx 3 digit code for the country, 3 digit code for the 
hospital and 3 digit individual patient number, separated with hyphens. The code number for hospitals will be 
provided in the list of centres a few weeks before study start. For example, if your country is UK, your 
country phone code is 044 and if your centre number is 058 it will be followed by sequential subject number 
from 001 so you will have OpenClinica Study Subject ID from 044-058-001 to 044-058-100 (if you would 
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enrol 100 patients). Please refer to eCRF Guidance for more details (this will come online as soon as eCRF 
is finalised). 

43. I have made some mistakes in patient coding. For example instead of indicating ‘032-002-
 009’ we have indicated ‘032-02-9’  

OpenClinica Study Subject ID that is entered upon subject creation can be modified by a local site user. 
Please refer to eCRF guidance or email ESA OpenClinica Support at ESA Secretariat by email at 
openclinicasupport@esahq.org mentioning the centre #, your name and the Study Subject ID that needs to 
be modified. 

44. What to do if the value that I want to record exceeds the pre-set ranges in the eCRF? 

If you have such an extreme value that it exceeds the ranges, please do record it on the paper CRF 
(providing it is not a measurement error). When entering the value in the eCRF, please leave a discrepancy 
note by clicking on the little flag. You can declare that this is the correct value, even though it exceeds the 
ranges. The value will then be included in the data-analysis. 

VII. General: end of study 

45. Who will get a participation Certificate?  

ESA will provide you and actively participating colleagues an individual and personalised "ESA Clinical Trial 
Network EPiMAP Study Participation Certificate" signed by the Chair of ESA Research Committee and by 
the Chief Investigator of the Study. 

46. Do we have access to all collected study data? 

Yes, after the primary analysis of the study data is performed and published, then on request participating 
centres will be granted access to the data-pool from their own country via their NC for secondary analysis 
and allowed to compare their database to other centres. If you would like to do a study based on all included 
patients, you have to write to the Steering Committee (SC) explaining your purpose. The final decision would 
rest with the SC. 

47. How long should I store the paper documents (Investigator File) at my site? 

As the sponsor of international multicentre study, although it is observational, per protocol, ESA is 
requesting for retention policy of 10 years to all sites to allow for data checks before/after study publication 
or in case of inspection from a Health Authorities. Centres should keep all data stored for the length of the 
study and the time foreseen by local rules, but at least for a period of 10 years from the moment of the 
study completion. The Investigator File should include: Study protocol, IRB judgment, EC approval (if 
applicable), local investigator delegation log, local translation of informed consent form (if applicable), 
signed informed consent forms, etc. 

48. What is the authorship policy in the study?   

Please refer to section 11 Publication Policy of the study protocol: “After  recruitment  of patients,  data 
acquisition, cleaning  and  analysis  of  the  data  obtained,  authorship  will  be  considered  according  to 
participant involvement. All collaborators will be detailed in the manuscript appendix and can be  tracked  via  
PubMed  (in  accordance  with  the  Journal  authorship  policy).  Local Principal Investigator will be asked to 
submit names of staff actively involved from their institution in the End  of  Study  Reporting  Form  
(Appendix  4). 

Remember the EPiMAP FAQ’s will be updated on a regular basis. 
Please check the ESA website to make sure you have the latest version of the study documents. 
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