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I. General: study start, study preparation 
 

1. Until when will we be able to recruit participating centres?   
Call for “NEW” centres will stop at the end of August 2016.   
 
2. What are the recruitment periods? 
The Steering Committee has approved 4 recruitment periods in 2016. These are: 
1. 1 March – 31 May 
2. 1 April – 30 June 
3. 1 May – 31 July 
4. 15 September – 15 December 
In the UK the 90 day follow up will be done centrally for centres who participate in the recruitment 
periods starting on 1 April or 1 May. 
 
3. What if the EC approval is obtained on 15th of May 2016, will the recruitment then go for 
12 weeks from 15 May 2016?  
No, all EC approval should be obtained at least one week before the planned recruitment period 
and recruitment can only take part during the defined recruitment periods.  
 
4. Can centres participate in more than one recruitment periods? 
No, the protocol currently does not allow for centres to recruit for longer than 3 months and so 
centres cannot take part in 2 recruitment periods.  
 
5. Are there funds for the investigators to facilitate research?   
There is no budget for payment to the Ethics Committee, translations, etc. NECTARINE study is 
an investigator initiated study. The ESA CTN grant provided to NECTARINE 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. 
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7. Do I need to be an ESA member to join the study? 
Each centre should provide 1 ESA membership to join NECTARINE because it is an ESA CTN 
study. It is therefore required that either you/the Head of your department (preferably both or even 
more colleagues from your department) is/will become an active or associate member of ESA This 
is so that there will be at least one ESA member per centre as a collaborator for the publication of 
the study.  
 
8. Is there a Certificate of indemnity provided by sponsor? 
ESA does not provide a certificate of indemnity that covers research. This an observational study 
in which all study procedures are ‘routine’ practice for each hospital. 
 
9. Are there monitoring arrangements? 
This observational study will NOT be monitored by ‘CRA/monitors’ onsite, etc. The data of the 
CRF will be encoded under the responsibility of the site local coordinator. The dataset will be 
checked and monitored by the Chief Investigator and the ESA Data Management and at the 
cleaning stage queries will be sent from Data Management to the local Investigators for 
clarification if needed.  
 
10. What to do if our centre has many surgical procedures per week: any option to reduce 
the observed cohort? 
Neonates and infants do not undergo surgery as frequently as older patients, so centres are asked 
to recruit as many patients as possible during the recruitment period.   
 
11. Should each centre collect a minimum number of patients? 
It is desirable to have at least 5 patients per centre over the 3 months recruiting period.  

II. Ethical Approval 
 
12. Upon receipt of the study protocol, should the local coordinating investigators of each 
centre request 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 National 
Coordinator about the local national practices and requirements in order to submit the final 
protocol to your local/regional /national IRB in time. 
 
13. My ethics is asking me specific questions:  who has access to the collected data, what 
happens to the data if a participant withdraws participation, how long data will be stored. 
Please refer to Protocol Section IX. “Data Handling and Record Keeping”. The Patient information 
sheet also refers to “Privacy and use of clinical information” and please also refer to Protocol 
Section 5.3 “Subject withdrawal criteria”.  
 
14. 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 via nectarine@esahq.org we will write a document for your EC 
specifying all you need.  
 
15. When EC approval is obtained, what should be sent to ESA?  
2 documents must be sent to the ESA by email: 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).   
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16. Do we have to send an English translation of the ethics committee approval 
letter to the ESA? 

No, the letter from the ethics committee can be in your local language but you must send the 
completed ‘Approval Documentation coversheet’. 
 
17. Should the original of the EC approval be sent to ESA by postal mail?  
No, the copy of the approval is enough and can be sent by scan and email to ESA.  
 
18. Does  each  site  have  to  complete  the  NECTARINE  approval  coversheet  or  can  the  
national coordinator do this for them?  
Each site must have the principal investigator sign the coversheet, scan it and then send by email 
as attached copy to ESA together with the relevant local approval (if the later is legally required in 
that country: in some countries one single “national or regional “ IRB acts for all centers, and it this 
case this IRB approval should be attached).  
 
19. If  in  my  country  there  is  first  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  
 
20. I sit on the ethical committee to which the study Protocol has been submitted. What 
should I do?   
To avoid any conflict of interest, you should not take part in the ethical committee vote regarding 
NECTARINE approval. 
  

III.  Patient Informed consent 
 
21. Do we have to go through the informed consent process for each patient? 
This study is a non-randomized observational trial without any intervention where patients are 
studied under routine care. Institutional approval will be required for each participating centre in 
order to conduct this observational trial. However, because a prospective follow-up is foreseen 
parental informed consent will most probably be needed. 
Informed consent forms and any other written information to be provided to the subjects as well as 
advertisement for subject recruitment (if used) should be subject to IRB / IEC review and given 
approval / favourable opinion. If informed consent is not required by the local IRB, a waiver must 
be obtained from the Institutional Review Board. The ESA study coordinator provides a template of 
The patient Information Sheet, Participant’s Informed Consent in English (see Appendix 1A 
Parental Information Sheet, 1B Parent Informed Consent Form).  
 
22. One parent of eligible patient refuses to sign inform consent due to religious matters 
(Jehovah's Witness). What should we do? 
Retain this record in your personal/local file and report at the end of the study the number of 
patients not included in the “end-of-study form”. 
 
23. Can we include an emergency patient 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 is improving and recruit him/her? 
The question whether you can include emergency patients depends on your ethical committee. 
The NECTARINE protocol includes the possibility to obtain consent up to 48 hours after surgery 
only for emergency cases.  
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24. UK only: Do we need to obtain the consent of the parents of babies for elective surgery 
before surgery or if you have given them the prospective infosheet pre surgery can they 
decide to consent after the baby has had surgery?   
 

Prospective consent should be used wherever possible and retrospective consent only used 
exceptionally, when it is not possible to obtain consent before surgery. In the case of elective 
surgery, prospective consent should be obtained if possible. It should be exceptional that 
retrospective consent is taken for elective surgery and you should document in the medical notes 
why prospective consent was not taken.  
25. After consenting for NECTARINE, if the baby goes back for more surgery during the 30 
days do we take consent for each anaesthetic so we can complete another CRF or does the 
1st consent apply to any surgery after this? 
The protocol does not state that consent must be taken again. However, if the PI thinks this is 
appropriate then that is fine. The date of consent entered in the eCRF should be the first date it 
was taken (before the first NECTARINE surgery) 

 

IV. Inclusion/Exclusion of patients 
 

26. If a child who is enrolled in NECTARINE has a second anaesthesia when they are older 
than 60 weeks, can this be included? 
No. Anaesthesias can only be included in the study if the child is ≤60 weeks at the time of the 
anaesthesia. 
 
27. Parents allowed their child to be included in the NECTARINE study, but they don’t want 
to be contacted after 90 days. What should we do? 
For the 90-days telephone call parents/caregivers have to sign a specific item on the consent form 
to agree to a telephone call. You can include the patient for the principal outcome (perioperative 
interventions for critical events), and the 30-day morbidity and mortality, but do not follow-up at 90 
days. 
 
28. Can cardiac surgery patients also be included, because most of our neonates come for 
cardiac surgery or heart catheterisation?” 
Yes they are included - Please refer to the Protocol section 5.1 “Subject inclusion criteria”. Patients 
can be included for: Any  inpatient  or  outpatient  procedure  under  general  anaesthesia  with  or  
without regional  analgesia  or  under  regional  anaesthesia  alone  in  the  operating  theatre.  
This includes  all  kinds  of  surgeries  (both  cardiac  and  non-cardiac)  along  with  non-surgical  
procedures requiring anaesthesia and analgesia to be performed such as central venous access, 
burn care, cast, etc. 
 
29. We have consented a patient for NECTARINE but it is also included in another research 
study. We could not see in the protocol inclusion/exclusion criteria or IRAS form that this 
is a problem. Can they still be included? Yes because NECTARINE is only a observational 
study. However, some research studies (e.g. RCT) exclude patients who are already included in 
another study. If this were the case, this should be referred to as a recruitment failure in the end of 
study reporting form. 
 
30. A Patient correspond to inclusion criteria, however I failed to capture his data (logistic 
problem, consent not given or not properly signed…). Is there a way to report this 
information? 
Yes, you can keep track of this information during your recruitment period through the Appendix 7 
“Screening Failure Form”. Please note that after your recruitment period it is mandatory for your 
centre to complete and return Appendix 6 “end of study reporting form” where total number of 
screening failure is needed. 
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V. Data Collection: CRF; electronic CRF  
 

31. Definition of interventions.  
Please refer to Appendix 3 of the Protocol (‘Definitions and List of Interventions’).  
 
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 (or more, depending on national rules).  
 
33. Do the data have to be entered on electronic CRF all at once?  
No this can be done step by step. The deadline for finalizing all data entry of each patient is 8 
weeks after the follow up ends.  
 
34. 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 last 
patient follow up ends (90 days after the last anaesthetic of the last patient included) 

 
35. 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 
personalized log-in for the eCRF before the start of the study. By default only he/she 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 
NECTARINE@esahq.org 
 
36. 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 
NECTARINE 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.  
 
37. 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 / NECTARINE.  
If you cannot find the answer to your questions in the Guidance, please contact the ESA 
OpenClinica Support at: openclinicasupport@esahq.org  
 
38. When can I start encoding data in the eCRF? 
The document of Ethical Judgment and/or Ethical Approval should be scanned and emailed to the 
ESA Secretariat at the same time as the Approval Document Cover Sheet at research@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. 
 
39. 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 the study starts. For 
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example, if your country is Italy, your country phone code is 039 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 039-058-001 to 039-058-100 (if you 100 patients). Please refer to eCRF Guidance 
for more details. 

40. More than one person is taking patient consent in my study and it can be difficult to 
keep track of the sequence of recruitment. It is easier to give subject numbers 
retrospectively when we enter them on the eCRF. Is this acceptable? 
The ID can be assigned when data are transferred in the eCRF. It is not necessary to have IDs 
sequentially assigned.  
 
41. I have made some mistakes in patient coding. For example instead of indicating ‘032-
002-009’ we have indicated ‘032-02-9’  
The 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 number, your name and the Study 
Subject ID that needs to be modified. 
 
42. 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 pre-set 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 blue flag. You can declare that this is the correct 
value, even though it exceeds the ranges. This value will then be included in the data-analysis. 
 
43. For CRF 2 Section V-1 (General Anaesthesia), does ‘Anaesthesia Induction’ (and the 
way of administration of first drug that was administered) refer to the administration of a 
drug by the Anaesthesia team or previously by another team (e.g. in NICU). 
This refers to the administration of a drug by the Anaesthesia team. CRF 2, Section II (Current 
medical condition on day of anaesthesia), Item 8 refers to the drugs which the patient is already on 
(previously given by another team).   
 

44. Do we have to register if we change respiratory rate because of a constant slow decline 

in end tidal CO2? What if the reason for adaptation is surgical? When we change 

respiration parameters in advance of etCO2 alterations should it be regarded as an 

intervention?  

NO. Please refer to the interventions listed in CRF2, Section IX (Perioperative Interventions). 

Adjustments of ventilation are considered part of the anesthesia management.  

 

45. The CRF asks for 3 metabolic parameters but our centre only routinely collects one, is 
this ok? 
Yes, this is ok. Please enter the parameters that your centre normally collects. This is an 
observational study and so we will only collect the data you have as part of routine practice. If you 
do not have the data then please enter ‘not available’.   
 
46. We measure Arterial/Venous CO2 in SI units, i.e. kPa. Are we supposed to convert into 

mmHg by multiplying with 7.5? (CRF2 Section IV Question 1.8) 

You are allowed to enter different units of measurements with a discrepancy note in the eCRF. 
 
47. What is the definition for ‘renal insufficiency’? (CRF 2, Section III, Question 5.1) 
Section 4.2 ‘Data Collection’ of the protocol explains what data is collected in the CRF and gives 
the definition of ‘renal insufficiency’: ‘Renal insufficiency: peritoneal dialysis, increase in creatinine 
levels necessitating adaptation of the medical treatment or CRRT (continuous renal replacement 
therapy)’ 
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48. What is the definition of ‘sepsis’? (CRF 2, Section III, Question 3.1) 
Sepsis is defined as any current need for antibiotics from treating (NOT preventing) a systemic 
infection (as for clinical judgment or positive cultures).  
 
49. What is the definition of a ‘significant drop in oxygenation’? (CRF 2, Section IX, 
Subsection I, Question 1.4) 
As there is no validated range for neonates, the term ‘significant’ is not defined in the protocol. In 
case of the “difficult airway management” section, this is an intervention performed in response to 
a critical event and anesthetists should report if the difficulty was associated with a drop of 
oxygenation (according to their judgment) and/or bradycardia (significant drop). A transient drop in 
saturation due to a longer procedure is not considered “significant”.   
 
50. Do you have limits or margins as to when desaturation or heart rate decrease has to be 
regarded as “significant“?  (CRF2, Section IX, Questions 1.4 and 1.5.) 
 As there is no validated range for neonates, the term ‘significant’ is not defined in the protocol. In 
case of the “difficult airway management” section, this is an intervention performed in response to 
a critical event and anesthetists should report if the difficulty was associated with a drop of 
oxygenation (according to their judgment) and/or bradycardia (significant drop). A transient drop in 
saturation due to a longer procedure is not considered “significant”.  
 
51. How can I calculate the corrected age?  
The corrected age is the sum of the age at birth in weeks and the current child’s age at 
anaesthesia in weeks. For example: if the child was born at 34 weeks, and now is 6 weeks old the 
corrected age is: 34 + 6 = 40. This is an eligible child for NECTARINE. 
 
52. How it is calculated the corrected age if child was birth post-term? 
Term and post-term babies are considered all born at 40 weeks. All this children are eligible for the 
NECTARINE study until the age of 20 weeks after birth. Even if infant is born after 40 weeks (e.g. 
42), 40 should be entered for their gestational age at birth as they are considered “full term” 
babies.  
 
53. Our child was 60 weeks + 2 days post gestational age, should we include this patient in 
the study or not? 
The child can be included in the study up to the ‘corrected age’ of 60 weeks and 6 days (The 
corrected age is the sum of the age at birth in weeks and the current child’s age at anaesthesia in 
weeks) You can include the child as the ‘corrected age’ is 60 weeks and 2 days on the day of 
anaesthesia.  

 
54. How do we manage a child that has been operated before in another hospital AND 
previously registered in NECTARINE? 
CRF 2, section II, question 2 asks the “subject multiple anaesthesia number”. This is to collect 
information whether the child has already been anaesthetised and included within the 
NECTARINE study. 
If upon asking for consent, staff discovers that a child was transferred from another hospital and 
has been previously involved in Nectarine for two anaesthesias; staff should encodes 03 for 
“subject multiple anaesthesia number”.   
In addition, if a child has been anaesthetised in another institution (within the recruitment period) 
the investigator must inform the National coordinator who will on get in touch with the primary 
centre and ESA study coordinators in order to make sure that this patient number is associated 
with the patient number given at the previous site. Whenever possible follow-up should be 
perormed once: 90 days after the last anaesthesia.  
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55. Do I need to create a new Study Subject ID for a child who had 2 anaesthesia during the 
recruitment period?  
Children who had multiple anaesthesias at one centre have to be included in the e-CRF with the 
same ID number.  

 
56. What is the exact meaning of "Time end of anaesthesia" in CRF 2, Section VIII (End of 
anaesthesia timing). Does this mean end of administration of sevofluran or time of 
extubation? 

"Start of anesthesia" and "End of Anesthesia" are defined as "hands-on" and "hands-off" times. 
They are the times that the anesthesia team takes charge of the patient and handovers the patient 
to the PACU nurse or the ICU personnel (if transferred to ICU). 
 
57. In our hospital most neonates never set foot in the PACU, but are transferred directly 
from the OR to PICU/ICU/NICU.  Do we need to do the 120 min post-anesthesia observation 
for those neonates? 
Yes, this section of the CRF regards the immediate post-anesthesia/surgery complications. If a 
child is transferred to PICU/NICU immediately after anesthesia, observation should continue for 
120 minutes after anesthesia, in order to capture immediate postoperative complications. 
 
58. We have included a child who had 3 surgeries during the recruitment period. When do 
we need to follow-up at 90 days?  
The 90-day follow-up should be performed 90 days after the LAST anaesthesia.   
 
59. If a child is discharged before the 30 day follow up do we need to use the medical 
records to complete CRF 3 (30 day and 90 day follow up)? 
CRF3 asks if the child has been discharged home. If he/she has been discharged home and has 
not had any complications then the hospital notes will not be required to complete the CRF (apart 
from date of discharge). A phone call to the child’s parents is required at day 90 to complete the 
CRF. 
 
60. If the patient has an infection and is re-admitted. Would that class as a complication? 
But there is not option on the 30 day follow up form to be able to document what the 
complication is? 

The 30-day follow-up should be completed 30 days after the last anesthesia. if a relevant 
complication happens after 30 days, this can be reported as note in the 90 days follow-up. In this 
specific case, the readmission looks not being related to the primary reason for anaesthesia, and 
it should not be reported.  
 
61. If a child has been enrolled in the first month of study, and comes for second operation 
in third month, i.e. after 30 days follow up. Should we then do a new 30 days follow up after 
last surgery and delete the first 30 days follow up?  
Yes, the follow up should be done following the last operation done as part of the NECTARINE 
study.  
 

62. CRF 3a (30 day follow up), question 6: how must we define a respiratory complication in 

children with BPD. Is prolonged ventilation regardless of the reason to be noted as 

complication? 

Report prolonged ventilation as "morbidity" when it is a complication of the post-anesthesia care 

(medical and/or surgical), and not preoperatively planned. Children with severe BPD undergoing 

anesthesia, already intubated and left intubated after anesthesia, are typically ventilated for long 

time. Do not consider as morbidity if prolonged ventilation is part of the child care.    
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63. The CRF3B (90 day follow up) will be completed centrally for the UK. Is it possible to 
give the central data managers eCRF access? 
Yes, in this case the central UK data managers will be given eCRF access for all UK centres.  
 
64. Can the 30 day follow up from the records be done retrospectively after a week 
following the 30th day due to absence of the research staff? It would still have 
details recorded as on 30th day.  
Yes, the 30 day follow up can be done retrospectively using medical records. 
 
65. The anaesthetists were confused about the ASA score (CRF2 section III. 6.) As for ASA 
score 1 it says only applicable if > 3 months and they wanted to use that for a patient under 
3 months. Could you please advise? 
The infant’s young age (<3 months) is by itself a factor of increased risk. For this reason infants 
less than 3 months old should always be classified as ASA II or more.  
 
66. Pancuronium is the most common neuromuscular blocking agent that we are using 
here but on the eCFR (CRF2 section V-1 general anaesthesia) it does not allow us to add 
this as no space for “other” or pancuronium. Do we just add in the comments instead?  
Please click on the blue flag next to the question and enter a discrepancy note that Pancuronium 
was used.  

 
67. When I perform Follow up on day 30 (+/- 2 days) I record the date of discharge and if 
that day is only 2-3 days after anesthesia, my follow up refers only to those 2-3 days 
(although I perform it 30 days after anesthesia). Should I answer the question n°6 about 
morbidity or not? That question should refer to a 30 days morbidity, and although I do have 
an access to patient's medical records in my hospital, it does not mean that a child has not 
been seen by another doctor or hospitalized in some other hospital for any reason?  
The idea is to perform a first follow-up at 30 days, even if the child was discharged earlier. The 
reason is to ensure that we are able to capture any hospital re-admission due to a complication 
(morbidity) that occurred after discharge. If the child is readmitted in another hospital for a relevant 
morbidity and this event is not known at first instance, it can be captured with the telephone call at 
90 days and reported as a note in the eCRF.  
 
68. CRF 2, "History of previous surgery", 5.2: "If yes, is current surgery due to a 
complications/incomplete/re-do/previous surgery" - is there a definition for 
“complications/incomplete/re-do”? Or should it be a YES if it's a new surgery of the for 
example esophagus where the surgeon already ahead of the first surgery knew that there 
would be several surgeries needed?  
Consider as complications/incomplete/re-do any further surgery that is not planned and not part of 
the process of care. This item refers to a complicated surgery that needs a re-intervention or a re-
do.  
 
69. - CRF 2, Section V-1, 2. "Neuromuscular blocking agent (NBA) used?" 2.2: "If yes, was 
NBA given prior or after intubation?" - Sometimes NBA is given prior and after intubation - 
what do I do there? Sometimes the patient is already intubated at arrival - then the NBA at 
operation is given after, but it feel as if then this could be a bit misleading. 
This question refers to the use of NBA for intubation. The practice may change from one place to 
another. Some people give NBA for facilitating intubation, other prefer to intubate the child without 
the previous administration of NBA. If the child arrives already intubated please answer “after” as 
a previous item refers to “child already intubated”.  
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70. We do MRIs in neonates in sedation only, so it is essentially not a general anaesthesia, 
however I can only enter it in the eCRF as such. Is that ok? 
Also, we do single shot caudals with initial sedation, which I always code as regional 
anaesthesia only, is that correct? 
For MRIs we consider only "anesthesia" and not sedation. This is due to the difficulty to 
distinguish between the two, especially at this age. If any form of general anesthesia is given with 
regional, consider this as combined anesthesia.  
 
71. We have a problem with entering data - Section V-1.  GENERAL ANAESTHESIA -> 4. 
Carrier gas - there is no 'Air' option on the drop down list.  There are only 4 options on the 
database and 5 on the paper form. 
Please enter the answer “other” then click on the flag next to this answer to add a discrepancy 
note, there you can add “air” as carrier gas in the note.  

 
72.  There is one patient who went to another hospital and has been enrolled in their centre 
once again.   In reality this would be two patients, recorded as 2 in NECTRAINE but in 
reality 1 patient having treatment in 2 centres – how do we manage this issue?   
In this case, please contact ESA for detailed procedure. In fact the NECTARINE dataset needs to 
have only ONE patient in the dataset if it is the same child going to centre A then centre B. The 
patient (who had one surgery at centre A and then other surgery/ies at centre B) has to be moved 
to centre B in the eCRF by ESA Data Management team 
 
In order to proceed with this steps, please inform ESA of  : 
1. centre name A  and its  nectarine study centre number 
2. centre name B  and its  nectarine study centre number 
3. patient number (ID) in centre A   

 

VII. End of Study 
 
73. Who will get a participation Certificate?  
ESA will provide individual and personalized "ESA Clinical Trial Network NECTARINE Study 
Participation Certificate" signed by the Chair of ESA Research Committee and by the Chief 
Investigator of the Study to all national and local coordinators. 
 
74. 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 of their centre or country. Before submission the final 
version of all manuscripts related to the NECTARINE dataset, must be approved by the Steering 
Committee.  
 
75. How long should I store the paper documents (Investigator File) at my site? 
Paper CRFs will be stored within a locked cabinet/office in accordance with local and national 
regulations (not less than 10 years in most countries). 
 
76. What is the authorship policy in the study?   
Please refer to section IX Publication Policy of the study protocol.  
 

 
 

Remember the NECTARINE 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. 

http://www.esahq.org/NECTARINE
http://www.esahq.org/NECTARINE

