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1QUESTIONNAIRE FOR BIRTH DEFECTS SURVEILLANCE PROGRAMMES

A. BACKGROUND AND PROGRAMME COMPONENTS
4
1.  Please read the Bylaws of the ICBDSR prior to submitting this questionnaire.
4
2.  Is your birth defects programme a  surveillance programme?
4
3.  What are the aims of your programme?
4
4.  Please give the definition of ‘birth defect’ for purposes of your programme.
4
5.  Is your programme actively involved in Research?
4
6.  When did your programme begin? (or when do you expect it to start?)
4
7.  Does your programme have access to controls?
4
8.  Is the programme population or hospital -based ?
4
9.  What is the coverage of your programme?
4
10. How many annual births are represented in your programme?
4
11. Does your programme include 100% of the births that occur within the geographic area encompassed by your programme?
6
12. Approximately what percentage of babies in the geographic region encompassed by your programme are born in hospital?
6
13. Do you include malformations observed in dead fetuses or stillbirths?
6
14. Do you include malformations in terminations of pregnancy
6
15. Have baseline rates been established for determining expected frequencies of specific  malformations?
7
16. Does your programme have access to the statutory birth registration system in your country?
7
17. Is your programme linked with other birth, birth defects, neonatal etc. registries in your country?
7
18. Is your programme linked with other international registries?
8
19. Is your programme compliant with local data protection and confidentiality legislation?
8
20. Is patient informed consent required for registration of cases?
8
21. Is your programme governed by specific legislation?
8
22. What is the source of funding for your programme?
8
23. Does your programme approve funding for payment of Annual Dues to the Clearinghouse?
9
24. Will a representative of your programme be able to attend the Annual Meeting of the Clearinghouse members on a regular basis?
9
25. Does your programme have other tasks such as: clinical genetics, teratology information service, etc.
9
B.  DIAGNOSIS AND RECORDING OF MALFORMATIONS
9
1.  Multiple sources of information
10
2.  Who makes the diagnoses of birth defects that are included in your programme?(e.g. neonatologist, pediatrician, obstetrician, nurse, midwife, etc.)
10
3.  Who actually fills out the record forms (source documents) of the malformed infants?
10
4.  Is there a process of validation of cases?
10
5.  What are the minimal and maximal estimated time intervals between:
11
6.  Are the data in your system updated in the sense of adding new cases or of revising diagnoses after the cases are first reported?
11
7.  What information / variables  are available for:
11
8.  Are you able to provide verbal description of birth defects?
11
9.  Are you able to provide information on exposures during pregnancy and maternal illnesses?  Please specify:
11
10. Is any information collected during pregnancy?
12
11. Please send copies of your source documents / record sheets  (with English translation).
12
C. CODING
12
1.  What coding or classification system is used for the malformations?
12
2.  Who codes the malformations?
12
3.  What defects are coded? (or what, if any, defects are not coded?)
12
4.  How many defects are coded for each case?
12
D. TABULATION AND ANALYSIS
12
1.  Who processes and analyses the data?
12
2.  How often are data tabulated ?
12
3.  What is the format of your tabulations?
13
4.  Do you regularly register
13
5.  In your tabulations what is the basis for counting
13
6.  Do you issue statistical Reports?
13
7.  Are you willing to send preliminary data or unpublished information to the Clearinghouse for participation in collaborative studies and distribution to the other participants?
13
8. Are you in a position to send ad hoc case based data to be used in case based studies?                                                                                                                           16

9.Will you be interested to lead collaborative studies as the Principal Investigator?
14
V. DATA STORAGE AND EXCHANGE
14
1.  How are the data stored in a computer?
14
2.  Are the verbal descriptions of births defects stored in a computer?
14
3.  Are the pregnancy histories stored?
14
4.  Are you able to communicate and exchange data by e-mail?
14



GENERAL

Name of Programme Director:

Titles:


Name of Programme Full:


Abbreviated:    



Address:  


Mailing Address: 



Telephone No.   



Email address:

Fax No.




Associate Director (if applicable):

Titles:

Telephone No.

Email Address:

Date :

Date decision EX.  Com.:

Date decision at Annual Meeting:

A. BACKGROUND AND PROGRAMME COMPONENTS                                             

	1.
	Please read the Bylaws of the ICBDSR prior to submitting this questionnaire.  

I have read and agree to abide by the bylaws of the ICBDSR

yes ___

no  ___



	2.
	Is your birth defects programme a  surveillance programme?

yes ___

no  ___

(For  this purpose " surveillance" can be thought of as the continuous systematic observation of birth defects occurring in a known population of newborns, together with the evaluation of the current frequency of those defects compared to a baseline rate or an expected frequency.)

a) If your answer above was "no", how would you characterise your programme? Please describe

b) If your answer above was “yes", 

Which condition / conditions do you register/systematically observe?:



	3.
	What are the aims of your programme?



	4.
	Please give the definition of ‘birth defect’ for purposes of your programme.



	5.
	Is your programme actively involved in research?

yes ___

no  ___

If  ‘yes’   please describe:

If no:  Will you be interested and able to collaborate in research studies?: 

yes ___

no  ___

If ‘no’ why?



	6.
	When did your programme begin? (or when do you expect it to start?)



	7.
	Does your programme have access to controls?

yes ___

no  ___

If "yes", please describe:



	8.
	Is the programme population or hospital -based ?

Population based          ____ 

Hospital Based             ____

Other (please specify)  ____



	9.
	What is the coverage of your programme?

Population based   ____         (National  ____;   Regional  ____;  Local  ____ )

Hospital based       ____

Other:                    ____

a If population based: what is the total population of the geographic area under consideration? 

b If hospital-based (specify the no. of hospitals):

c. other (specify):



	10.
	a. How many annual births are represented in your programme?

b. What are the total annual births in your country?


	11.
	Does your programme include 100% of the births that occur within the geographic area encompassed by your programme?

yes ___

no  ___

If "no”, what percentage are excluded?

Why are they excluded?

How do the excluded births differ from those that are included? (In other words, what kind of selection biases may be in operation ?



	12.
	Approximately what percentage of babies in the geographic region encompassed by your programme are born in hospital?



	13.
	Do you include malformations observed in dead fetuses or stillbirths?

yes ___

no  ___

If "yes", what criteria are used to determine the inclusion of fetal deaths or stillbirths in your  study; (g. gestational age, birth weight or other)? Please specify:

If "yes" what is the percentage of fetal deaths with autopsies?

If "no", why they are not included?



	14.
	Do you include malformations in terminations of pregnancy

yes ___

no  ___

If ‘yes’, what is the estimated coverage of terminations:



	15.
	Have baseline rates been established for determining expected frequencies of specific  malformations?

yes ___

no  ___

If "yes", what are the sources of data for the baseline rates and what years are included?

If "no", what are your plans for establishing baselines?



	16.
	Does your programme have access to the statutory birth registration system in your country?

yes ___

no  ___

If "yes", please explain:



	17.
	a. Are there any other birth, birth defects, neonatal etc. registries /programmes within your country?

yes ___

no  ___

If yes:

b. Is your programme linked with these other registries/programmes in your country?

yes ___

no  ___

Please describe the relationship and any overlap in data:



	18.
	Is your programme linked with other international registries?

yes ___

no  ___

If "yes", please specify:

	19.
	Is your programme compliant with local data protection and confidentiality legislation?

yes ___

no  ___

If ‘no’ please explain:



	20.
	Is patient informed consent required for registration of cases?

yes ___

no  ___

If ‘yes’ please specify how this is obtained:



	21.
	Is your programme governed by specific legislation?

yes ___

no  ___

If ‘yes’ please provide relevant legislation:



	22.
	What is the source of funding for your programme?

	23.
	Does your programme approve funding for payment of Annual Dues to the Clearinghouse?

yes ___

no  ___

If ‘no’ please state why:

	24.
	Will a representative of your programme be able to attend the Annual Meeting of the Clearinghouse members on a regular basis?

yes ___

no  ___
If ‘no’ please state why:

	25.
	Does your programme have other tasks such as: clinical genetics, teratology information service, etc.

yes ___

no  ___

If "yes", please specify:



	
	B.  DIAGNOSIS AND RECORDING OF MALFORMATIONS

	1.
	a. Does your programme rely on passive notification of cases or does it employ active searching for cases?

Passive data collection    _______

Active data collection     _______

Both                                 _______
b. Please describe briefly the flow of records within your system.  

Start with the malformed baby or fetus, first recording on malformations on birth records and with the production of statistical reports for surveillance or other purposes. Please specify what kind of source documents and intermediate records are used and describe how they enter the surveillance system.

You may illustrate the process with a simple flow chart or diagram if you wish.

Multiple sources of information

Registration of live births (LB) including late diagnosed cases

Definition and ascertainment of fetal deaths (FD)

Definition and ascertainment of induced abortions (IA)


	2.
	Who makes the diagnoses of birth defects that are included in your programme?(e.g. neonatologist, pediatrician, obstetrician, nurse, midwife, etc.)



	3.
	Who actually fills out the record forms (source documents) of the malformed infants?



	4.
	Is there a process of validation of cases?

yes ___

no  ___
If ‘yes’ please specify:



	5.
	What are the minimal and maximal estimated time intervals between:

a)  Birth and diagnosis of a defect? 

(That is, what is the period during which infants are observed prior to making the diagnoses of malformations that are included in your programme?)

b)  Birth and entry of a defect into the surveillance system?

c)  Birth and statistical tabulation?

	6.
	Are the data in your system updated in the sense of adding new cases or of revising diagnoses after the cases are first reported?

yes ___

no  ___

If "yes", what time limits are imposed?



	7.
	What information / variables  are available for:

a) The total birth population? List (or attach) all variables collected:

b) The malformed infants/fetuses?  List (or attach) all variables collected:



	8.
	Are you able to provide verbal description of birth defects? 

yes ___

no  ___

	9.
	Are you able to provide information on exposures during pregnancy and maternal illnesses?  Please specify:

yes ___

no  ___

	10.
	Is any information collected during pregnancy?

yes ___

no  ___

If "yes", please explain:



	11.
	Please send copies of your source documents / record sheets  (with English translation).

___copies enclosed

___copies not enclosed (please explain why):



	
	C. CODING

	1.
	What coding or classification system is used for the malformations? 

ICD 9 or 10  _____

Other:  please specify and send a copy _____

. 

	2.
	Who codes the malformations?

	3.
	What defects are coded? (or what, if any, defects are not coded?)

	4.
	 How many defects are coded for each case?

	
	D. TABULATION AND ANALYSIS

	1.
	Who processes and analyses the data? 

(Is it the same or a different group from those who collect and record the data?)

	2.
	How often are data tabulated ? 

(What is the frequency of statistical reports?)

	3.
	What is the format of your tabulations?  

Please send samples (with English headings).

	4.
	Do you regularly register

___all coded defects or malformations

___only selected defects of malformations

a)  If only selected malformations are surveyed, please specify which ones:

	5.
	In your tabulations what is the basis for counting

___each malformation

___each malformed infant

___both of the above

(In other words, when a baby has more than one congenital malformation, is each individual malformation counted and tabulated separately?)

	6.
	Do you issue statistical reports?

yes ___

no  ___

If ‘yes’ to whom do you send them and who uses them? (please send a copy)



	7.
	Are you willing to send preliminary data or unpublished information to the Clearinghouse for participation in collaborative studies and distribution to the other participants?

yes ___

no  ___

If "no", please explain:



	8.
	Are you in a position to send ad hoc case based data to be used in collaborative studies?

yes ___

no  ___

If "no", please explain:



	9.
	Will you be interested to lead collaborative studies as the Principal Investigator?

yes ___

no  ___

If "no" why:



	
	V. DATA STORAGE AND EXCHANGE

	1.
	How are the data stored in a computer? 

Please specify hardware and software.



	2.
	Are the verbal descriptions of births defects stored in a computer?

yes ___

no  ___



	3.
	Are the pregnancy histories stored?

yes ___

no  ___



	4.
	Are you able to communicate and exchange data by e-mail?

yes ___

no  ___


Application form 
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