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WMDA Regulatory Committee

Regulatory Questionnaire Template

	Country Name:  


A. 
IMPORT REQUIREMENTS FOR PRODUCT USED FORTRANSPLANTATION (check all that apply):

(Please place a check mark by all product types that apply. If a product has different requirements from others, please check off and submit a separate form).

 FORMCHECKBOX 
 Marrow

 FORMCHECKBOX 
 PBSC

 FORMCHECKBOX 
 Lymphocytes

 FORMCHECKBOX 
 Cord Blood

 FORMCHECKBOX 
 Whole Blood
I. Infectious Disease Markers (IDM’s)

- Tests and Kits Required -

1. What infectious disease testing is required to import into your  country:

	IDM
	Required by:
	Test Requirements

	
	Registry
	Regulatory Body
	

	HIV – 1 Ab
	
	
	

	HIV – 2 Ab
	
	
	

	HIV p24
	
	
	

	HIV p24 &/or HIV (NAT)
	
	
	

	HIV (NAT)
	
	
	

	HBV
	
	
	

	HAV
	
	
	

	HBs Ag
	
	
	

	HBc Ab
	
	
	

	HCV Ab
	
	
	

	HCV (NAT) 
	
	
	

	HTLV-I
	
	
	

	HTLV-II
	
	
	

	STS
	
	
	

	ALT/AST
	
	
	

	CMV
	
	
	

	EBV
	
	
	

	HSV
	
	
	

	VZV
	
	
	

	WNV
	
	
	

	Toxoplasmosis
	
	
	

	Chagas
	
	
	

	Other:
	
	
	


Refer to last page for definitions of abbreviations.

2. Are you required to perform donor IDM testing on the day of collection sample?  FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

If yes, within what time frame must you report results, and to whom?

Timeframe:  _____ days

Who to report to: _________________________________

3. Are you required to perform sterility testing?  FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
4. Is there any additional information or clarifications regarding IDM testing? (e.g., must perform test twice using two different manufacturer test kits, must use government approved test kits, etc.)  FORMCHECKBOX 
 No  FORMCHECKBOX 
 YES, requirements are: __________________________________________________________________________________________________________________

5. When will you need the blood sample for IDM testing (in relationship to the collection date)? ____________________________________
6. Does IDM testing have a different timeframe for marrow/PBSC versus TC/DLI?________________________________________________
- Laboratory Requirements -

7. Do the laboratories that perform the IDM testing need specific accreditation?

 FORMCHECKBOX 
YES      FORMCHECKBOX 
 NO



If yes, please list the accreditation required: 

8. To whom must IDM results be reported?

II. Patient Specimen Shipments

Note: Patient Specimens are any human biological sample including, but not limited to, blood, tissue swabs, DNA, serum, etc., collected from the donor or recipient used for testing. This would include testing for all infectious disease markers and HLA typing regardless of the stage in the process. 

1. What Regulatory Agency(s), if any, govern how to package, label, and transport Patient Samples by air?

· Domestic Transportation

· International Transportation

2. What packaging requirements do you have for Patient Specimen transport (ex.: IATA 650 Packaging Instructions)

· Domestic Transportation

· International Transportation

3. Labeling of external sample boxes:

4. What sample labeling requirements do you have for Patient Specimen transport?

5. What documentation, if any, is required to accompany the Patient Specimens? (e.g., certificates, commercial or customs invoices, permits, etc.)

6. Please list all of the information that your customs agency requires to complete the notification and/or submit the permit application to import Patient Specimens.

7. Is there any government personnel or agency that must be notified that Patient Specimens are being sent into your country?

  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO (If yes, complete #8. If No, skip to section III)

8. Who is responsible for notifying the above government personnel or agency? 

8a. ___ The country that is sending the samples to be tested. 


(Complete following table)

	Govt. Personnel  or Agency
	Address
	Phone/Fax/E-mail
	Timeframe required for notification – prior to product importation date?

	
	
	
	

	
	
	
	

	
	
	
	


8b. ___ The country to which the sample is being sent to.
III. Product Customs Requirements FOR PRODUCTS USED FOR TRANSPLANTATION

1. Is notification of your Customs agency required to import stem cell products indicated at the top of this form into your country? (if no, proceed to # 3)
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

2. If yes, who is responsible for notifying your Customs agency?

 FORMCHECKBOX 
 The country receiving the product 

 FORMCHECKBOX 
 The country sending the product 

If the country sending the product is responsible for contacting customs, please provide the appropriate contact information in the table below:

	Agency
	Address
	Phone/Fax/E-mail
	Timeframe required for notification – prior to product importation date?

	
	
	
	

	
	
	
	

	
	
	
	


3. Is a permit, declaration, or certificate required to import the stem cell product into your country? (if no, proceed to section IV)

 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

4. If yes, who is responsible for obtaining this permit or certificate?

 FORMCHECKBOX 
 The country receiving the product

 FORMCHECKBOX 
 The country sending the product 

5. If a permit, declaration, or certificate is required, please list all information needed to obtain this document.

6. Does the permit, declaration, or certificate need to accompany the product into your country?    FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

IV. Product Labels

1. Do you require a specific label for your products?  FORMCHECKBOX 
_ YES   FORMCHECKBOX 
 NO



    (If yes, please attach a photo copy of the label (s))

2. If specific labels are not required, do you require certain information to be on the labels?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No.

(If yes, please list)

3. If specific labels are required, please provide instructions for obtaining a label for a specific product.

4. Do you require that information written on the label be verified and documented by a second person?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

5. If yes, who may do this verification?

      V.     Product Packaging

1. Do you have any special requirements for how the product is packaged?

	Product
	Temperature Range °C
	Cell Counts/

Densities
	Other Comments

	PBSC
	
	
	

	Marrow
	
	
	

	Lymphocytes
	
	
	

	Cord Blood
	
	
	

	Whole Blood
	
	
	


       VI.     Documents / Courier Requirements 

1.  Please list all documents that must accompany the product and 
     courier. 

     Provide sample copies of the documents if possible. Please indicate 

     whether or not the documents must be written in the language of  

     your country.

	Document Name
	Do the documents need to be written in the language of your country?
	Samples Provided?

	
	___ YES   ___ NO
	___ YES   ___ NO



	
	___ YES   ___ NO
	___ YES   ___ NO



	
	___ YES   ___ NO
	___ YES   ___ NO

	
	___ YES   ___ NO
	___ YES   ___ NO


WMDA Regulatory Committee

Regulatory Questionnaire Template

	Country Name: 


B. EXPORT REQUIREMENTS FOR PRODUCTS USED FOR TRANSPLANTATION (check all that apply):

(Please place a check mark by all product types that apply. If a product has different requirements from others, please check off and submit a separate form).

 FORMCHECKBOX 
 Marrow

 FORMCHECKBOX 
 PBSC

 FORMCHECKBOX 
 Lymphocytes

 FORMCHECKBOX 
 Cord Blood

 FORMCHECKBOX 
 Whole Blood
I. General

1. Does your country have any export requirements?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

If Yes, proceed to question 2.

If No, skip entire export section.

2. Are your export requirements the same as your import requirements?

  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

If Yes, skip entire export section.

If No, proceed to question 3.

3. If you have some export requirements, please describe for each applicable section starting on the next page:

II. Infectious Disease Markers (IDM’s)

- Tests and Kits Required-

1. What infectious disease testing is required to export from your country:

	IDM
	√ if required by your country
	Required by:
	Test Requirements 

	
	
	Registry
	Regulatory Body
	

	HIV – 1 Ab
	
	
	
	

	HIV – 2 Ab
	
	
	
	

	HIV p24
	
	
	
	

	HIV p24 &/or HIV (NAT)
	
	
	
	

	HIV (NAT)
	
	
	
	

	HBV
	
	
	
	

	HAV
	
	
	
	

	HBs Ag
	
	
	
	

	HBc Ab
	
	
	
	

	HCV Ab
	
	
	
	

	HCV (NAT) 
	
	
	
	

	HTLV-I
	
	
	
	

	HTLV-II
	
	
	
	

	STS
	
	
	
	

	ALT/AST
	
	
	
	

	CMV
	
	
	
	

	EBV
	
	
	
	

	HSV
	
	
	
	

	VZV
	
	
	
	

	WNV
	
	
	
	

	Toxoplasmosis
	
	
	
	

	Chagas
	
	
	
	

	Other:
	
	
	
	


2. Are you required to perform donor IDM testing on the day of collection sample?  FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

If yes, within what time frame must you report results, and to whom?

Timeframe:  _____ days

Who to report to: _________________________________

3. Are you required to perform sterility testing?  FORMCHECKBOX 
 YES FORMCHECKBOX 
 NO
4. Is there any additional information or clarifications regarding exporting IDM testing? (examples: must perform test twice using two different manufacturer test kits, must use government approved test kits, etc.)  FORMCHECKBOX 
 No  FORMCHECKBOX 
 YES, requirements are: __________________________________________________________________________________________________________________

5. When will you need the IDM test results (in relationship to the collection date)? 

6. Does IDM testing have a different timeframe for marrow/PBSC versus TC/DLI?

· Laboratory Requirements -

7. Do the laboratories that perform the IDM testing need specific accreditation?

 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO



If yes, please list the accreditation required: 

8. To whom must IDM results be reported?

9. Within how many days of stem cell product collection must the IDM results be reported?

III. Patient Specimen Shipments

Note: Patient Specimens are any human biological sample including, but not limited to, blood, tissue swabs, DNA, serum, etc., collected from the donor or recipient used for testing. This would include testing for all infectious disease markers and HLA typing regardless of the stage in the process. 

1. What Regulatory Agency(s), if any, govern how to package, label, and transport Patient Samples by air?

i. Domestic Transportation

ii. International Transportation

2. What packaging requirements do you have for Patient Specimen transport (ex.: IATA 650 Packaging Instructions)

i. Domestic Transportation

ii. International Transportation

3. Describe labeling of external sample boxes:

4. What sample labeling requirements do you have for Patient Specimen export? (Specimen tubes)

5. What documentation, if any, is required to accompany the Patient Specimens being exported? (e.g., certificates, commercial or customs invoices, permits, etc.)

6. Please list all of the information that your customs agency requires to complete the notification and/or submit the permit application to export Patient Specimens.

7. Is there any government personnel or agency that must be notified that Patient Specimens are being sent out of your country?

  FORMCHECKBOX 
YES    FORMCHECKBOX 
 NO (If yes, complete #8. If No, skip to section IV)

8. Who is responsible for notifying the above government personnel or agency? 

8a.  FORMCHECKBOX 
 The country that is sending the samples to be tested. 

8b.  FORMCHECKBOX 
 The country to which the sample is being sent to.


(Please complete following table)

	Govt. Personnel  or Agency
	Address
	Phone/Fax/E-mail
	Timeframe required for notification – prior to product importation date?

	
	
	
	

	
	
	
	

	
	
	
	


IV. Product Customs Requirements

1. Is notification of your Customs agency required to export stem cell products indicated at the top of this form out of your country? (if no, proceed to # 3)  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

2. If yes, who is responsible for notifying your Customs agency?

 FORMCHECKBOX 
 The country receiving the product 

If the country receiving the product is responsible for contacting customs, please provide the appropriate contact information in the table below:

	Agency
	Address
	Phone/Fax/E-mail
	Timeframe required for notification – prior to product importation date?

	
	
	
	

	
	
	
	

	
	
	
	


 FORMCHECKBOX 
 The country sending the product 

3. Is a permit, declaration, or certificate required to export the stem cell product out of your country? (if no, proceed to section V)

 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

4. If yes, who is responsible for obtaining this permit or certificate?

 FORMCHECKBOX 
 The country receiving the product

 FORMCHECKBOX 
The country sending the product 

5. If a permit, declaration, or certificate is required, please list all information needed to obtain this document.

6. Does the permit, declaration, or certificate need to accompany the product into your country?    FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

V. Product Labels



1. Do you require a specific label to export products?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO



    (If yes, please attach a photo copy of the label (s))

6. If specific labels are not required, do you require certain information to be on the labels?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No.

(If yes, please list)

7. If specific labels are required, please provide instructions for obtaining a label for a specific product.

8. Do you require that information written on the label be verified and documented by a second person?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

9. If yes, who may do this verification?

VI. Product Packaging

1. Do you have any special requirements for how the product is packaged for export?

	Product
	Temperature Range °C
	Cell Counts/

Densities
	Other Comments

	PBSC
	
	
	

	Marrow
	
	
	

	Lymphocytes
	
	
	

	Cord Blood
	
	
	

	Whole Blood
	
	
	


       VII.     Documents / Courier Requirements 

1.  Please list all documents that must accompany the product and 
     courier. 

     Provide sample copies of the documents if possible. Please indicate 

     whether or not the documents must be written in the language of 
     your country.

	Document Name
	Do the documents need to be written in the language of your country?
	Samples Provided?

	
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO



	
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO



	
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
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C. SPECIAL CONSIDERATIONS

I. Reactive Results

1. What process do you follow upon learning of an initial reactive result (e.g., perform confirmatory or reflex testing, etc.)?

2. In the event of a reactive result, under what circumstances, if any, might the product be released (e.g., urgent medical need, etc.)?

II.
Other Special Considerations

1.
Please list or describe any other special considerations or notes that were not covered in the previous sections.

III.
Events for Review/Interpretation by Regulatory Committee

1.
The Regulatory Committee invites you to describe, in narrative form, any recent events involving regulatory issues you would like the Committee to review and assess:
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D. GENERAL REGULATORY INFORMATION FOR THE ABOVE COUNTRY

I. Licensure, Registration, and Accreditation

If your Donor Centers or Bone Marrow/PBSC Collection Centers are required to be licensed, registered, or accredited by an agency in your country, please describe below:

1. What products are regulated in your country?

	Product
	Regulated?

	
	Yes
	No
	If No, are there plans to regulate in the future?

	PBSC
	
	
	

	Marrow
	
	
	

	Lymphocytes
	
	
	

	Cord Blood
	
	
	

	Whole Blood
	
	
	


2. Please provide the following information:

	Product
	Regulatory Body
	Title of Regulation
	Effective Date
	Status


	Check if available in English

	
	
	
	
	Proposed
	Final
	

	PBSC
	
	
	
	
	
	

	Cord Blood
	
	
	
	
	
	

	Lymphocyte
	
	
	
	
	
	

	Marrow
	
	
	
	
	
	

	Whole Blood
	
	
	
	
	
	


3.
If there a publicly available list of licensed, registered, or accredited centers in your country, please provide access information to the list (e.g., weblink to list).

II.
Laws Governing Registry Function

Has your country established laws or regulations governing the activities of your Registry (i.e., the intermediary work registries do)? 

[Note: this is not the law describing how to recruit donors, how to collect safe products, etc., but rather the law describing the “registry” function.]

 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

If yes, please identify the law by name and citation (if known) and law is applicable?
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	Country Name: 


E. ABBREVIATION KEY

Please define any abbreviations used:

	Abbreviation
	Full Definition
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