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	Pharmacy
	Protocol no
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	1. Contracting parties

	Pharmacy (1.1)

Apoteket AB (Apoteket)

	Local Pharmacy (1.2)

     

	Address (1.3)
	VAT no. (1.4)

	     
	556138-6532

	Contact person (1.5)

     
	Telephone  no. switchboard (1.6)

     
	Telephone  no. direct (1.7)

     

	E-mail (1.8)

     
	Mobile telephone no. (1.9)

     
	Fax no. (1.10)

	
	
	     

	Customer (1.11)
	VAT no. (1.12)

	
	

	Address (1.13)


	(1.14)
 FORMCHECKBOX 
 Sponsor
	 FORMCHECKBOX 
 CRO

	Invoice address (1.15)
	Other information regarding invoice (1.16)

	
	

	Contact person (1.17)
	Telephone no. switchboard (1.18)
	Telephone  no. direct (1.19)

	     
	     
	     

	E-mail (1.20)
	Mobile telephone no. (1.21)
	Fax no.  (1.22)

	     
	
	


	2. Authorisation / Power of Attorney

	In the event that the Customer above has given a contact person that is not employed by the Customer, Apoteket is taking for granted that the given contact person has valid authority to act and represent the Customer in this Agreement and Assignment.

Apoteket hereby disclaims all responsibility in case of an invalid Authorisation / Power of Attorney. 


	3. VAT clause

	Swedish VAT will be charged on services performed under this contract. Swedish VAT will however not be charged if the customer signs position 3 A or 3 B and supplies information in accordance with these. 

	3A.  FORMCHECKBOX 
 The client hereby certifies that the Customer has the following foreign VAT-number;       and that the Customer is a foreign taxable person in another EU member state than Sweden and that the client is acquiring the services in this capacity. The client also certifies that the Customer does not have a fixed establishment in Sweden to which the services shall be supplied. 

3B. FORMCHECKBOX 
 The Customer hereby certifies that the Customer is a foreign taxable person in a country outside of the EU and that the client is acquiring the services in this capacity. The client also certifies that the client does not have a fixed establishment in Sweden to which the services shall be supplied. 

In case the Swedish Tax Agency would impose output VAT, interest and tax surcharges related to the supplied services, Apoteket has the right to invoice the imposed output VAT, interest and tax surcharges onwards to the client. The client is required to reimburse Apoteket for imposed output VAT, interest and tax surcharges


	4. Notification

	Apoteket shall immediately notify the Customer of any delays, obstacles and deviations regarding the Assignment.  


	5. Confidentiality

	3.1 In connection with its Assignment, Apoteket will have access to confidential information from the Customer. The confidential information remains the property of the Customer, and Apoteket agrees that, during the performance of this agreement and for a period of ten years thereafter, it shall:

i) keep confidential information safe and not reveal confidential information to third parties,

ii) use confidential information for the sole purpose of carrying out its Assignments,

iii) ensure that all personnel who carry out the assignments are bound to keep confidential information secret to the same extent as Apoteket itself according to this non-disclosure agreement,

iv) at the request of the Customer, return all confidential information after the assignments have been completed, or after the termination of the Agreement; with the exception of copies for internal archiving.

'Confidential information' in this non-disclosure agreement applies to all information, technical, commercial or other , regardless of whether it is recorded or not – that originates from the Customer and is related to the assignments and results that emerge in connection with Apoteket fulfilling its obligations according to this agreement, with the exception of:

a)          information that is generally known or has become generally known through any manner other than by Apoteket breaching this non-disclosure agreement,
b)          information that Apoteket can prove it already knew before the information was received from the Customer,

c)          information that Apoteket has lawfully received from third parties without being bound by obligation of confidentiality to that party,
d)          information that must compulsorily be made public due to a decision by a court of law or administrative authority. In such a case, the Customer shall be informed as soon as possible so that the extent of any damage can be limited.

The parties shall note that Apoteket's personnel are bound by the ethical principle of confidentiality, which applies to personnel working within the healthcare and medical treatment sectors.




	6. Description of study

	Protocol no. (6.1)
	EudraCT no. (6.2)

	     
	     

	Working title, if any (6.3)

	     

	Title (6.4)

	     

	Indication (6.5)
	Phase (6.6)

	     
	     

	Number of centres (6.7)
	Multicentre trial (6.8)
	
	

	     
	Coordinating service is requested                        from the Pharmacy stated in 1.2
	 FORMCHECKBOX 
 Yes

If yes, continue to 6.14
	 FORMCHECKBOX 
 No


	Local centre / Department / Ward / Hospital (6.9)
	Centre no. (6.10)
	Telephone no (6.11)

	     
	     
	     

	Principal investigator (6.12)
	Telephone no. (6.13)

	     
	     

	A list of participating centres must always be attached where principal investigator, co-investigators, responsible research nurse and other research nurses are stated. The list should clearly state which persons have the right to order. (6.14)
  Name of attached file      


	Number of patients per local centre (6.15)

     
	Treatment period per patient (6.16)

     
	Estimated date of start - end of study (6.17)

           –          

	Coordination centre (6.18)

     

	Other centres in Sweden (6.19)

     

	If the drug is to be prepared, this is carried out (6.20)

	 FORMCHECKBOX 
 Preparation not applicable
	 FORMCHECKBOX 
 At the pharmacy
	 FORMCHECKBOX 
 At the clinic
 FORMCHECKBOX 
 By the patient

	 FORMCHECKBOX 
 Preparation instructions – see appendix, name of appendix      
	

	Design of study (6.21)

	 FORMCHECKBOX 
 Double-blind
	 FORMCHECKBOX 
 Single-blind
	 FORMCHECKBOX 
 Open

	Is the pharmacy responsible for breaking the code? If yes, attach appendix ”Code breaking at the pharmacy” (6.22) 

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	7. Study drugs includes

	1
	Name and designation of drug, dosage form and strength (7.1)
	Generic name (7.2)

	
	     
	     

	
	Package size (7.3)
	Dosage (7.4)

	
	     
	     

	
	Storage (7.5)

 FORMCHECKBOX 
 Freezer (< -15 (C)
 FORMCHECKBOX 
 +2-8 (C
 FORMCHECKBOX 
 +15-25 (C
 FORMCHECKBOX 
 +15-30 (C

	2
	Name and designation of drug, dosage form and strength (7.6)
	Generic name (7.7)

	
	     
	     

	
	Package size (7.8)
	Dosage (7.9)

	
	     
	     

	
	Storage (7.10)

 FORMCHECKBOX 
 Freezer (< -15 (C)
 FORMCHECKBOX 
 +2-8 (C
 FORMCHECKBOX 
 +15-25 (C
 FORMCHECKBOX 
 +15-30 (C

	3
	Name and designation of drug, dosage form and strength (7.11)
	Generic name (7.12)

	
	     
	     

	
	Package size (7.13)
	Dosage (7.14)

	
	     
	     

	
	Storage (7.15)

 FORMCHECKBOX 
 Freezer (< -15 (C)
 FORMCHECKBOX 
 +2-8 (C
 FORMCHECKBOX 
 +15-25 (C
 FORMCHECKBOX 
 +15-30 (C

	
	Other study drugs listed under section 15 (7.16)

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	8. Randomisation

	The pharmacy handles randomisation (Instructions for randomisation compulsory)  (8.1)

	 FORMCHECKBOX 
 Not required 

 FORMCHECKBOX 
 By way of  web-system
	 FORMCHECKBOX 
 By way of  telephone system
 FORMCHECKBOX 
 By way of randomisation list/code envelope

	Instructions for randomisation are attached (8.2)  

	 FORMCHECKBOX 
 Not applicable


	 FORMCHECKBOX 
 Yes
If yes, name of attached file      


	9. Other medicinal products to be used

	The pharmacy purchases other drugs/other material (9.1)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	State drug, strength, package size and number of packages (9.2)

	     


	10. Labelling (in addition to existing labelling at delivery)

	The following labelling is requested (10.1)

	 FORMCHECKBOX 
 Labelling is not required
 FORMCHECKBOX 
 Name of principal investigator 

 FORMCHECKBOX 
 Folding Swedish label in booklet form
 FORMCHECKBOX 
 Extended durability if applicable
 FORMCHECKBOX 
 Centre number
 FORMCHECKBOX 
 Other, specify      

	Labels (10.2)

	 FORMCHECKBOX 
 Produced by Apoteket
	 FORMCHECKBOX 
 Produced by Customer

	Documentation (10.3)

	 FORMCHECKBOX 
 Apoteket AB's standard form
	 FORMCHECKBOX 
 Customer’s forms


	11. Deliveries to the pharmacy

	Customer distributes without order (11.1)

	 FORMCHECKBOX 
 All study drugs at the same time
	 FORMCHECKBOX 
 Continuously during the study

	Quantity per occasion (11.2)
	Number of occasions (11.3)

	     
	     

	The pharmacy orders, when needed from (11.4)

	     

	Delivery time (11.5)
	Ordering level (11.6)

	     
	     

	The drug delivery is confirmed by the Pharmacy (11.7)

	 FORMCHECKBOX 
 Not required
 FORMCHECKBOX 
 By IWRS
 FORMCHECKBOX 
 By IVRS
 FORMCHECKBOX 
 By fax to      
 FORMCHECKBOX 
 By e-mail to      



	12. Dispensing

	Drugs should be dispensed (12.1)
	Study drugs are ordered from the pharmacy on (12.2)

	 FORMCHECKBOX 
 To patient 
	 FORMCHECKBOX 
 To clinic
	 FORMCHECKBOX 
 Prescription
	 FORMCHECKBOX 
 Special form

	Other information regarding dispensing (12.3)

	     

	If study center is situated outside hospital area, state how transportation is done (12.4)

	     

	NOTE! Before drugs can be dispensed, the pharmacy must have a copy of the approval for the study from The Medical Products Agency (Läkemedelsverket) and the Ethics committee. For the approval from the Ethics committee it must be documented which centres are approved.


	13. Instruction for returned goods/Destruction

	Drugs from the center are returned to pharmacy (13.1) 

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Drugs from the pharmacy are (13.2)

	 FORMCHECKBOX 
 Sent for destruction
	 FORMCHECKBOX 
 Returned to the Customer
	

	Returned goods/Destruction documented on (13.3)

	 FORMCHECKBOX 
 Customers forms
	 FORMCHECKBOX 
 Apoteket AB's standard forms

	Destruction is required after written request from the Customer (13.4)

	 FORMCHECKBOX 
 On a continuous basis
	 FORMCHECKBOX 
 At the end of study

	Other information (13.5)

	     


	14. Archiving

	Wishes longer time than 10 years included? (14.1)
	If yes, how many years? (14.2)

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 15 years
	 FORMCHECKBOX 
 20 years

	Other information (14.3)

     


	15. Other information/Supplementary information about the trial

	Other (15.1)

     


	16. Signatures
	

	Apoteket AB
	     

	Place and date 
     
	Place and date 
     

	
Signature 
	
Signature 

	Clarification of signature 
     
	Clarification of signature 
     

	Title 
     
	Title 
     

	Place and date 
     
	Place and date 
     

	
Signature 
	
Signature 

	Clarification of signature 
     
	Clarification of signature 
     

	Title 
     
	Title 
     








	Signum

	



