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I. Objective

In accordance with national and/or Community laws and regulations, a limited number of free samples of a particular medicinal product may be supplied to healthcare professionals. This SOP is designed to support this process.
II. Policy

The supply of samples must be handled with the primary objective of familiarizing the HCP’s and patients with the product. Sampling programs must be limited to amounts reasonably necessary to achieve these purposes. Samples must be clearly identified as such and may not under any circumstances be sold. 

The distribution of samples must always comply with national laws, regulations and practices. Records of samples distributed must be maintained. 

“Samples” should be distinguished from “free goods.” 

III. Scope

In scope 

· The provision of medicinal products, medical devices or consumer products to representatives and by representatives to healthcare professionals in order to allow them to familiarize themselves with the product.
· The storage conditions of stocks [of samples] held by representatives 

· Procedures for return of unused medicines to <add company name>. 

· The reconciliation process within <add company name>.  
Out of scope

Products delivered in the context of clinical trials, compassionate use, or in a discount package deal. For example, a "free" product under a "buy one, get one" arrangement is not considered to be free, but instead is a form of discount.

IV. Related Documents

	Add details
	International and Local Codes

	
	Please add any other relevant local SOPs


V.  Abbreviations and Terms

Abbreviations

	SOP
	Standard Operating Procedure

	CRM
	Customer Relationship Management

	SPC
	Summary of Product Characteristics


Terms

	Effective  Date
	This is the date that the SOP version is valid from

	Health Care Professional
	A physician, or

Any other individual, institution or entity that has the ability to prescribe, acquire or influence the prescription or acquisition of the company products or services at issue, and either of the following: 

The products at issue are regulated or registered as medicinal products or devices (or their equivalents) in the applicable country; or 

The products or services at issue are subject to reimbursement by government or third parties; or, are offered for sale with products or services subject to such reimbursement. 

	Sample


	A ‘small supply of a product provided to members of the health care profession in order that they may familiarise themselves and acquire experience in dealing with it’.  Samples should always be marked as such.




VI. Applicable Groups

This section is to be completed and agreed locally.
	Role or Function
	Level of Training
	Frequency of retraining
	Training trigger

	Please enter the role/job title or departmental function of the person(s) that this SOP applies to 
	Enter the level of training that is required e.g.:

· Training course

· Quiz

· Read & Understand
	Enter frequency of retraining if qualification is required to be taken more than once
	Enter what triggers the training e.g. New starter; involvement in the process; x months into role


VII. Detail of the procedure

[the below steps is an example/recommendation of the procedure for Samples activity. To be customized based on the internal procedure of the company]
Responsibilities of Representatives 

It is the responsibility of every representative to adhere to this SOP when supplying samples of medicines, medical devices or consumer goods to HCPs. 

<Please add detail of how training is conducted>.

Requirements: 

· All Sales Representatives must be trained

· The training must be documented

Non-compliance with the SOP may result in disciplinary action.

Representatives must ensure:

· That the distribution of any medicine or medical device to a HCP is recorded in <Add CRM system or database in use> 
· The secure and appropriate storage of medicines and medical devices in their care. [ Add details of storage requirements here]

· That the medicines and medical devices they distribute to HCPs are in line with local regulations on expiry dates for distribution. The return to the company of any unused or expired medicines or medical devices. 

· That all samples are issued with a Summary of Product Characteristics or Instructions for use, if applicable 
· [insert here specific roles & responsibilities for local implementation]

Responsibilities of Sales & Marketing Business Managers / Directors

· Ensure that all representatives follow the SOP and that representatives record any distribution of samples on <Add CRM system or database in use>.  

· Re-inforce the need for secure storage of medicines and medical devices and appropriate storage conditions  

· Maintain an oversight on process of allocation of samples. A record of allocation of samples must be maintained.

· Ensure that the processes are in place to track the distribution of samples of medicines or medical devices or consumer goods to HCPs.  Records will need to be up-to-date to facilitate urgent product or batch recalls.

· Maintain sample reconciliation’s i.e. reconcile the number of medicines or medical devices distributed to sales representatives against the number of samples distributed

· Inform the representatives of suitable times and places for the return of unused samples for destruction

· The checks performed by the Business Managers / Directors and any actions taken must be recorded in visit reports.

· [insert here specific roles & responsibilities for local implementation]

VIII. Outputs

· Written request
· Inventory reports
· [Add other outputs here]
All documents/files must be retained in accordance with the company’s applicable record retention policies.

IX. Controls

· Sales & Marketing Business Managers/Directors reconciliation

· [Add here any measures that are monitored to ensure the process is being followed. This may also be included within Monthly or Quarterly reports. If so indicate here.]
X. Addenda

Please add here any additional information to support your procedure, such as flow-charts, forms or any other appendix that will assist the reader. If there are none, just state ‘None’.

XI. Change History

	Date
	Details
	Author
	Version

	<ddmmyy>
	Newly created procedure
	<Author Name here>
	1.0

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


XII. Approval Status

	Author:
	Job Title
	Signature
	Date

	Skeleton SOP
	Only to be used after local adaptation and local Compliance and legal review
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