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Aim

The aim of this module is to provide students 
with an understanding of the skills needed to 
run a successful Regulatory Affairs department in 
order to optimise the contribution that Regulatory 
Affairs can make to the development, maintenance 
and commercialisation of products.In addition, the 
importance of liaison and collaboration with other 
key departments will be addressed,together with 
an introduction to the influencing and negotiation 
skills needed for effective teamwork

Course content includes

•  Building a Regulatory Department 

•  Training for a Regulatory Department 

•  IT support 

•  Regulatory intelligence 

•  Collaboration with Pharmacovigilance, 
Marketing, Quality Control 

•  Introduction to negotiation skills 

•  Business planning, budgeting and registration fees 

•  The politics of regulation (influencing and 
lobbying) 

•  Product development plans and Regulatory 
project planning 

•  Decision analysis and portfolio management

Learning outcomes

•    Students will be able to provide examples 
of policies and processes needed to run a 
Regulatory Affairs department.

•  Students will understand and be able to 
outline recruitment and training objectives in 
Regulatory Affairs.

•  Students will examine the tools, such as 
regulatory intelligence and IT, that are 
available to help manage a department.

•  Students will focus on the key departments 
with whom Regulatory Affairs need to work 
co-operatively.

•  Students will understand how they can 
maximise the contribution they can make 
to product development, maintenance and 
commercialisation by working in collaboration 
and negotiating appropriately with other 
departments.

•  Students will appreciate the necessity of project/
portfolio management and decision analysis.
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Fees and Payment method 

Student  £1667.50 = £1450.00 + £217.50 (15% GB VAT)

Non-Student  £1897.50 = £1650.00 + £247.50 (15% GB VAT) 

The VAT rate charged will be the prevailing rate at the time of invoicing.

Cheque enclosed   Cheque No 

Bank transfer    Date of transfer  /  / 

Please charge my debit/credit card     Purchase Order No.   

Debit/Credit card details
(For cards accepted, see payment section below)

Debit Card  Visa             MasterCard             American Express 
(preferred)

Card No   
Expiry date  /      

Security code    Visa, MasterCard, Debit cards: the last 3 digits AFTER 
 the card number in the signature area of the card. 

Card holder name (as given on card)

Billing address for card (must be provided if different from the Work Address)

 
City     Postcode   
Country  

TOPRA will seek authorisation from the card-issuing company before confirming
any reservation (VAT Registration No.: GB VAT 342 7398 40).

By signing below, I confirm that I agree with TOPRA’s Terms & Conditions 
of Booking. These are available from the office or on the TOPRA website at: 
www.topra.org/mscbookingTandC

  SIGNATURE

 

  DATE

Ways to book
Please complete in block capital letters and return this form with payment 
to TOPRA using one of the following methods:

Post:  TOPRA, 7 Heron Quays, Marsh Wall, London E14 4JB, UK
Fax:  +44 (0) 20 7515 7836     Email: mscadmin@topra.org

On receipt of your booking form we will confirm your provisional place in 
writing and provide directions to the venue. An invoice will be sent separately. 
To ensure admission, payment must be received prior to the meeting.

If you have any queries, contact us on: +44 (0) 20 7538 9502
or mscadmin@topra.org

Payment:  

•  Cheques: must be made payable to TOPRA and drawn on a UK bank in either 
Euro or Sterling. 

•  Debit/Credit card: for payment by card please complete the relevant details above. 
Cards accepted: AMEX, Debit MasterCard, Delta, Electron, Maestro, MasterCard, 
Solo, Visa. All cards will be charged in Sterling.

•  Bank Transfers: may be made to Lloyds TSB Bank PLC. Please quote the delegate’s 
name and the course reference in the transmission details. The delegate must pay 
all bank charges. 

•  Sterling Transfers: Account No: 00340310, Sort Code: 30-00-09, 
IBAN: GB45 LOYD 3000 0900 3403 10, BIC LOYDGB21013

•  Euro Transfers: Account No: 86330987, Sort Code: 30-00-09, 
IBAN: GB19 LOYD 3000 0986 3309 87, BIC LOYDGB21013

• Your place is secured only upon receipt of full payment.

Discounted fees:
Personnel in full-time education, working in academia (full-time) or working for a 
statutory regulatory body may be entitled to a discount on the above fees. Please 
contact the TOPRA office for details.

Cancellations: 
All cancellations must be received in writing 28 calendar days before the start of the 
course and will be subject to an administration fee of £150 + GB VAT. Payment can be in 
Euro or Sterling. 

Data Protection:

   
We may occasionally send you promotional or other information about TOPRA’s 
products and services. If you do not wish to receive this information, you can opt out of 
future communications by ticking this box 

   
We may occasionally send you promotional or product information from organisations 
and companies other than TOPRA. If you do not wish to receive this information, you 
can opt out of future communications by ticking this box

Terms and conditions Please note: TOPRA’s MSc Terms & Conditions are available on the website at www.topra.org/mscbookingTandC.

Dr          Mr         Mrs         Ms   Other    
Family name  
First name    Male   Female 
Company name   
VAT reg. no.   
Job title  
Telephone   
Fax   
E-mail  
Work Address  
  
City     Postcode   
Country   
Invoice Address   
(If different from

   above address)
   

City     Postcode   
Country   
Special dietary   
requirements

  

Experience in the Subject Area
Negligible  Average  Considerable 

Your current role

Generics  CRO  European role  Global role  Local affiliate 

Other  
Experience in Regulatory Affairs  Years     Months   
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