
Interactions with Healthcare Professionals (HCPs) Case Study + Moderator Notes
General Instructions 
Delegates will work in groups. Your company has received the following e-mails. 

You should: 

1) Draft an appropriate outline reply to the email. You should list the main points that should be made in your response. You are not expected to create a beautifully crafted letter. Your response should be clear as to whether you agree to the requests contained in the letter and appropriate reasons should be given in making reference to applicable principles and legislation. 

2) Create a check list that will guide a company’s standards and procedures with respect to the subject area of the email you have received. You should list the key elements of a company’s internal rules (policies & standards) and procedures (for review, approval, training and archiving etc.) that must be in place. So, we are NOT asking you to write the actual standards or procedures, but just to list the elements that must be in place as part of a robust compliance structure to address requested such as the ones outlined in the scenario. 

Problem 1

You have received an e-mail from a fellow alum and HCP/Hospital Administrator
Hello old Friend, 

It was great seeing you at the Megapolis University reunion; it is amazing how the years have passed since our time at university.  

As we briefly discussed, I am now the head of Endocrinology at Midcity Hospital and I believe that we may have a number of opportunities that would be of interest to you and your company.  

First, our department is always interested in participating in new clinical trials.  I chair our clinical trial committee and could put in a good word for any new product trials that you would like to conduct.  (We can offer exclusive access to companies testing first-in kind therapies.)  

Second, we are looking for corporate donors to help build a new diabetes facility at the hospital.  Contributions can be both financial and in-kind (e.g., materials or medical supplies).  We have already received pledges worth $50 million and only need $5 million more to break ground on the new wing.  This has been one of my long-standing goals, so I would greatly appreciate any contribution that your company could make.  

On a more personal note, my son is attending Smallville University of Pharmacology and is looking for summer intern opportunities.  He does not expect to be paid, but it would look great on his CV if he could get some practical experience working in a pharmaceutical company.  Let me know if there are any opportunities available in your company.  Similarly, let me know if your daughter decides to apply for medical school at Midcity University.  I know several members of the Admissions Committee and could provide some helpful advice on what the Committee is looking for in its applicants.  

Again, it was great seeing you at the Reunion and glad to hear that life has treated you well since Megapolis University.  Go Panthers!

Warm regards,

Dr. S. L. Eazy
Problem 1 – Moderator Notes 
You have an email from a leading national medical thought leader 
This exercise brings the complications of personal friendships and interactions with the company medical department into consideration of what gifts/donations etc. are appropriate under the code. These factors should not affect acceptability under the code. 

Outline reply to the email 
Some points that might be included: 

· Company is committed to being a good corporate citizen and supporting worthy causes. (Clause 15)

· I will refer the request to a separate department that deals with these matters 

· Donation decisions cannot be linked to business relationships – we should keep the possible donation separate from any possible relationship concerning clinical trials 

· It might be possible to provide items for patient use such as blood glucose monitors to support patient welfare but this arrangement should not be linked to our business activities. Also it should be limited in scope so it isn’t of such a level to distort normal purchase and supply of these items by the hospital. 

· Some relevant Mexico City clauses: 

· 1.C – Interactions with HCPs should be conducted in an ethical and professional manner

· 7 A – personal gifts 
· 7 A. 1 – Items designed primarily for the education of patients or healthcare professionals
· 9.B – Samples

· 14 – Clinical trials should not be used as inappropriate inducements for past or future sales 
· 15 – Company donations for charitable purposes

Company’s standards and procedures check list 
Some points that might be included: 

· Does the company have a donations policy? 

· Does the policy state clearly the principles on which donation requests will be made? Does it expressly prohibit links to factors such as prescribing potential, possible business relationships etc.? 

· Does the company have a standard operating procedure for handling donations requests? 

· Does the approval procedure take responsibility away from the ‘front line’ to appropriate management? Does it ensure that all responses are properly documented? 

· Do company standards and procedures apply to R&D and clinical departments? And do they know it? 

· Have all those personnel been properly trained and kept up to date on the controls that apply? 

· Is the application of the policy and SOP monitored? 

Are the company’s financial systems robust enough to prevent or identify inappropriate payments such as budget holders misdirecting money for inappropriate and unbudgeted purposes? 

Problem 2

You have received an email from one of your company’s representatives:
Hi, 

I met up last week with Dr Lee, the principal physician and administrator at Newtown Children’s Hospital. We got on well and had a good discussion about our products. She is seriously considering starting to use our new paediatric product and she could become an excellent and influential advocate for us. There is still a lot to do before her choice is finalized. It was apparent that if we could provide the hospital with a regular supply of samples they could use with their patients over the next year that could be helpful in getting our product onto the hospital formulary.  (In turn, placement on the Newtown Hospital Formulary is often a critical step in getting on to the Provincial Formulary and Tender List.) 

During our conversation she also mentioned the ‘International Journal of Paediatric Medicine’. This is a top journal, but it does come with a high subscription fee – $800 each year. I promised Dr Lee that I would investigate whether we might be able to fund a subscription for her. Would that be possible? Apparently other companies fund various journal subscriptions. 

I couldn’t see this specific matter covered in our company standards but perhaps that’s because I don’t really understand the difference between promotional aids and ‘medical utility’ items. Also, I’m not sure if you are the right person to ask, but if not I figured you would know who I should contact. 

I do realize we shouldn’t directly link a subscription with her decision on using our new paediatric medicine but if we can do something it would help me over the coming weeks. There is a hospital library so we could put the subscription in their name if that is better. 

Looking forward to hearing from you. 

Kind regards, 

I.B. Clulus
Principal Representative – Southern region 

Problem 2 – Moderators Notes
You have received an email from one of your company’s representatives 

This exercise highlights the role of representatives as being to promote and sell the company’s products and avoiding providing personal benefits to prescribers in order to encourage such prescribing. It also prompts discussion of the use of samples and application of local rules. 

Outline reply to the email 
Some points that might be included: 

Samples: 
· Code and regulation controls on samples vary between countries. The reply must reflect the local rules. 

· It is unclear whether the requested supply really qualifies as ‘samples’. Although they are likely to enhance patient care (as Clause 9 of the MC Principles requires) many national codes/guidelines or legislation might classify the regular supply as free goods rather than samples. Many national codes/guidelines or legislation set specific limits on the number of samples that can be provided and/or for how long they may be supplied. 

· Whether they are free goods or samples the arrangement does seem to be an incentive to prescribe the company’s new paediatric medicine. There is an implication that the supply will be terminated if regular prescribing of the new product doesn’t happen. This would therefore be prohibited by Clauses 7 and 9 of the MC Principles. 

· Samples may only be provided to HCPs authorised to prescribe the product. However this probably doesn’t preclude them being given to administrative staff who are responsible for keeping medicines on behalf of the HCP. They should however be addressed for the attention of the prescriber who has requested them in most countries a sample request signed by the HCP would be needed.
· Samples should only be provided to enhance patient care, not to seek formulary inclusion.   

· Further, listing on the hospital formulary as a precursor to listing on the provincial formulary and tender list would also implicate Clause 13 of the MC Principles, which requires that (1) there should be no attempt to exert inappropriate due influence; and (2) the relationships should comply with government ethics rules or procedures.    

Journal subscription: 
· The representative acknowledges that the MC Principles do not allow benefits for the HCP to be linked to promotion and prescribing. Remind the representative that this also applies to implied links as well as explicit ones. 

· A journal subscription is a benefit and the decision on whether to fund it must be totally separate. It should be referred to the grants/donations team without reference to the HCP or the potential commercial benefit to the company. 

· A journal subscription can be considered an item of medical utility that ultimately benefits patients. It would be better (and national codes may have specific rules on this) that the subscription is made to the hospital library rather than to an individual HCP. The value must be in line with any local or company limits. 

Company’s standards and procedures check list 
Some points that might be included: 

· Company procedures should set out when samples and free goods might be provided. 

· Proper systems of control and accountability of samples must be in place with appropriate documentation. This should cover aspects such as stock control, recording to whom they are given, ensuring proper storage (security, storage conditions etc.) 

· The email suggests that the company standards and procedures and/or representatives’ knowledge and training on them are inadequate. A review of the compliance programme supporting representatives and the relevant standards documents would be appropriate. 

· The company could consider initiating a help line/email address where all employees can go for advice. An intranet area and/or widely distributed printed copies of standards and procedures could be provided. 

· The company should consider a continuing programme of compliance support activities directed at representatives and sales management. Delegates can discuss what elements might be included. 

· SOPs should be checked to ensure that the responsibilities for approving requests that representatives have are set out clearly. All requests should be clearly documented. 
Problem 3

You have received an email from a tour operator presenting sponsorship opportunities for a medical conference
Dear Pharmaceutical Company, 

I am a local tour operator who is arranging transportation and accommodations for physicians to attend the annual Cardiovascular Research Forum in Monte Carlo.  This annual event attracts over 1,000 of the world’s best cardiac surgeons.  While many local physicians would love to attend the Forum, many find it hard to justify the cost.  With this in mind, and based on our close relationship with the Forum organizers, we have a number of sponsorship opportunities to help you promote your brand/products at the Forum: 

· Travel scholarships for attending physicians and their spouse/guest to attend the Forum (covers round-trip flights and luxury accommodations at  the Hotel de Paris Monte Carlo) 
· Welcome baskets containing exotic fresh fruit, a pen with your company’s logo and discounts for the hotel spa and local entertainment 

· Gala reception and dinner 

In order to satisfy transparency requirements in various countries, we will report the value of any contributions to the Cardiovascular Research Forum so that it can provide this information on a page on its website listing all delegates and speakers and the benefits received as a courtesy of commercial sponsors.  (We will, however, honour requests from physicians not to report their covered travel expenses, given that in many markets this triggers overly burdensome local reporting guidelines.)            

I look forward to hearing from you. 

Yours sincerely, 

S. Hady Travel Services 

Problem 3 – Moderators notes 
You have received an email from a tour operator presenting sponsorship opportunities for a medical conference

This exercise provides an opportunity to discuss the need for local signatory approval of sponsorship of international events. This is linked to specific opportunities to provide gifts and benefits. 

Outline reply to the email 
Some points that might be included: 

· Our local compliance officer / signatory will check out the acceptability under the local code of each of the options. 

· Per Clause 4.C of the MC Principles, any sponsorship provided to individual HCPs must not be conditional upon an obligation to prescribe recommend, or promote any medicine.  Further, Clause 4.D requires that the event should be hosted in “an appropriate venue that is conducive to the scientific or educational objectives and the purpose of the event or meeting.”  Hospitality should be moderate (Clause 4.E) and companies should not pay “any costs associated with individuals accompanying invited healthcare professionals.” (Clause 4.F)  

· In terms of sponsoring flights and accommodation, it should be noted that neither the city, nor the accommodation (even if it is not the site for the Forum) is appropriate/moderate.   Further, cannot cover costs for spouses/guests.  

· The welcome baskets fall afoul of Clause 7’s restrictions on personal gifts (may be of relatively modest value, but fruit and discounts not designed for education of HCPs) and Clause 6’s restrictions on entertainment.  Low cost pens are generally held to be acceptable so providing there are no local rules that prohibit product-branded promotional aids they will be acceptable for general distribution. Local code bodies often give guidance on the interpretation of ‘minimal value’ and ‘relevance to healthcare practice’.  See also Clause 2.B.5’s requirement that materials sponsored by a Company should clearly indicate by whom they have been sponsored.  
· Gala reception and dinner: Companies may only provide meals and refreshments that are incidental to the main purpose of the Event and are moderate and reasonable as judged by local standards. (Clause 4 E). The description ‘Gala Dinner’ does not give the impression that it would be acceptable under the MC Principles. No entertainment or other leisure or social activities should be provided or paid for by member companies and Gala dinners may include such activities therefore ruling out company sponsorship. 

Transparency requirements 

· The MC Principles do not include specific disclosure requirements but increasingly national requirements are being put in place. The company must ensure that the applicable national requirements are complied to, with respect to, delegates and speakers they sponsor. Companies should check that their standards and procedures adequately cover this area internationally. 

Company’s standards and procedures check list 
Some points that might be included: 

· Do the company’s standards and approval operating systems cover adequately international conference activities? Is the relationship between national and international signatories’ responsibilities clear? 

· Do company standards and guidance set out clearly what activities and items may be sponsored at meetings? 

· Importance of due diligence when acting through third parties.  In the event that the third party does something unethical or inappropriate, the company will be held liable.  


