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Presentation Notes
My name is Jennifer Thurlow. I am the coordinator of grant facilitation and support for research services at Capital Health. Today I am going to present some useful information to help in the thinking about and development  of budgets for clinical research studies. This information will cover both Industry Sponsored Studies and Investigator Initiated Research Studies. For the most part, this information refers mainly to budgets which covers industry sponsored randomized clinical trials but there are a number of useful budgetary considerations that apply to clinical research studies in general so you will see that there is a lot of overlap.I hope you will find this information useful. In the event that you have a question during the presentation, please make a note of it and I will try to get through my presentation in enough time to allow for questions and further discussion at the end.



Overview
• Role of Research Services
• Purpose of a Research Budget
• Phases of budget development

I. Preparation
II. Review of protocol
III. Development of internal budget
IV. Negotiation
V. Approval/Acceptance
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So the topics I will be discussing include



Role of Research Services In 
Budgeting

• Assist in the development of budgets
• Negotiate on behalf of or assist 

Investigator and research team in budget 
negotiations

• Review of and advice on budgets being 
submitted for IIR funding/support
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Presentation Notes
The role of research services, and specifically my colleague Sheila MacLeod, coordinator of contract facilitation and support (Industry), out of town right now and I,  is to assist  in the development and negotiation of budgets. The budget is really a collaboration between the research team, the Sponsor and the office of contract/grant facilitation and support . The research coordinator  and investigator knows the protocol, the CRFs and the complexities of the Study. Our job is to assist in the identification of the Study costs from an institutional perspective and to offer a second set of eyes.For the negotiation of budgets, we either take the lead or assist. The benefit of assuming the role of negotiator is that sometimes this can be challenging and can require a lot of back and forth. Some teams are not particularly comfortable with negotiating. It is our hope through this constant contact to promote a better working relationship with the Sponsor to be at arm’s length during the process. That being said, we are more than happy to stand back and let the research team negotiate and only step in with advice or assistance when needed,



Purpose of Budgets
• Ensure sufficient funds to cover cost of research
• Accountability/transparency
• Common expectations among Sponsor/Funder, 

Investigator and participating sites (if applicable) 
are outlined
– Milestones
– Payment schedule
– Terms of payment
– Reporting
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Presentation Notes
The purpose of budgets is obvious – we want to make sure that the all study related costs above the standard of care are covered. A well defined and planned budget ensures there are sufficient funds to conduct a study, itemizes each cost and its associated treatment or procedure, outlines the milestones associated with a research study and the terms of payment In the case of an Industry Sponsored Study, the Sponsor is paying for a service, the data and the Intellectual property that may be developed by the Study. In the case of an investigator initiated research study, the Sponsor Investigator is looking for financial support for a protocol he/she has written of which they own the intellectual property, data and have complete oversight of the study. As a not for profit academic healthcare institution and where Investigators are held fiscally responsible to ensure that costs of research are covered  it is necessary to ensure that all costs are covered and there isn't a financial loss incurred by the investigator, research team or institution.



Budget Development 
Process
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Presentation Notes
So let’s review the steps involved with developing a budget. A study can begin in one of 2 ways:A Sponsor sends a study synopsis and feasibility questionnaire to an Investigator of interest. If the Investigator is interested in the Study he/she confirms this. Sometimes Sponsors will come to your site for a site selection meeting to meet the investigator and Study coordinator, look at the facilities, discuss the details of the Study in further detail and perhaps begin discussions about the budget. Sponsors who have been conducting similar studies at the site often forego this meeting and move straight to providing the Study protocol, budget and Agreement for negotiation.An investigator or a group of investigators have an idea for a research study, write a protocol, validate the protocol with colleagues or other prospective sites and then sets to the task of developing a price tag of the costs associatedWith or without a budget from an Industry Sponsor or before looking at the big picture  budget of a multi site study (if applicable) you should first develop your own internal Study budget. 



I. Preparation
• Know your abilities and therapeutic area

– Patient population and numbers
– Available services and resources
– Quotes
– Outsourcing
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Once you have considered the Protocol (regardless of the source) it is extremely important to think realistically about whether it is feasible to conduct the study. It is important to know your abilities and therapeutic area;Are you able to ensure you have a sufficient patient population to enroll in the Study? We never want to make promises or have an unrealistic view upon which we cant deliver; if a protocol is asking for 10 patients to be enrolled and you know it may be difficult to enroll that many given the population of interest then say so up front. Budgets are determined on a per patient basis. It makes much better sense to promise or project a more realistic number of patients to ensure the monies received for the study versus a high overreaching number that will be difficult to obtain and result in less research money. For IIR studies, there is where and up front power analysis comes in handy to fully understand the number of patients required to ensure the study is statistically valid.Does your site have adequate resources to cover the Protocol requirements? For example, some tests may have to be performed elsewhere or samples sent to different locations etc.  The Costs associated with this might be greater than the budget has allowed for, or a fee for service arrangement may have to be negotiated with external sites etc. For IIR protocols, this is where quotes from the relevant departments come in handy. Also if there is a gap in services at your institution to cover what is required by the protocol you may have to outsource and look at the costs of doing  this.



Budget preparation (Cont’d)

• Know funding agencies’ and institution 
guidelines and allowable budget items 
(eligible/ineligible costs)
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In the case where you are applying for funds through a granting competition it is imperative that you review and familiarize yourself with the eligibility criteria for costs that can be included in your budget. It may be the case that some of the direct costs cannot be included in the application budget and as such you may have to look to additional funding sources to cover the difference. 



II. Review of Protocol
• Know the protocol before you develop the 

budget
• Have an up-to-date listing of common 

procedures and associated costs at your site.
• Differentiate standard of care vs. study 

procedures and treatments
• Consider whether there will be participating sites 

and the costs associated.
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It is much easier to identify budget requirements based on a thorough review of the protocol. From the protocol, you will first identify the number of visits and the procedures/treatments required at each visit, it makes sense to have a list of up to date procedure and associated costs at your site if available. Keep in mind that any list may not  be the most up to date costs and the price is also not fixed as you know they can vary based on complexity of the treatments or tests requiredMost Industry prepared protocols include a study flow chart. It is also important to differentiate between which procedures/treatments are standard of care versus procedures and treatments. This step is very important as oftentimes the Sponsor will send a budget that is not line itemized and gives a bottom line per patient amount. Also in the case of a multi site IIR study, you will want to have a clear budget for participating sites to review so they can see what they are being paid for. Although this amount may look sufficient, when you review all of the study related procedures and treatments and later identify the site costs you find that it isn’t as favorable as it looks! I will mention that this should be the case if you are approached to participate in a grant funded IIR study. If an itemized budget isn't provided please request one or create one of your own.



III. Development Of An Internal 
Budget

• Direct Costs
• Overhead/Indirect Cost
• Administrative Start Up Fee
• Additional Fees and budgetary considerations
• Invoiceable Items
• Eligible/Ineligible costs (IIR granting situation)
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When developing an internal budget, whether for submission to a Sponsor or as a guide for your research site, it is important to consider the many aspects of a research study in order to determine the financial feasibility of the project.There are a number of steps involved in developing an internal budget after you have identified all the Study related procedures and treatments. These include Identifying your direct costsApplying Indirect cost or overheadThinking about and developing your administrative start up feeIdentifying additional fees and budgetary considerations and Identifying budgetary items that are payable by invoice.As I mentioned earlier in the case of a budget application, which budget items are eligible asks and which arent



Direct Costs
• Per patient procedures (above standard of care)
• Investigator/coordinator fees
• Patient reimbursement for expenses
• Screen failures and unscheduled visits
• Supplies (i.e., drugs)
• Departmental/Third Party fees

• Pharmacy fees
• Lab Support Services
• Biomedical engineering
• Monitoring
• Statistical Support
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What are direct costs? A line by line item list based on the treatments/procedures that are above the standard of care as required by the protocol. These can include;Study Coordinator and Investigator fees – consider the complexity of the case report form, number of study visits, number of study procedures per visit, length of study visits, consenting patients. Whether the investigator is required to be present at particular visits during the studyPatient reimbursement – consider the costs of patient reimbursement especially if your patients have to travel from out of town. Consider transportation costs, meal costs and costs of accommodation, if applicable. Screen failures – Is the exclusion /inclusion criteria strict? Do you anticipate a low/high number of screen failures? Does the study involve a number of procedures required at the screening visit? You may want to request adding a fee for screen failures in the budgetDepartmental or third party provider cpsys costs – What are the study procedures that are above and beyond normal care? How frequent are these procedures? How much do these procedures cost? When in doubt, it makes sense to request a quote from the departments involved.



Overhead/Indirect Cost

• Percentage of total direct costs associated 
with the Industry Sponsored research 
study – 30% Capital Health

• Percentage of total direct costs associated 
with the Industry Supported Investigator 
Initiated research study – 15% Capital 
Health
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The terms overhead and Indirect Cost are often used interchangeably. This cost applies only to industry sponsored research contracts and is applied to the direct costs in the budget and the final per patient amount. The rationale for overhead charges is that the Institution cannot subsidize research which is carried out ultimately at the request and for the benefit of a company, This overhead covers research space, operation of clinical research services, purchasing, library services and personnel services associated with research Sometimes a Sponsor may request justification for your Institutional overhead and if they do be sure to contact research services and we can send the information required. I think it is important to mention that if you are provided with an overall per patient budget from a Sponsor which states that the overhead is included, be sure to enquire which percentage is included. Sometimes Sponsors will  calculate overhead on what they refer to as “fair market value” which is basically an average of the lowest and highest overheads. This may not be 30% and this overhead will be taken off the top of all contract budgets by research services which could potentially result in a loss if this clarification isnt given. Also a per patient budget with the overhead included might look great up front, but with the overhead taken off, the associated study related costs may not be covered



Administrative Study Start Up Fee

• Determine study start-up fee – overhead exempt
– Non-refundable
– Not study start or enrollment dependent
– Covers all up front work to REB submission

• Review/training of protocol
• Preparation for ethics submission
• Pre-site/Site visits
• Regulatory document preparation
• Study file maintenance
• Miscellaneous expenses (long distance calls, courier fees, 

photocopying)
• Study start up fee only applicable to IIR Studies if 

feasible.
*Difference between advance payment and start up fee
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A Study Start up Fee is very important. This fee is non refundable and payable by the Sponsor regardless of whether or not the Study proceeds. This Start up fee will ensure that even if the study is cancelled or closed to enrollment, you will recover most, if not all of your costs invested in the time spent reviewing the protocol and preparing for the administrative and ethical considerations of the study. The start up fee may vary depending on the complexity of the study and the size of your research division. At our institution start up fee for Industry Sponsored Research range from $3500 - $8000.Research services and some research teams already have a well established study start template or policy that accompanies the budget requests. Included in this template are costs associated with Review of the protocol, Preparation for submission to ethics, Pre-site, site initiative visits by Sponsor/monitoring, Study maintenance, Miscellaneous including: photocopying, office supplies, long distance phone calls, pager and courier costsRarely is a start up fee provided for IIR grant funded studies, this will have to be considered when looking at the costs associated with the start up activities involved with such a study.  Some of these costs are built into the budget and included in the per patient or payment amounts. They still have to be taken into account when preparing you internal budget.There is a big difference between an advanced payment and a start up fee…



Additional Established Costs

• Annual REB Approval
• Safety IND/SAE Reports
• Protocol/ICF amendments

• REB Fee
• Archiving Fee

Paid to 
Research
Team. Not 
commonly 
included in 
IIR Study 
budgets

Paid Directly to 
Institution. 
Currently not 
applicable to IIR 
Research Studies
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The established institutional costs – REB and Archiving fees. These are for industry sponsored contracts only and are non-negotiable. The amounts set by your site will be debited from the Study research account whether or not they have been covered by the Sponsor. Sometimes Sponsors will want to include these fees in the start up fee, it is important to be aware of what is most preferred by financial services at your site in terms of how these fees are paid. Unless financial services is told beforehand, it will send out invoices to the Sponsor to ensure this money is paidOther points to be included in a budget includeAnnual REB approval – prices may vary by SiteSafety IND/SAE ReportsProtocol/ICF AmendmentsThese fees cover the time require to prepare and submit reports to REB and regulatory authorities if required.



Additional Budgetary 
Considerations

• Payment schedule
• Payment milestones
• Payment terms/reporting (IIR Studies)
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Additional budgetary considerations include payment schedules and milestones – will you be paid or paying (in the case of multi site IIR studies) upon each completed CRF? Once a certain number of patients have been screened and enrolled? On a bi-monthly basis? Quarterly or annual basis?  Will a percentage of the money be held back until completion of the Study? Is this amount reasonable? For grant funded studies, are there specific reporting requirements and forms to be used as per the funding agencies’ or funders guidelines/provisions ?These are important details to look at  and questions to ask – the reason being, if the budget says you will be paid on an annual basis and you accrue all of the study related costs associated with the number of patients enrolled, who pays the costs in the meantime? Or if you are required to send quarterly financial reports to a funder or receive reports from participating sites but don’t and are found non-compliant with the funders’ policies and have to return the funds which have already been spent, what do you do? This is an exaggerated example but something to think about. 



Invoiceable Items
•Screen failures
•Monitoring visits
•Query resolution
•Dry ice
•Department start up 
fees 
(Pharmacy, Radiology, Lab 
Services)

•Advertising

•Participant 
reimbursement
•Safety reports
•Protocol amendments
•REB review/approval 
fee
•Archiving
•Completed CRF
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There are a number of budgetary items that can be paid by invoice. Some research teams may have invoice templates that they send to Sponsors. You should also check with financial services as they are happy to send invoices to the Sponsor on your behalf.  Also, always confirm  and document which fees the Sponsor will only pay upon receipt of an invoice. This applies to IIR studies as well, ensure you confirm and document the fees payable only by invoice if applicableAt Capital Health and for Industry Sponsored Studies, financial services sends the REB and Archiving Invoices directly to the Sponsor once a Study account is open.



IV. Negotiation/Submission
• Enter into negotiations or apply for funding only when 

you have prepared your final internal budget or the 
overall cost of your research project

• Know the amount of your minimum acceptable budget
• Ask Sponsor to provide you with its budget 

expectations. Be prepared if you are lead site for a 
multi site IIR study to provide the same to participating 
sites
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Now it’s time to negotiate the budget.  Before anything else my first tip  would be  Don’t be afraid to negotiate. You will oftentimes hear the phrase – “you are the most expensive site in Canada”, “this research budget it non-negotiable.” From my experience we have come to find that this is rarely ever the case or insurmountable As I mentioned earlier, as a research site, we are providing a service to a Sponsor or another research site or we are leading a research study with a budget developed based on our understanding of the direct costs associated with a Investigator developed protocol. We are not for profit academic healthcare institutions, it is our expectations that the associated costs of the study are covered an Industry Sponsor or funded site. 



Negotiation/Submission
• Provide Funder Agreement template to funder 

and understand provision terms 
• Familiarize yourself with terms of funding 

application reviews and submission
– deadlines,
– Electronic submission
– signatures
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For IIR studies, if you are requesting money from an external funder like industry, provide a funder agreement template which outlines the terms of the provision of funds so that the funder is aware of what terms are expected and being requested.If you are applying to a funding competition, be very aware of the terms at your institution associated with final review, obtaining required signatures and submitting the application.There are sometimes issues created when a grant funded IIR study has a limited budget and cannot cover all the costs required. The reality remains that all costs must be covered, and that the financial responsibility lies with the investigator wherever he or she may be. In this case, as I mentioned before, we look elsewhere for additional funds, we request an increase based on real time costs at our institution or if necessary we reconsider the protocols of these studies and look for further cost cutting options.



V. Approval/Acceptance/Receipt of 
Support

• When Sponsor or Funder, Investigator and 
Research Team, and Research Services are 
satisfied with the budget it is either incorporated 
into the main contract/agreement, as a separate 
document to be signed and is legally binding, or 
as part of a funding request or application.
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There can be a lot of back and forth when negotiating the budget with an Industry Sponsor, try not to get frustrated and impatient, there is always a way to find a middle ground. That being said, the final agreement on a budget can be a lengthy process. Once this is obtained, the budget details are either incorporated in the main study agreement of sent as a separate document.For IIR studies, the budget is finalized and approved by the institution, investigator and submitted. We then wait to hear if the funding request has been successful in the form of an award letter or a finalized funder agreement.



Tips!
Always have a detailed budget before the onset 
of the Study
Ensure that a budget is reviewed by the PI, 
research team and Research Services before 
signing or submitting
Speak with colleagues and other research 
teams in multi-centered trials
Create a toolbox of budget templates/resources
Understand/Review thoroughly funding 
guidelines and processes of funding 
agencies/competitions
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I will end with a couple of additional tips:A line item budget is really the best budget, this clearly details what is covered. Some groups do not even move forward to any other negotiations or considerations if a budget is not finalized. For IIR studies, once a budget is submitted you cant take it back.All parties should review the budget, never confirm and/or negotiate a research budget independently of the research team or the investigator or without a discussion with research services.When in doubt speak with colleagues about current or past budgets, look at other studies you have participated in or developed.When you are worried you are “the most expensive in Canada contact someone from another participating site if you are worried that a multi site budget you are preparing wont cover all the costs associated with all the sites you are hoping will participate in your study then consult with them individually at the onset of preparing the budget and ask for the same courtesy in cases where you are a participating site if you can.Gather budget resources as you navigate through your research career.Pay very close attention to funders’ guidelines, policies. Be very familiar with your institutional requirements re: funding application review, completion and submission.Ask for help, have many discussions, ask a lot of questions and draw from the resources and support available at your institution, we are here to help 



Jennifer Thurlow
Coordinator, Grant Facilitation and Support 
Jennifer.thurlow@cdha.nshealth.ca
473-4841 

Sheila MacLeod
Coordinator, Contract Facilitation and Support
sheila.macleod@cdha.nshealth.ca
473-6853
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As you may have seen, I left a number of useful documents for you at the front. These are also available online  on the research services site under forms and templates. If you have any questions , need assistance or just need to hash out some of your budget details please do not hesitate to call me Here is my contact information.I hope you  found my presentation helpful and I now open up the floor to any questions.Thanks
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QUESTIONS???
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