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PRINCIPAL INVESTIGATOR GUIDE 

The purpose of this Guide is to provide the Principal Investigator with an overview of the processes and 
procedures necessary for the successful submission, review, approval and conduct of your clinical trial. It 
also provides information regarding essential resources available at the Ohio State University for the 
design and conduct your study. 

The Blue Buffalo Veterinary Clinical Trials Office (BBVCTO) is a resource offered to principal investigators 
and research sponsors at the Ohio State University. The BBVCTO provides assistance in the design, 
execution, and evaluation of veterinary clinical trials in client-owned animals, with the overriding goal of 
advancing the diagnosis and treatment of diseases in veterinary patients, while enhancing the health of 
humans. The BBVCTO facilitates clinical research by providing researchers with services that help them 
design and implement clinical trials in a wide variety of spontaneous disease settings. 

The following steps are required for all investigators interested in performing studies in client owned 
animals at the VMC: 

1. The investigator meets with the BBVCTO staff to discuss possible future study.
2. A study protocol is developed that provides substantial detail regarding study objectives, number

of patients to be enrolled, study related activities and duration of the trial.
3. The investigator works with BBVCTO to develop an appropriate budget.
4. The BBVCTO assists the investigator in completing the necessary CRC and IACUC

requirements.
5. Once all the necessary approvals are in place, the BBVCTO will assist the investigator with

initiation and completion of the clinical trial as outlined in the study budget.

1. INVESTIGATOR AND BBVCTO INITIAL MEETING.

Scheduling an initial meeting with the BBVCTO before the study is initiated has many benefits. At this 
meeting, the investigator is given critical feedback regarding study protocol design, informed consent 
requirements, methods for data collection, and the construction of an adequate budget. The goal is to 
have the investigator consider all aspects of the study before the study protocol/grant is written to more 
effectively  

Additionally, start-up costs, BBVCTO technical support and regulatory conditions, including Clinical 
Research Committee (CRC) and IACUC requirements, will also be discussed.  

Investigators can requests an initial meeting with the BBVCTO coordinator Nicole Stingle, or director 
Dr. Cheryl London at CVM-ClinicalTrials@osu.edu 

2. CONTRACT AND REGULATORY COMMITTEES.

All clinical trials must have both CRC and IACUC approval/IACUC waiver as well as funding in place to 
initiate enrollment. Please consider having the BBVCTO evaluate your CRC form prior to submission to 
ensure that all required elements are present. Once you have completed the CRC form, please email it to 
Alison Moeller at moeller.104@osu.edu 

http://vet.osu.edu/vmc/cto
mailto:CVM-ClinicalTrials@osu.edu
mailto:moeller.104@osu.edu
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After the initial meeting and submission of the CRC/IACUC forms, the BBVCTO generates a contract that 
clearly defines study related tasks to be performed by the office and outlines responsibilities of the 
principle investigator with respect to study specific duties. These may include the following elements: 

BVCTO Responsibilities 

• Assist in the design of clinical trials comprising: formulation of a testable hypothesis,
determination of patient eligibility criteria, selection of adverse event assessments, review of
statistical end points, and development of an accurate budget.

• Support with regulatory compliance: CRC, IACUC
• Review study protocols and CRC forms prior to submission
• Generate outreach and marketing plan to ensure study enrollment.
• Provide education in good clinical practice (GCP), good laboratory practice (GLP), and the

requirements of individual organizations sponsoring trials.
• Develop CRFs in REDCap for study use
• Perform all study related activities as outlined in the budget/contract (e.g., patient scheduling,

sample collection/processing, data entry, etc).
• Manage study write-offs and budget.
• Ensure accuracy of data entry and regulatory compliance.
• Act as a liaison between industry sponsors and investigators.
• Interface with study monitors as needed.
• Perform study close-out procedures.

Principle Investigator responsibilities: 

• Provide the BBVCTO with a proposal, containing an appropriate statistical analysis, and an
accurate budget that includes all relevant direct and indirect costs.

• Address all potential adverse events, and provide appropriate budgetary support should these
occur.

• Complete and submit appropriate CRC and IACUC forms.
• Ensure that patients entered into clinical trials meet inclusion criteria.
• Obtain client consent form, and maintain client contact as needed.
• Oversee all patient care during conduct of the clinical trial.
• Perform data entry and sample collections as specified in the study guidelines.
• Perform final analysis upon study completion.

Other relevant information:   

• All clinical trials that involve an industry sponsor must have an MTA and/or business contract in
place.  Jean Schelhorn is the point of contact for development of this contract and she will work
with the PI and John Robinson to generate the necessary documents.

• For all studies, funds to support the work performed by the BBVCTO must be in approved/in
place prior to study initiation.  Documentation regarding the amount to be reimbursed for work on
a clinical trial, and the conditions by which BBVCTO will be paid (e.g., start‐up costs and per‐
patient enrollment costs) must be clearly outlined.

• Every study that involves research funded by an external entity must have an approved PA005 in
the system.

• Details of the study budget must be clear with respect to what activities are and aren’t covered for
patients enrolled in the trial.

• Each PI must provide additional study contacts should he/she not be available to address the
needs of a study patient.  It is strongly recommended that any clinical trial have at least one if not 
two co-investigators to insure that patient needs can be adequately addressed in a timely manner.
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Institutional animal care and use committee (IACUC) 

Any study that utilizes client-owned animals is considered a clinical trial.  All clinical trials conducted at the 
OSU VMC require approval from the IACUC unless it has been determined that such approval is not 
required, in which IACUC would provide an exemption letter.  It is highly recommended that you contact 
the BBVCTO to determine whether you may be exempt from the IACUC requirement. In general, any 
study that involves procedures/treatments that would not be considered part of the routine standard of 
care for a particular disease (i.e., collection of additional blood samples, additional imaging, etc.) requires 
IACUC approval. 

To submit an Animal Use Protocol form to the Office of Responsible Research Practices visit 
http://orrp.osu.edu/iacuc/investigator-guidance/auhelp/  

• List the number of your approved Animal Use Protocol or exemption letter on the CRC form title
page, and provide the BBVCTO with a copy of the approval or exemption letter.

IACUC requires that all individuals listed on an IACUC complete the following requirements: 

• Animal Training
• Occupational Health and Safety Training
• Registry into the Occupational Health Program
• Conflict of Interest (COI) Screening/Disclosure form
• Experience and Training Narrative

These can be completed online at https://rf.osu.edu/secure/education. Follow the instructions carefully as 
the training is only considered complete when the questionnaire is fully completed and the submit button 
is pressed.  

IACUC holds inspections of the approved areas for clinical trials and requires that clinical trial patients be 
labeled accordingly. The BBVCTO uses specific cage cards, prints clinical trial forms that are placed in 
the patient chart and identifies a patient in Vetstar as a clinical trial patient. Please contact the BBVCTO if 
you need assistance with labeling your patients. 

3. BUDGET DEVELOPMENT AND NEGOTIATION

Principal Investigator (PI) initiated clinical trials: 

An accurate budget is required for all clinical trials to be performed in the VMC.  It is recommended that 
you carefully calculate actual costs of all procedures to be covered in the study using the hospital fee 
book (available on MyCVM), and as a precaution given the yearly increase in fees, that you build these 
into your study budget. You are strongly encouraged to contact the BBVCTO to assist in budget 
formulation as the office has extensive experience and will ensure that your study is not underfunded.  
The budget should detail the following:  

1. All costs to be covered by the study.
2. All costs to be covered by the owner.
3. Funds available to cover adverse events (if applicable).
4. Monies for technical support (if applicable).
5. Financial incentive(s) to owners for participation and how disbursed. If drugs or implants

are to be provided at reduced or no charge, please explain.
6. Source(s) of funding (e.g., to cover adverse events, sample shipping).

http://orrp.osu.edu/iacuc/investigator-guidance/auhelp/
https://rf.osu.edu/secure/education
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Non-Profit Sponsored (NIH, MAF, AKC, etc) clinical trials: 

Investigators are strongly encouraged to work with the BBVCTO prior to submission of grants to various 
funding agencies to ensure that budgets to support clinical trial work are accurate and that all support 
from the office outlined in the study is adequately represented.  In cases where this has not happened in 
advance and a study is funded by an agency, it may not be possible for the office to support the trial as 
outlined in the proposal if the appropriate monies have not been requested.  Furthermore, funding 
agencies look favorably upon applications that have a detailed outline of how a particular study will be 
supported by the BBVCTO as this provides some level of assurance that the trial will be successfully 
completed.  

Industry Sponsored clinical trials: 

The BBVCTO works with both investigators and Jean Schelhorn to produce a comprehensive budget that 
accurately represents the funds required to complete the proposed work, establishes a 
payment/reimbursement schedule, and determines a timeline for study initiation and completion.  Any 
industry sponsored study requires the involvement of both Jean and the BBVCTO and a clinical trial 
business contract cannot be completed unless both entities have participated in the process.  

Upon finalization of a study agreement, the BBVCTO will collate of all the necessary documents (final 
study contract, clinical trial protocol, study endpoints etc), and ensure that all processes are in place prior 
to study initiation.  This includes development of REDCap forms and verifications in Database 
Management Systems such as Computerized Research Record (CoRR) and eRamp.  

4. STUDY ACTIVATION AND REPORTING REQUIREMENTS

Once the IACUC and the CRC forms are approved and your funding is in place, your clinical trial can 
begin and you may start enrolling patients; if any of these elements is missing and you elect to begin 
study enrollment you will be at risk of having your trial summarily terminated and you may lose clinical trial 
privileges in the VMC.  

Once the study is started, the PI is required to report monthly patient accrual updates to Tamra Mathie in 
the BBVCTO at mathie.7@osu.edu. This metric is reported to both the Comprehensive Cancer Center 
and Center for Clinical and Translational Sciences.  Generally an email is sent by Tamra at the beginning 
of each month requesting this figure. Please inform the BBVCTO immediately when your study has met 
its endpoints and is considered complete.  Any changes in patient numbers and/or study design requires 
the generation of an amendment (see below) that will need to be approved by the CRC.  Failure to amend 
a study in which elements have been changed or patient numbers increased may result in termination of 
enrollment.    

As the BBVCTO is considered a shared resource and supported by two center grants to OSU, you must 
inform the BBVCTO when you publish a paper related to your study as these metrics are tracked. ALL 
publications need to cite the NIH CCTS grant UL1TR001070, and ALL cancer related publications need 
to also cite the NIH CCC grant P30 CA016058 in addition to the CCTS grant.  

AMENDMENTS 

Amendments are changes to an approved research protocol. Amendments must be submitted and 
approved by the CRC committee before being implemented. Examples of amendments include revisions 
to consent documents, changes in PI, increase in patient numbers, and inclusion of additional risks.  

**A copy of the updated protocol must be submitted to the BBVCTO at CVM-ClinicalTrials@osu.edu** 

mailto:mathie.7@osu.edu
mailto:CVM-ClinicalTrials@osu.edu
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Flowchart 

ADDITIONAL RESOURCES 

Grant support 

• To visit the Grant support office visit https://vet.osu.edu/research/grant-support
• For grand funding opportunities visit https://vet.osu.edu/research/grant-support/grant-funding-

opportunities-links

Voucher support 

The Center for Clinical and Translational Science (CCTS) provides funding support to investigators who 
require assistance from a CCTS core and or/service with the ultimate goal of furthering clinical and 
translational research. 

For more information visit https://ccts.osu.edu/node/4577 

Full approval  
Your Clinical trial can start 

Contact the Blue Buffalo Clinical Trials Office CVM-ClinicalTrials@osu.edu for help 
with grant proposal, budget, informed consent and filling out the CRC form. 

CRC form pre-reviewed by chair and designated members 
of the VMC Clinical research/teaching advisory committee. 

Does this proposal 
require IACUC review? 

Waiver letter from IACUC 

Formal review by IACUC CRC form reviewed by VMC-CRC 

NOYES 

APPROVAL APPROVAL 

NO YES 

Revise and 
resubmit

YES NO 

Revise and 
resubmit 

https://vet.osu.edu/research/grant-support
https://vet.osu.edu/research/grant-support/grant-funding-opportunities-links
https://vet.osu.edu/research/grant-support/grant-funding-opportunities-links
https://ccts.osu.edu/node/4577
mailto:ClinicalTrials@osu.edu
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