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PREAMBLE: In this policy, Microvi Biotech Inc. (“Microvi”), provides how it shall identify and 
address potential Financial Conflicts of Interest in relation to research or research & development 
(R&D) funded by the U.S. and State governments, including the Department of Health and Human 
Services (HHS) Public Health Service (PHS) agencies. The purpose of this policy is to ensure that 
R&D conducted by Microvi is free from financial bias or the appearance thereof. This policy 
applies to all Microvi employees who participate in R&D with such funding.  
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1. DEFINITIONS 
 
Biotechnology-related Entities include any organization or entity (including publicly traded and 
private companies) that provides biotechnology products or services, including but not limited to: 

1. Medical and/or pharmaceutical companies 
2. Biotechnology service providers or consulting firms 
3. Biotechnology informatics or data-processing companies 
4. Biotechnology device and equipment manufacturers and distributors 
5. Industrial biotechnology companies 
6. Other organizations that could be impacted by biotechnology-related research 
7. Any other entity that could be materially affected by the conduct or results of the funded 

R&D. 
 
Employee refers to all individuals paid and classified as employees by Microvi, including full and 
part-time employees.  
 
Financial Conflict of Interest (FCOI) refers to the significant financial interests which could 
directly and significantly impact the conduct of R&D based on PHS funding. 
 
Financial Interest refers to monetary value, whether or not the value is readily available or 
retrievable. 
 



Government Agency refers to agencies of the U.S. and State governments, including the 
Department of Health and Human Services (HHS) Public Health Service (PHS) agencies. 
 
Institutional Responsibilities refers to the responsibilities of an Investigator in relation to projects 
funded by Government Agencies, including such activities as research, technical review, 
publications, service on Microvi committees, and other relevant work performed as part of the 
administration and management of R&D projects.  
 
Investigator refers to a project director or principal Investigator, regardless of title or position, 
who carries oversight, management, and conduct responsibilities for  such funded R&D and may 
include collaborators or consultants. For the purposes of this policy, Investigators at Microvi can 
be considered Investigators when they design, conduct or report  such funded research: all research 
professionals, laboratory assistants or technicians, operators, project associates, technical 
reviewers, programmers, data scientists, fellows, committee members, administrative officials, 
and key members of the Microvi R&D department responsible for editing, publicizing or other 
disseminating such funded R&D.  
 
PHS refers to the Public Health Service of the United States Department of Health and Human 
Services, and any components of the PHS to which the authority involved may be delegated, 
including the National Institutes of Health. 
 
Research or Research & Development (R&D) refers to the inquiry, design and study of 
hypotheses related to knowledge and science, including specific disciplines within the branches of 
science and social sciences. The term encompasses technology development, basic and applied 
research, and any such activity for which funding is available from PHS agencies.  
 

2. OVERVIEW AND RESPONSIBILITIES 
 
Federal regulations have been issued by the U.S. HHS pertaining to financial conflicts of interest 
and the imperative to maintain the integrity of research funded by the PHS and associated agencies. 
Individuals who participate in PHS-funded research must receive complete training on financial 
conflicts and how to disclose personal financial interests which could influence the conduct of 
R&D or present the appearance of a financial conflict. Investigators must refer to the full text of 
the regulations published in the Federal Register for more information.  This policy applies to other 
Government Agency funding and Investigators must refer to the full text of the regulations 
applicable to such Government Agency-funded R&D 
 
As detailed in this Policy, all Microvi investigators are required to receive training on financial 
conflicts of interest and disclose relevant Financial Interests within one year of having conducted 
work in relation to a Government Agency-funded project. Moreover, financial disclosures are 
required if the individual expects to work on a Government Agency-funded project in an upcoming 
year, or at any time if the individual is identified in a grant proposal. Key individuals related to the 
management and administration of Government Agency-funded projects must also complete 
training and provide relevant disclosures if they are involved in any substantial way in the conduct 
of a Government Agency-funded project.  
 



The requirements of this Policy should be read and understood in conjunction with Microvi’s 
Employee Handbook and other associated agreements in relation to preventing, recognizing and 
mitigating conflicts of interest in the course of work conducted at Microvi.  
 
All Microvi Investigators are responsible for completing training related to Financial Interests, 
disclosing any such Interests, mitigating the risk of significant financial interests, and assisting 
Microvi with any identified FCOI. All disclosed Financial Interests will be reviewed by Microvi’s 
Legal Department to provide guidance to the Investigator and Microvi management with respect 
to Significant Financial Interests which may present an FCOI. Should any FCOI be identified, the 
Legal Department will provide further guidance to Microvi to work with the Investigator and other 
relevant stakeholder parties to manage the FCOI (see below).  
 

3. REPORTING AND TRAINING REQUIREMENTS 
 
All Microvi Investigators must disclose any and all Financial Interests related to R&D conducted 
at Microvi that is funded by Government Agency in writing. Moreover, all Investigators must be 
trained in identifying conflicts of interest, including any FCOI, as part of their initial employment 
at Microvi and regularly thereafter. Failure to complete the training, disclosure and required 
updates per this Policy could result in disciplinary action, up to and including termination. 
 
Written disclosure will be saved in electronic format that is capable of being backed-up for security 
purposes. The screening of conflicts of interest must be conducted before any proposal for R&D 
funded by the Government Agency is submitted if the Investigator is named in the proposal or 
otherwise contributes a significant portion of the design, execution or implementation of the 
proposal. Investigators who are not named in the proposal must complete training and any written 
disclosures prior to beginning work on any project funded by Government Agency.  
 
Certification of financial interests must be updated on a continual basis, not more than 60 days 
upon the development of a new or change in an existing Financial Interest. For example, the 
following situations require an updated written disclosure upon discovery, receipt or acquisition: 
purchase or inheritance of stock or stock options, change in the employment of a spouse or 
domestic partner, or other interest. All employees covered by this Policy must recognize their 
continuing obligation to disclose Financial Interests in a timely manner to ensure that Microvi is 
compliant with its reporting and certification requirements under Government Agency regulations.  
 

4. IDENTIFYING SIGNIFICANT FINANCIAL INTERESTS 
 
Microvi’s Legal Department will review all disclosed Financial Interests and identify any 
Significant Financial Interests. Generally, a significant Financial Interest is a Financial Interest 
that is likely to have a material effect on the Research. For the purposes of Government Agency-
funded R&D, Significant Financial Interest means a Financial Interest of an Investigator or 
household in any Biotechnology-related Entity if the Financial Interest appears to be reasonably 
related to the Investigator’s Institution Responsibilities at Microvi and the aggregate value of all 
interests in a Biotechnology-related Entity exceeds $15,000.  
 



Without limitation, examples of Financial Interests which may potentially qualify of a Significant 
Financial Interest include: salary, wages, consulting fees, pension benefits, board membership, 
directorship, service as an officer, ownership of equity interest (e.g. stock options, bonds or other 
ownership), intellectual property rights from which royalty or revenue is received, and gifts valued 
greater than $50.  
 
Sponsored travel related to an Investigator’s Institutional Responsibilities refer to travel expenses 
paid on behalf of an Investigator or family member. Such sponsorships can be relevant Financial 
Interests unless such travel is by federal, state or local government agencies, institutions of higher 
education, academic institutions, and associated research entities. Should any reimbursed or 
sponsored travel be accepted by an Investigator, the following information will be provided to 
evaluate the Financial Interest: name of entity that sponsored or reimbursed any expenses 
associated with the trip; purpose of the trip; destination; date and duration of the trip; and amount 
of reimbursement received.  
 
For the purpose of evaluating Significant Financial Interests, any of the following paid by Microvi 
are excluded: salary, wages, remuneration, travel expenses (sponsored or reimbursed). Income 
from mutual funds or retirement accounts, income from seminars or other engagements by federal, 
state or local governments or academic institutions, and service on advisory committees or review 
panels for federal, state or local governments or academic institutions.  
 

5. REVIEW AND EVALUATION OF DISCLOSED FINANCIAL INTERESTS FOR 
FCOI 

 
Disclosing a Financial Interest does not, in itself, create an illegal conflict of interest. Rather, each 
Financial Interest disclosure will be reviewed by Microvi’s Legal Department. The Legal 
Department is responsible for determining when an actual or potential conflict of interests exists 
in a given situation. In other words, the determination of a Significant Financial Interest (one which 
could directly and significantly affect Government Agency-funded R&D) will be done by the 
Legal Department, which will also provide guidance for taking action as necessary to manage such 
conflicts. This is likely to include the development of a management plan to be implemented with 
the relevant research unit and corporate manager, with full participation by the Investigator.  
 
As detailed above, Microvi will take appropriate steps to address and manage an FCOI to ensure 
that Microvi’s R&D is free from financial bias or the appearance of bias. Some examples of how 
financial conflicts of interests may be addressed and managed include: public disclosure of an 
Investigator's Significant Financial Interests (with full participation by the Investigator); disclosure 
of FCOI directly to participants in R&D involving human subjects; monitoring of R&D by 
reviewers who do not have FCOI and who are capable of protecting the integrity of the R&D; 
modification of the research plan such as changing personnel or personnel responsibilities; 
disqualification of personnel from participation in all or a portion of an R&D project; reduction or 
elimination of a Significant Financial Interest; and severance of relationships (e.g., consulting 
activities) that create actual or potential conflicts. 


