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Prepare 

New to research or doing new research? This guide will help! 
It is arranged to mirror the steps in a research study. 
In addition, at the back of the guide there is a contact list, key web page addresses and a list of principal 
publications.   

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
The basics—begin at the beginning 
It may seem elementary but your first resource is the NSHA intranet. 

Use the website to obtain up-to-date information, forms, guides and links. 
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Maintain 

Laying the foundation for 
an effective study through 
training and careful 
preparation 

Financing the 
study 

Navigating the 
REB process 
for study 
approval 

Securing people, 
location, equipment, 
services for the study 
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Winding down 
and archiving 
study records 
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The NSHA website has two main interfaces:   
 Public website  http://www.nshealth.ca 
 Intranet for employees (only accessible from computers within the NSHA system)  

http://chdintra.cdha.nshealth.ca/ 
 
If you plan to conduct research at NSHA, there is plenty of support available. To get started, visit the NSHA 
Discovery and Innovation (i.e., research) website. This is your go-to site for forms, guides, templates, brochures, 
research newsletters and researcher profiles. 
http://www.cdha.nshealth.ca/discovery-innovation 
 

Research Services  
The purpose of this guide is to identify the resources available to you during each step of your research study. 
Research Services will support you with assistance as you prepare, fund, gain approval for, set up, maintain and 
close your study. Research Services staff are committed to helping you with many aspects of research such as 
regulatory training, documentation, contract negotiation, agreements, human resources, quality assurance, 
financial management and communication. You will find details of the assistance offered and how to obtain it 
throughout this guide. 
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers  
Contact:  lisa.underwood@nshealth.ca 
 

Research Methods Unit 
The RMU provides expertise and support to clinical and health researchers at all stages of a research project in 
the areas of research design and methods, biostatistics, research database development and management, and 
health economics. 
(See Design section.) 
http://www.cdha.nshealth.ca/discovery-innovation/research-methods-unit 
Contact:  daniela.meier@nshealth.ca 

Research web 
site is called 
Discovery and 
Innovation 

http://chdintra.cdha.nshealth.ca/
http://www.cdha.nshealth.ca/discovery-innovation
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers
mailto:lisa.underwood@nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/research-methods-unit
mailto:daniela.meier@nshealth.ca
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Prepare 

Prepare 

Must do:  all principal investigators (PI) 
There is a course that all PIs must take.  
It is an introduction to the second edition of the Tri-Council Policy Statement: Ethical Conduct for Research 
Involving Humans (TCPS 2). This online tutorial TCPS 2: CORE (Course on Research Ethics) consists of eight 
modules focusing on the guidance in TCPS 2 that is applicable to all research, regardless of discipline or 
methodology. 
http://www.pre.ethics.gc.ca/eng/education/tutorial-didacticiel/ 

 
Must do: registering a Clinical Trial 
You must register your clinical trial, if applicable, before you can receive Research Ethics Board approval.  
To obtain a clinical trial registration number, register on a recognized website: www.clinicaltrials.gov 
http://www.clinicaltrials.gov/ct2/manage-recs/background 
 
See the Registering Clinical Trials at NSHA guideline at: 

http://www.cdha.nshealth.ca/discovery-innovation/documents 
 Contact: jennifer.thurlow@nshealth.ca 
      

Preparing for your research study—learn from the experts 
You must be aware of the regulations governing human research. Give yourself a better chance for success by 
finding out up front what Health Canada requires you to do. Get a handle on ICH GCP and Division 5 
Regulations. 
When a clinical trial involves a drug, medical device or natural health product, compliance with regulations is 
essential. Non-compliance can result in suspension of your research. Training sessions and/or consultations are 
available for you and your research team at anytime, anywhere. 
 http://www.cdha.nshealth.ca/discovery-innovation/research-training-education 
 Contact:  janet.gallant@nshealth.ca 

 
Investigator training 

If you are the investigator-sponsor of a research study, you must engage in the required training:  
 Division 5 Regulations 
 ICH GCP 
 investigator responsibilities  

Contact:  janet.gallant@nshealth.ca 

http://www.pre.ethics.gc.ca/eng/education/tutorial-didacticiel/
http://www.clinicaltrials.gov/ct2/manage-recs/background
http://www.cdha.nshealth.ca/discovery-innovation/documents
mailto:jennifer.thurlow@nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/research-training-education
mailto:janet.gallant@nshealth.ca
mailto:janet.gallant@nshealth.ca
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Personal Health Information Act (PHIA) 

You and your team need to be aware of the privacy and confidentiality issues 
around personal information as it applies to research. 
To find out more about the requirements of PHIA for researchers (including a 
video presentation), see: http://www.cdha.nshealth.ca/discovery-
innovation/privacy-legislation-research 
Contact:  janet.gallant@nshealth.ca 
If you have questions about privacy legislation, contact: 
cdhalegalservices@cdha.nshealth.ca 

 
Personal Information International Disclosure Protection Act (PIIDPA) 

PIIDPA protects privacy by restricting the disclosure of personal information 
outside Canada, as other countries may not have equivalent data protection laws. Personal information (including 
participants’ personal health information and researchers’ staff CVs) may only be stored or accessed outside 
Canada with the consent of the individual. 
http://www.cdha.nshealth.ca/discovery-innovation/privacy-legislation-research 
Contact:  julia.enkeeva@nshealth.ca or jennifer.thurlow@nshealth.ca 
 

Research policies at NSHA 
NSHA policies include a group of research policies which outline NSHA requirements for researchers. To 
ensure compliance, you and your staff must review these policies and document this review. Compliance is 
monitored in an audit or inspection. (See also section on staff training.)  
Expand NSHA policies and then select Research Policies to view them at: 
http://policy.nshealth.ca/Site_Published/dha9/PolicyManualView.aspx 
Contact:  julia.enikeeva@nshealth.ca 

  

Research policy manual 
sections: 
RS01: Research 
Administration 
 

RS02: Research Ethics 
 

RS03: Research Conduct 
 

RS04: Research Quality 
and Integrity 
 

RS05: Clinical 

PHIA came into 
force on June 1, 
2013. This 
legislation, deals 
with the collection, 
use, disclosure, 
retention, disposal 
and destruction of 
personal health 
information.  PHIA 
introduces new 
requirements for 
research which has 
led to modifications 
to many 
procedures, 

   
   

 
 

Personal health information includes 
all information relating to health and 
health services that may (alone or in 
combination with other information) 
identify an individual, their family or 
their substitute decision maker. 

 
Personal health information does not 
include statistical, aggregate or de-
identified information. If information 
(either alone or in combination with 
other information) does not identify 
an individual, it is not “personal health 
information.” 
 
 
 

http://www.cdha.nshealth.ca/discovery-innovation/privacy-legislation-research
http://www.cdha.nshealth.ca/discovery-innovation/privacy-legislation-research
mailto:janet.gallant@nshealth.ca
mailto:cdhalegalservices@cdha.nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/privacy-legislation-research
mailto:julia.enkeeva@nshealth.ca
mailto:jennifer.thurlow@nshealth.ca
http://policy.nshealth.ca/Site_Published/dha9/PolicyManualView.aspx
mailto:julia.enikeeva@nshealth.ca
http://novascotia.ca/dhw/phia/
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Prepare 
Investigator responsibilities 

As you prepare to put on your researcher hat, it is helpful to know your responsibilities: 
Investigator Responsibilities (ICH GCP 
Section 4) 

Investigator/Sponsor Responsibilities (ICH GCP, Section 5, 
and Division 5 C.05.10) 

• qualifications • investigator selection 
• resources • scientific validity 
• medical care of participants • regulatory and ethics approval obtained 
• communicating with REB • trial management 
• compliance with protocol • handling/storing investigational product 
• investigational product accountability • data handling and record keeping 
• randomization procedures/unblinding • quality assurance and quality control 
• informed consent • safety reporting 
• records and reports • monitoring and auditing 
• adverse event reporting • clinical study report 

If you are wearing both hats—investigator and sponsor—here are some of your responsibilities: 
• obtaining authorization from Health Canada to conduct the trial (phase 1–3 trials) 
• submitting safety reports to Health Canada 
• designing the protocol, case report forms and other study documentation 
• providing mechanisms for quality assurance and control systems with written standard operating procedures 
• ensuring labeling requirements are met for investigational products 
• maintaining records to establish trial has been conducted in accordance with the regulations, the protocol and ICH-GCP 
• developing a monitoring plan and associated standard operating procedures  
• establishing a data safety and monitoring board  
• securing facilities, services, equipment 
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Prepare Investigator-sponsored research 
Increasingly, research is being conducted by investigators who are initiating their own trials. This means the 
investigator takes on the responsibilites ordinarily held by 
the sponsor. 
Support for the investigator/sponsor includes: 

 consultations 
 recommendations and considerations 
 assistance in implementing recommendations 
 training sessions 

http://www.cdha.nshealth.ca/discovery-innovation/research-training-education  
Contact:  janet.gallant@nshealth.ca 
 

How will your research impact the institution? 
You need to assess how your research will impact NSHA services and patient care.  
Your research may require assistance from nurses in your hospital, lab work and other supports provided by 
NSHA. You cannot assume that anything will be provided for your study unless you have discussed your needs 
with the service providers, have signed agreements with them and considered the costs in time and money for the 
services you will need. Avoid being in a position where you are ready to kick off your research and suddenly find 
out that the services are only available at a cost not previously considered or, even worse, not available at all. 
Contact:  stacey.pyke@nshealth.ca

Training available for the investigator/sponsor: 
-Regulatory Requirements for Research 
-ICH-GCP Investigator Responsibilities 
-Division 5 Regulations 
-Sponsor-Investigator Responsibilities for ICH-
GCP compliant research 

Examples of support 
your research may 
need: 
• Diagnostic 

Imaging 
• Lab shared 

services 
• Nursing 

assistance (blood 
draws, etc.) 

• Pulmonary 
function 

• Med day unit  
• Cardiac catheter 

lab 

http://www.cdha.nshealth.ca/discovery-innovation/research-training-education
mailto:janet.gallant@nshealth.ca
mailto:stacey.pyke@nshealth.ca
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Prepare Terminology 
Getting a handle on research terminology 
You will find additional definitions throughout this document. Here are a few very basic ones. 
 

 Clinical trial:  Any research study that prospectively assigns human participants or groups of humans to one or more health-
related interventions to evaluate the effects on health outcomes. Clinical trials may also be referred to as interventional trials.  
Interventions include but are not restricted to drugs, cells and other biological products, surgical procedures, radiologic 
procedures, devices, behavioural treatments, process-of-care changes, preventive care, etc. This definition includes Phase I 
to Phase IV trials. — World Health Organization 
 

 Principal Investigator (PI):  The person responsible for the conduct of a study at a study site.  If a study is conducted by a 
team of individuals at a study site, the principal investigator is the leader of the team.  (Note: For clinical trials, the PI must be 
a NSHA staff member.  External parties and trainees (e.g., students, residents, fellows) may be sub-investigators but are not 
permitted to be the principal investigator) 

 
 Sub-investigator:  An individual member of the study team designated and supervised by the principal investigator to 

perform critical study-related procedures and/or to make important study-related decisions. 
 
 Protocol:  A document that describes the objectives(s), design, methodology, statistical considerations, and organization of 

a research study 
 
 Regulatory Authorities:  Health Canada, the U.S. Food and Drug Administration (FDA), and other bodies having the power 

to regulate pharmaceuticals, devices or procedures 
 

Research Participant:  Individuals whose data, or responses to interventions, stimuli or questions by the researcher, are relevant 
to answering a research question. 

 
 Research Site:  The location(s) where study-related activities are actually conducted 
  

Sponsor: An individual, company, institution, or organization which takes responsibility for the initiation, management, and/or 
financing of a clinical trial. 

 
Sponsor-Investigator: 
An individual who both initiates and conducts, alone or with others, a clinical trial, and under whose immediate direction the 
investigational product is administered to, dispensed to, or used by a subject. The term does not include any person other 
than an individual (e.g., it does not include a corporation or an agency). The obligations of a sponsor-investigator include 
both those of a sponsor and those of an investigator.  
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Design Designing your research study: do it right—measure twice, cut once! 
 
Have you clearly defined your research question? Do you have a study design in mind?  

How do you know if your research question is viable? Have you conducted a literature review?  
The Health Sciences Library offers training sessions to show you how to perform literature searches (e.g., 
Becoming a Savy Searcher, PubMed Essentials and RefWorks Bootcamp).  
http://www.cdha.nshealth.ca/health-sciences-library/library-training  
 
What is the difference between a proposal and a protocol? 
Research protocol guidelines are available at: 
http://www.cdha.nshealth.ca/discovery-innovation/ethics 
Contact for consultation:  janet.gallant@nshealth.ca 

 
If you need expertise in research design and methods, 
biostatistics, research database development and management, and health economics, the Research Methods 
Unit (RMU) can provide you with what you need. 

The RMU is comprised of experienced consultants with the expertise to provide support at all stages of a 
research project. Services provided by the RMU include: 

 Review of study design/epidemiology/quantitative and qualitative research methods 
 Research database development and data management support 
 Biostatistical consulting 
 Health economics consulting 
 Training seminars and workshops in biostatistics, qualitative research methods and health economics 

 
http://www.cdha.nshealth.ca/discovery-innovation/research-methods-unit  
Contact:  daniela.meier@nshealth.ca  

Proposal: a document meant to persuade your 
instructor, peers or funding committee.  
Protocol: a detailed description of the study plan and 
methodology which also satisfies the ethical 
requirements of human subject research 

Literature review: 
reviewing, analyzing, 
evaluating and 
summarizing scholarly 
materials about a 
specific topic 

RMU clients include 
Nova Scotia Health 
Authority, IWK Health 
Centre and Dalhousie 
University 
investigators who 
engage in clinical and 
health research. The 
RMU also supports 
fellows, residents, 
post-docs, graduate 
students and medical 
students with their 
trainee project, if they 
have a 
mentor/supervisor. 

http://www.cdha.nshealth.ca/health-sciences-library/library-training
http://www.cdha.nshealth.ca/discovery-innovation/ethics
mailto:janet.gallant@nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/research-methods-unit
mailto:camille.angus@dal.ca
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Design 
There are many areas specific to research that will be new to you. Research topics range from specialty software 
to getting your research published. 
Practical information sessions are available through the Integrated Health Research Training Partnership (IHRTP) 
Check out the training calendar at:  
http://www.dal.ca/faculty/gradstudies/news/news/2015/01/12/ihrtp_winter_spring_2015_sessions.html 
 
The Training Interdisciplinary Research (IDR) team at the IWK Health Centre also offers training sessions and 
workshops. Check out their website to see what is available at: 
http://www.iwk.nshealth.ca/sites/default/files/research_education_lineup_aug_oct2015.pdf 

http://www.dal.ca/faculty/gradstudies/news/news/2015/01/12/ihrtp_winter_spring_2015_sessions.html
http://www.iwk.nshealth.ca/sites/default/files/research_education_lineup_aug_oct2015.pdf
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Funding:  Who’s going to pay to make your great research idea a reality? 
   

Sources of funding 

 The most recent funding program is Translating Research into Care (TRIC) healthcare improvement program. 
 Established in 2013, grants funding through the TRIC program provide evidence and facilitate the translation of 
clinical science into improved delivery of service and patient care.  Funded by the QEII Foundation, these grants 
are open to those with appointments at the QEII Health Sciences Centre (e.g.  employees, medical staff 
members, affiliate scientists or those with a medical appointment at the QEII).  See 
http://www.cdha.nshealth.ca/discovery-innovation/qeii-fdn-tric-grants for further details about  the funding 
program and eligibility requirements. 

 
 Nova Scotia Health Authority Research Fund 

www.cdha.nshealth.ca/discovery-innovation/research-fund-competiton 
 

 Nova Scotia Health Research Foundation (NSHRF) 
 www.nshrf.ca 
 

 Canadian Foundation for Innovation (CFI) 
http://www.innovation.ca 
 

 Canadian Institutes of Health Research 
www.cihr-irsc.gc.ca/e 
 

 Atlantic Innovation Fund 
http://www.acoa-
apeca.gc.ca/eng/ImLookingFor/ProgramInformation/AtlanticInnovationFund/Pages/AtlanticInnovationFund.aspx  
 

 Genome Atlantic 
http://www.genomeatlantic.ca/ourresearch_Opportunities  
 

Fund 

http://www.cdha.nshealth.ca/discovery-innovation/qeii-fdn-tric-grants
http://www.cdha.nshealth.ca/discovery-innovation/research-fund-competiton
http://www.nshrf.ca/
http://www.innovation.ca/
http://www.innovation.ca/
http://www.cihr-irsc.gc.ca/e
http://www.cihr-irsc.gc.ca/e
http://www.acoa-apeca.gc.ca/eng/ImLookingFor/ProgramInformation/AtlanticInnovationFund/Pages/AtlanticInnovationFund.aspx
http://www.acoa-apeca.gc.ca/eng/ImLookingFor/ProgramInformation/AtlanticInnovationFund/Pages/AtlanticInnovationFund.aspx
http://www.genomeatlantic.ca/ourresearch_Opportunities
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Fund 

Fund 

A local source for links to funding opportunities is:  
 http://www.dal.ca/dept/research-services.html 

 
The Research in Progress newsletter features a selection of current funding opportunities in each issue. 
 http://www.cdha.nshealth.ca/discovery-innovation/research-progress-newsletter 

 
 Contracts and Grants Office (CGO): Supporting the funding process 

 Industry-sponsored research—requires a negotiated contract signed by you, NSHA and the sponsor (e.g., a 
pharmaceutical company) who is contracting you on a fee-for-service basis to conduct research on their behalf. 
Responsibilities are shared and defined in the contract. Get the help you need to ensure you and your team are 
properly represented from the outset.  
Contact:  alicia.benton@nshealth.ca 

 
 Industry-funded research requires a funder agreement signed by the PI, NSHA and the industry funder (e.g., a 

pharmaceutical company) who is providing only financial or material support for your research. Responsibilities 
are shared and defined in the agreement. Get the help you need to ensure you and your team are properly 
represented from the beginning of the process. 
Contact:  jennifer.thurlow@nshealth.ca 

 
 Grant-funded research—occurs when you receive a grant from a foundation, non-profit agency (e.g., Terry Fox 

Foundation); research fund (e.g., Nova Scotia Health Authority Research Fund); or granting agency (e.g., 
NSHRF, CIHR). You have clearly defined responsibilities—different from those in industry-sponsored research. 
Contact:  jennifer.thurlow@nshealth.ca 

 
 
Investigator-sponsored research  

Investigator-sponsored research involves different and additional 
responsibilities for the investigator from those in industry-sponsored 
research. Identify your responsibilities. Educational sessions as well as consultations are available to help you do 
this. You decide the time and place.  
 Contact:janet.gallant@nshealth.ca 
 

Sponsor: an individual, 
company, institution 
or organization that 
takes responsibility for 
the initiation (e.g., 
writes the research 
protocol), 
management and 
regulatory compliance 
for a clinical trial 
There can be only one 
sponsor per trial. 
 

 
 

Funder: an 
organization or 
individual that 
provides financial 
support for a research 
study 
 

 
 

Researchers who act as sponsors 
can expect a higher level of 
preparation and responsibilities. 

 

 
 

http://www.dal.ca/dept/research-services.html
http://www.dal.ca/dept/research-services.html
http://www.cdha.nshealth.ca/discovery-innovation/research-progress-newsletter
mailto:alicia.benton@nshealth.ca
mailto:jennifer.thurlow@nshealth.ca
mailto:jennifer.thurlow@nshealth.ca
mailto:janet.gallant@nshealth.ca
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Once you’re clear about your responsibilities as the investigator and sponsor, obtain assistance with the grant 
application process. It’s important to do this as far in advance as possible. You’ll save unnecessary time and 
energy and end up with a solid application which has a better chance of success.  
 Contact: jennifer.thurlow@nshealth.ca 

 
Research budgets 

Whatever your source of funding, developing a realistic and accurate budget will be a major part of the application 
and agreement process. Do you know which costs are eligible? What are direct and indirect costs?  
Research Services must review and approve all research budgets before an application is submitted. You will find 
their involvement valuable. Tools and templates are available at: 
http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-contracts 
If your research is contract-based (i.e., with a sponsor),  
Contact:  alicia.benton@nshealth.ca 

 
If your research is grant-based,  
Contact:  jennifer.thurlow@nshealth.ca 

 
While you are preparing your budget, you need to ensure you have enough money to pay staff over the life of the 
study. Have you thought about annual wage adjustments? 
Staffing costs must be taken into account early on in the budget process. 
Contact: judith.thompson@nshealth.ca 

  

If the investigator 
initiates and manages 
the trial, the 
investigator is acting as 
the sponsor. If the 
investigator is also 
conducting the trial and 
supervising the 
administration, 
dispensing, and/or use 
of the investigational 
product; then the 
investigator is acting as 
the sponsor-
investigator. The 
obligations of a sponsor-
investigator include 
both those of a sponsor 
and an investigator. 
 
 

This review ensures that 
all required and 
appropriate costs are 
included to cover the 
overall expenses of the 
proposed research 
study. 
 

 

mailto:jennifer.thurlow@nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-contracts
mailto:alicia.benton@nshealth.ca
mailto:jennifer.thurlow@nshealth.ca
mailto:judith.thompson@nshealth.ca
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Fund Research study agreements 
The CGO can provide valuable assistance to you. 
Research Services will work closely with you through the process of agreement negotiation. Issues can be 
complex and you want to ensure that your interests are protected.  
Contact:  alicia.benton@nshealth.ca 

    jennifer.thurlow@nshealth.ca 
 

Agreements and letters of support 
Doing research at NSHA will require documentation for the services your study participants will require.  
It is critical that you anticipate the services at NSHA  that you will require and secure them prior to commencing 
your study. You must also take into consideration the impact your research may have on staff at hospital clinics. If 
there will be additional work for staff in the hospital, you must have the health services manager agree to provide 
this assistance. The CGO facilitates this process and will work with you and/or your research coordinator to ensure 
that you have in place the appropriate required services. The CGO initiates the process by sending you the 
Hospital Service package. You will need to complete the Hospital Services Agreements Form and return it to 
the CGO. If you do not require any services, check the No services required box and return it to the CGO.  
Contact:  stacey.pyke@nshealth.ca  

Complex issues: 
-publication rights 
- intellectual property 
- confidentiality 
- privacy 
- indemnification 
- protocol deviations 
- insurance 
- limitations of liability 
- adverse event 
reporting 
- subject compensation 
- termination 
- compliance with laws 
and regulations 
- assignment 
- survival 
- record retention 
- governing law 
-force majeure 
 
 Hospital Services Agreement:   

a written agreement between a NSHA 
department/service (e.g., laboratory 
services, diagnostic imaging), the 
principal investigator, and Research 
Services detailing the services and 
volumes required for a study and 
reimbursement required for these 
services 

 

mailto:alicia.benton@nshealth.ca
mailto:jennifer.thurlow@nshealth.ca
mailto:stacey.pyke@cdha.nshealth.ca
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Fund Helping you negotiate a contract for your industry-sponsored research:  an overview of what is involved 

Contact:  
alicia.benton@nshealth.ca 
stacey.pyke@nshealth.ca 

Assists, prepares, reviews and approves all 
research agreements and budgets for industry-
sponsored research at NSHA 

 

Documents and the 
process Role of Contracts/Grants Office (CGO) Notes 

Non-disclosure/confidentiality 
agreements 
 

Investigator  or sponsor 
provides to CGO 

CGO reviews /obtains required institutional 
signatures prior to the research team receiving study 
protocol, contract or budget 

 

Research study agreements 
 
Provided by Sponsor/CRO or 
research team to CGO 

CGO reviews, approved, finalizes, obtains required 
institutional signatures 

CGO provides: 
- Personal Data Privacy Consent Form 
- W8-BEN form 
- NSHA’s certificate of insurance 
- Dept. service estimates 
- Memos supporting budget requests 
- NSHA policy internet links 
- Nova Scotia Finance Act 

Research study budget 
 

Investigator/Research 
Coordinator begins developing 
budget by obtaining costs of 
services, etc. 

Works closely with the investigator/research 
coordinator to establish budget 

Budget tools and templates: 
http://www.cdha.nshealth.ca/discovery-innovation/industry-
sponsored-research-contracts 

Agreement execution CGO confirms final approval and forwards to PI;  
PI signs and sends back to CGO 
CGO obtains appropriate signatures 
CGO sends to sponsor/CRO 
Sponsor executes and sends copy to CGO and PI 

 

ROMEO data entry CGO uploads executed agreement into ROMEO 
database and enters the financial information 
required for account opening 

Fully executed contracts and amendments are stored in the 
ROMEO database. You will receive a welcome e-mail and 
required hospital service agreements package. 

Amendments/Addendums CGO facilitates request, review, negotiation and 
execution 

Occurs when terms of contract need to be updated or 
renegotiated. 

 

ROMEO is the software 
system used to store, 
track and initiate 
information regarding 
contracts and grants 
during the funding 
process. 

 

mailto:alicia.benton@nshealth.ca
mailto:stacey.pyke@nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-contracts
http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-contracts
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Fund Helping you apply for funding to support investigator-sponsored and grant-funded research:  an overview of what 
is involved 
Contact: 
jennifer.thurlow@nshealth.ca 
stacey.pyke@nshealth.ca 

Assists, prepares, reviews and approves all research 
agreements and budgets for investigator-sponsored studies 
at  NSHA 

 

Documents and the 
process Role of Contracts/Grants Office (CGO) Notes 
Applying for/obtaining 
funding or support 

On behalf of NSHA, CGO: 
- registers applicants 
- updates institutional information 
- receives/reviews correspondence from granting  agencies 
- final review/approval/electronic submission of applications 

Details at: 
http://www.cdha.nshealth.ca/discovery-
innovation/services-researchers/developing-research-
study/idea-award 

Non-
Disclosure/Confidentiality 
agreement 

CGO sends to participating sites, funder, collaborators on 
behalf of PI prior to sending of protocol, site agreement and 
budget or 
CGO reviews and approves prior to receiving or sending of 
protocol, site agreement  or budget 

 

Research agreements CGO assists with: 
- participating site agreements 1 

- industry funding/support agreements 
- collaborative research agreement (CRA)2 

- material transfer agreement (MTA)3 

- data transfer agreement (DTA)4 

- amendments  

1 For multi-site studies 
2when PI/NSHA collaborate with a commercial partner 
or organization & have mutual interests 
3When sample materials are leaving or being received 
by NSHA 
4where patient data is sent outside NSHA in absence 
of a site agreement covering patient data 

Research study budget CGO reviews budget prepared by PI/research team  
Agreement execution - CGO sends to PI for review and approval 

- CGO circulates approved agreement for signature to 
Integrated VP Research and Innovation and any other 
signatories 
 

If you are conducting research at NSHA and a 
member of a Dalhousie faculty, you must complete 
and submit a signed Investigator Checklist 
http://www.cdha.nshealth.ca/discovery-
innovation/services-researchers/developing-research-
study/idea-award 

ROMEO data entry CGO uploads executed agreement into ROMEO database 
and enters to financial information required for account 
opening 

You will receive a welcome e-mail and required 
hospital service agreements package. 

Transfer and release of 
funds 

CGO facilitates collection of documentation, transfer and 
receipt of funds through Dalhousie Financial Services and  
Research Finance 

If you require access to the funds from the granting 
agency prior to your REB submission, contact: 
jennifer.thurlow@nshealth.ca 

mailto:jennifer.thurlow@nshealth.ca
mailto:stacey.pyke@nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/developing-research-study/idea-award
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/developing-research-study/idea-award
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/developing-research-study/idea-award
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/developing-research-study/idea-award
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/developing-research-study/idea-award
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/developing-research-study/idea-award
mailto:jennifer.thurlow@nshealth.ca
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Fund Do you plan to go big? Feeling you’re out of your depth? 
There’s a lot involved when you pursue partnerships with 
government and industry. 
Explore your options. Don’t miss the opportunities that 
partnerships can bring—access the support available from 
Research Development.  
 
Make sure you have all the bases covered—patents, publications, commercialization, to name a few. 
Arrange a consultation with the program leader for research development 
Contact:  sandra.crowell@nshealth.ca 
 
Who would have thought a large scale funding opportunity (such as an AIF grant) would be so complicated?  
Don’t let it overwhelm you—meet with the program manager for institutional awards early on in the application 
process. Don’t leave it to the last minute. It is much easier and less stressful to get support for your application 
early in the game. Assistance will ensure your application is complete and will give you a higher chance of being 
successful. The program manager will also provide support to you once you receive your funding.  
Contact:  jayne.sierens@nshealth.ca 
 
 
  

Research Development assists with: 
• developing strategies for future growth 
• increasing research revenue 
• developing funding partnerships with 

industry and government 
 

 
Institutional awards 
helps ensure your 
application: 
• contains a well 

developed business 
case 

• addresses 
institutional risk 
issues  

• incorporates IP 
best practices  

• ensures alignment 
with strategic 
priorities  

 
 

mailto:sandra.crowell@nshealth.ca
mailto:jayne.sierens@nshealth.ca
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Approval 

 

 

Research Ethics Board—safeguarding research participants 
 
All research that is conducted at NSHA must receive REB approval before the study begins. 

Before your research can get underway, it is essential to obtain REB approval. 
The Nova Scotia Research Authority Research Ethics Board (REB) is an integral part of any research performed 
at NSHA. The REB must review all research studies involving patients, staff, resources or data before the 
research begins. If you have questions about your research and the REB process,  
Contact:  ken.jenkins@nshealth.ca 
 

What counts as research? 
The Tri-Council Policy Statement provides a comprehensive outline of what research is. 
The following is considered to be research if you: 

 will administer a drug, take a blood sample, do a test or perform any procedure, clinical, 
therapeutic or otherwise, upon yourself or someone else, for research rather than treatment 

 will ask people information whether by telephone, letter, survey, questionnaire or interview  
 will review information from patient charts (even your own patients’ charts) for research 

purposes 
 will use material derived from people (tissue samples, blood, DNA) 
 will be using non-public records (e.g., not the telephone book) which contain identifying information about anyone 

either directly or indirectly 
 will use information previously gathered about anyone, even if anonymized (secondary data analysis) 
 will be observing anyone’s responses or behavior, either directory or indirectly 

 
If you need clarification,  
Contact:  ken.jenkins@nshealth.ca 

  

Meets weekly 
 
80 members 
 
Four working groups 
 
Location:  Room 118 
Centre for Clinical 
Research  
5790 University 
Avenue, Halifax, NS  
B3H 1V7 
 

Applies to research 
involving human 
participants, human 
biological materials, 
human embryos, 
fetuses, fetal tissue, 
reproductive materials 
and stem cells. This 
applies to materials 
derived from living and 
deceased individuals. 

 

mailto:ken.jenkins@nshealth.ca
mailto:ken.jenkins@nshealth.ca
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Clinical trial:  Any research study that prospectively assigns human participants 
or groups of humans to one or more health-related interventions to evaluate the 
effects on health outcomes.  Clinical trials may also be referred to as 
interventional trials.  Interventions include but are not restricted to drugs, cells 
and other biological products, surgical procedures, radiologic procedures, 
devices, behavioural treatments, process-of-care changes, preventive care, etc.  
This definition includes Phase I to Phase IV trials. — World Health Organization 

 

Approval 

You must make all REB submissions using the new  
electronic researchers Portal. 

 

 
Quality assurance studies 

Are you aware that quality assurance studies do not require REB approval? 
Quality assurance and quality improvement studies, program evaluation activities, and performance reviews or 
testing within normal educational requirements when used exclusively for assessment, management or 
improvement purposes, do not fall within the scope of REB review. The following website provides a useful tool 
for determining if your study is quality assurance or research.  

       http://www.aihealthsolutions.ca/arecci/areccitools.php 
 

If you are still unsure whether or not your study is quality assurance,  
Contact ken.jenkins@nshealth.ca 

 
Classification of your research 

The forms you submit to the REB will depend 
on your research classification. 
There are two distinct classifications:   

- clinical trials 
- non-interventional studies 

 
How do I initiate a review by the REB? 

You will need to submit an appropriate application (depending on the type of research—clinical trial or non-
interventional study—you plan to do) and all relevant information. The NSHA REB has recently moved to an 
electronic submission process, accessed through an electronic portal. If you are a new research person, you must 
click on the Register button to create your account. Your username should be your primary email address. Once 
you have registered, you will receive an email with instructions on 
setting your password. 
 
If you have previously submitted a study to either the IWK or the former CDHA/Multisite REBs, you will already 
have an account within the system.If you are the principal investigator of a non-interventional study and you do 
not have a NSHA affiliation, you must have a Supervising Investigator who is affiliated with the NSHA and who 
will accept the overall clinical and supervisory responsibility during the conduct of the study.If the study is a 

REB submissions 
include: 
• Application form 
• Protocol 
• Consent form 
• Questionnaires 
• Assessment tools 
• Letters of support 
• Researcher’s 

checklist 
• CVs 
• Tri-Council policy 

certificate 
• Advertisements 
• Investigators 

brochure 

 
 

http://www.aihealthsolutions.ca/arecci/areccitools.php
mailto:ken.jenkins@nshealth.ca
http://nsha-iwk.researchservicesoffice.com/Romeo.Researcher/Login.aspx?ReturnUrl=%2fromeo.Researcher%2fdefault.aspx
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REB approval expires on the last day of the specified approval period. 
If approval is not renewed on time, the Board will close your file and 
you must cease all study activities immediately. 

 

Approval clinical trial, the principal investigator must be affiliated with the NSHA. 
 
Consult  the User Guides for Researchers and Research Coordinators on how to use to the electronic portal: 
•  ROMEO Research Portal Users Guide for Researchers 
•  ROMEO Research Portal Users Guide for Research Coordinators 
 
 Applications, guides and templates are available at: 
http://www.cdha.nshealth.ca/discovery-innovation/ethics 

 
Research study protocol 

I have heard a lot about the research protocol. How do I write a good one? 
If you have a sponsor, they will provide a protocol; if you are funded by a grant, you will be writing the protocol. 
For guidance see Guidance Documents:  Research Protocol Guidelines at: 
http://www.cdha.nshealth.ca/discovery-innovation/ethics 
Contact:janet.gallant@nshealth.ca 

 
Ongoing REB requirements 

Once I receive REB approval, are there any further requirements involving the REB? 
Yes, you will need to: 

 submit an annual approval request 
 report major study violations 
 report adverse reactions 
 submit safety update reports 

(See the Maintain section for more information about REB requirements during the life of your research study.   
 
 

Major study violations:  
deviations from 
applicable regulatory 
requirements or REB-
approved documents, 
policies, and/or 
processes that impact 
data integrity or 
participant safety, 
privacy / confidentiality, 
or willingness to 
continue in the study. 

 
 

http://www.cdha.nshealth.ca/system/files/sites/391/documents/romeo-research-portal-user-guide-researchers-user-manual-april-2015.pdf
http://www.cdha.nshealth.ca/system/files/sites/391/documents/romeo-research-portal-research-coordinator-user-manual-april-2015.pdf
http://www.cdha.nshealth.ca/discovery-innovation/ethics
http://www.cdha.nshealth.ca/discovery-innovation/ethics
mailto:janet.gallant@nshealth.ca
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Infrastructure: people, place, equipment and services 
 
Opening a research account 

The CGO facilitates the opening of a research account. They require specific documentation to do so. 
Contact:  stacey.pyke@nshealth.ca 
 
Once your account documentation is in order-finance will provide you with an SAP number: 
Contact:  yvette.theriault@nshealth.ca 
 
Invoice payment and funder invoicing and queries: 
Contact:  yvette.theriault@nshealth.ca 
 
Financial analysis, reporting requests and queries: 
Contact:  jane.macleod@nshealth.ca 
 
Account oversight and management: 
Contact:  chris.collier@nshealth.ca 
 

Recruiting players for your team 
The Human Resources Manager, Research, 
provides client-based support to meet the unique 
requirements for research staff. For assistance with 
hiring and to simplify and accelerate the process,  
Contact:  judith.thompson@nshealth.ca 

 
Technology—e-mail, internet access 

Getting hooked up electronically is essential. 
Contact:   judith.thompson@nshealth.ca 

  

• Assessing staff requirements  
• Posting for new or replacement positions  
• Selecting applicants, providing interview questions and skill 

testing assignments 
• Reference checking  
• Interfacing with People Services to complete the hiring 

process  
• Arranging for Payroll Services, People Services, IT 

requirements 
• Assisting in development of new or revised position 

descriptions as required for research projects 
 

Set up 

Documents required: 
- funding competition: 

budget section of 
application and 
letter/notice of 
award or industry: 
funder agreement 

- REB approval 
- researcher 

accountability 
statement 

- researcher signing 
authority 

- research checklist 
 

mailto:stacey.pyke@nshealth.ca
mailto:Yvette.theriault@nshealth.ca
mailto:Yvette.theriault@nshealth.ca
mailto:jane.macleod@nshealth.ca
mailto:chris.collier@nshealth.ca
mailto:judith.thompson@nshealth.ca
mailto:judith.thompson@nshealth.ca
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Set up 
Space—where are you going to locate? 

Finding space can be challenging. Talk with Research Services.  
Contact:  lisa.underwood@nshealth.ca 

 
Equipment 

You must acquire all medical devices, equipment and/or technology through NSHA’s Procurement Department. 
This ensures the vendor/provider is aware of NSHA requirements. It also allows Biomedical Engineering (BME) to 
confirm that these requirements have been met upon completing an incoming inspection. Please review the 
document BME Requirements for Implementing Technology in the Clinical Research Setting at: 
http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-contracts 
Contacts:  
       Biomedical Engineering:   VG Office:  Room 1025, Dickson Building  902-473-5427 
      HI Office:  Room 6342, Halifax Infirmary 902-473-3113 
       Procurement :   Bethune Building 902-473-5796 

 
Services 

Depending on your research, you may need to have investigational drugs dispensed or lab tests performed. You 
will need information on how to set up these services. For detailed information, see Hospital Department 
Information and Forms at: http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-
contracts 
 
If you need to purchase services or equipment from a third party, you must follow the NSHA procurement 
(purchasing) policy (CH 09-010). Please ensure that you are using the most recent purchasing policy. 
http://policy.nshealth.ca/Site_Published/DHA9/policy_search.aspx?search=1&querySessionId=Querysearch1_71
&siteFilter=0&xslpath=%5cResources%5cintranet%5cxsl%5crender_policy_search_results.xsl 
 
Also, see the Research Grants/Funding section on at: 
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/developing-research-study/idea-award 

 
  

What you require to get 
services from: 
• Pharmacy 
• Lab Shared Services 
• Cardiac and Heart 

Rhythm Lab 
• Peri-operative 

services 

 

mailto:lisa.underwood@nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-contracts
http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-contracts
http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-contracts
http://policy.nshealth.ca/Site_Published/DHA9/policy_search.aspx?search=1&querySessionId=Querysearch1_71&siteFilter=0&xslpath=%5cResources%5cintranet%5cxsl%5crender_policy_search_results.xsl
http://policy.nshealth.ca/Site_Published/DHA9/policy_search.aspx?search=1&querySessionId=Querysearch1_71&siteFilter=0&xslpath=%5cResources%5cintranet%5cxsl%5crender_policy_search_results.xsl
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/developing-research-study/idea-award
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Maintain 

Maintain Research records 
Research records have special retention requirements and must be managed to ensure their integrity, protect 
them from unauthorized access, and ensure access is available to authorized users. 
The PI is responsible for keeping research records in compliance with applicable NSHA, regulatory, and sponsor 
requirements. The records are to be stored on premises owned or leased by NSHA. Research Services offers 
record storage and retrieval services for research conducted at NSHA. 
See the Records Management Guide for Research Records at: 
http://www.cdha.nshealth.ca/discovery-innovation/services-
researchers/research-records-management 
Contact:  michelle.roden@nshealth.ca 
(See Close section for handling records when a research study closes.) 

 
Storage of drug or natural health product 

Use the hospital pharmacy for receiving, storing, dispensing and maintaining accountability records for drugs or 
natural health products.  
It is in your best interests to contract with the hospital pharmacy for these services and it is required unless there 
is a very good reason for you to store products outside of the pharmacy. If you are not using the pharmacy, there 
are a number of requirements that you and your team must meet.  
Contact:  janet.gallant@nshealth.ca 

 
Changes in study team personnel 

You must communicate changes in your study team personnel to all affected parties.  
This includes the REB, any hospital service departments such as the lab and pharmacy and your sponsor, See 
Notification of changes to Study Personnel Form at: 
 http://www.cdha.nshealth.ca/discovery-innovation/documents 

 
It is also important that you remember to update your Delegation and Signature Log. You may use the following 
template at: http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-quality 
See also the policy on Delegation of Study Duties RS03-002. 
http://policy.nshealth.ca/Site_Published/dha9/dha9_home.aspx 

 

Accessing Patient Records HPF patient information in any system 
Check with Health Records if you require access to patient information. 

Research records are  
study-related 
information received or 
generated during the 
course of the research.  
Media include but are 
not limited to: 
handwriting; typing; 
film; microfilm; 
photocopies; optical 
disks; and computer 
disks 

 

Research records are to be managed in accordance with: 
NSHA policies RS 01-011 Retention of Research Records 
and NSHA 100-055 Retention of Records; Research 
Services’ Records Management Guide for Research 
Records; Nova Scotia’s Personal Health Information Act 
(PHIA) and Personal Information International Disclosure 
Protection Act (PIIDPA); other applicable standards, 
including NSHA, regulatory and sponsor requirements. 

 

http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-records-management
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-records-management
mailto:michelle.roden@nshealth.ca
mailto:janet.gallant@nshealth.ca
mailto:janet.gallant@nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/documents
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-quality
http://policy.nshealth.ca/Site_Published/dha9/dha9_home.aspx


RESEARCH RESOURCES GUIDE    

24 
 

Maintain 

http://chdintra.cdha.nshealth.ca/departmentservices/healthinformationservices/hpf.html 
 

Research staff training 
Are your research staff trained properly? Do they have the knowledge they need to do a good job? 
The program manager for research education coordinates training for the research community. There are several 
training options for you and your research team. Some of our training opportunities are available (such as the 
REACH series) on-line. If you would like to join our sessions remotely from an external site, contact 
elaine.strohm@nshealth.ca to receive instructions and to register for the session. Please do this a few days 
before  the session date. 
 
 Orientation to Research  

This is mandatory for new research support staff. New employees receive notification of upcoming sessions. 
michelle.roden@nshealth.ca 
 
 Diving into Clinical Trials? Sink or Swim! 

A must for all coordinators and also of interest to other health professionals, this two-day workshop focuses on the 
practical application of Health Canada’s Regulations and Standards for the conduct of research. 
http://www.cdha.nshealth.ca/education-learning/research-training-education/diving-clinical-trials-sink-or-swim 
Contact: janet.gallant@nshealth.ca 
 
 Research Education Across Atlantic Canada Hospitals (REACH) 

REACH is tailored to topics of current interest. Each year sessions are offered and shared across the Maritimes.  
For more information about the research education program in general, see:   

http://www.cdha.nshealth.ca/education-learning/research-training-education 
If you have specific training needs, please contact: janet.gallant@nshealth.ca 
 

Research policies 
Research staff must be familiar with NSHA research policies.  
Research staff are required to review these policies annually and complete the form: Research Policy Review 
Checklist: Research Employees to show that they have completed the review.  
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-quality 

 
REB reporting 

REACH sessions 
examples: 
• Informed Consent 
• How to Survive a 

Health Canada 
Inspection 

• Developing a 
Practical Protocol 

• Equipping Yourself 
for Research:  
Procurement, 
Maintenance and 
Required Records 

• Key Considerations 
in Developing a 
Monitoring Plan  

 

http://chdintra.cdha.nshealth.ca/departmentservices/healthinformationservices/hpf.html
mailto:michelle.roden@nshealth.ca
http://www.cdha.nshealth.ca/education-learning/research-training-education/diving-clinical-trials-sink-or-swim
mailto:janet.gallant@nshealth.ca
http://www.cdha.nshealth.ca/education-learning/research-training-education
mailto:janet.gallant@cdha.nshealth.ca
http://www.cdha.nshealth.ca/system/files/sites/391/documents/research-policy-review-checklist-research-employees.doc
http://www.cdha.nshealth.ca/system/files/sites/391/documents/research-policy-review-checklist-research-employees.doc
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-quality
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Maintain 

Remember to keep the REB in the loop when changes take place.  
During the course of your research, notify the REB when changes or events take place or new information 
becomes available. You must obtain annual approval from the REB for your research. (See the Approval section 
for more details.) Submit the appropriate forms and documentation to the REB when: 

 you intend to use a new or amended advertisement 
 you intend to use a new or amended ethics approval submission (EAS) form, protocol, consent form or research 

team contact pages 
 you require annual approval 
 you have received Data and Safety Monitoring Board (DSMB) reports and associated documents  
 a study participant experiences a serious unexpected adverse reaction 
 you have new or modified information regarding 

previously-reported local serious unexpected adverse 
reactions 

 there is a major study violation 
 there is a minor study deviation (submit with annual 

approval request and at the end of the study closure 
form) 

 you receive periodic safety update summaries from your 
sponsor 

 there is new or amended product information 
 there are new or amended supporting materials  

You can access forms for all the REB reporting requirements listed above in the Update Forms section at: 
http://www.cdha.nshealth.ca/discovery-innovation/ethics  

Major study violations 
are deviations from 
applicable regulatory 
requirements or REB-
approved documents, 
policies, and/or 
processes that impact 
data integrity or 
participant safety, 
privacy / confidentiality, 
or willingness to 
continue in the study 
 
 

Examples of a major study violations include:  
- obtaining informed consent with an outdated or unapproved 

version of the consent form 
- beginning study procedures before consent was obtained 
- enrolling participants who didn’t meet eligibility criteria 
- omitting key protocol-required tests or procedures 
- medication errors, including prescribing a contraindicated 

medication 
- using the wrong survey instrument 
-  using or releasing personal information without the 

participant’s consent 

 

http://www.cdha.nshealth.ca/discovery-innovation/ethics
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Maintain 
Maintaining quality 

Are you prepared to have an audit on your research? 
The NSHA research quality program manager performs routine and directed audits to determine whether 
research is being conducted according to applicable requirements and to identify opportunities for improvement. 
Findings from routine and directed audits are used to guide system enhancements throughout NSHA. 
 
Your research study may also be audited by: 

 external auditors such as the study sponsor or the IWK Research Ethics Board 
 regulatory inspections performed by Health Canada, the U.S. Food and Drug Administration and other 

governmental agencies 

You must notify the REB and Research Services regarding an external or regulatory audit. Research Services 
coordinates NSHA involvement during the on-site phase of these inspections and investigations.  
Research Audit Manual. http://www.cdha.nshealth.ca/discovery-innovation-7 
Research Quality and Integrity Policies 
http://policy.nshealth.ca/Site_Published/dha9/PolicyManualView.aspx 
Contact:  julia.enikeeva@nshealth.ca  

 
Networking and letting others know what you are doing 

Your research is of interest to both the local and global communitiy. All research publications are distributed by 
Research Services to the research community and other institutions. 
You can raise your profile with a feature story of your research that would appear in a: 

 Focus publication profiles study groups with research stories and photos packaged in a booklet. You can use a 
Focus (paper or electronic ) as a marketing, training and information dissemination tool. 
http://www.cdha.nshealth.ca/discovery-innovation/profiles 

 Newsletter (Research in Progress)  
http://www.cdha.nshealth.ca/discovery-innovation/research-progress-newsletter 

 Research Services annual report—contains researcher profiles and photos 
http://www.cdha.nshealth.ca/discovery-innovation/annual-reports 

 Researcher Directory—contains profiles of NSHA researchers 
Contact: amy.wilson@nshealth.ca  

Audit: a systematic and 
independent 
examination of study-
related activities and 
documents, to 
determine whether the 
evaluated activities 
were conducted, and 
the data were recorded, 
analyzed, and accurately 
reported according to 
the protocol and all 
applicable standards 

 

http://www.cdha.nshealth.ca/discovery-innovation-7
http://policy.nshealth.ca/Site_Published/dha9/PolicyManualView.aspx
mailto:julia.enikeeva@nshealth.ca
http://www.cdha.nshealth.ca/discovery-innovation/profiles
http://www.cdha.nshealth.ca/discovery-innovation/research-progress-newsletter
http://www.cdha.nshealth.ca/discovery-innovation/annual-reports
mailto:amy.wilson@nshealth.ca
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Close 

Refer to NSHA policies: 
- Closing of a Research 
Account (RS 01-010) 
- General Research 
Accounts (RS 01-009) 
http://policy.nshealth.c
a/Site_Published/dha9/
dha9_home.aspx 

 

Research records—study closure 
What do you do with research records after your study is finished or terminated? How long do they need to be 
kept? 
At the end of the applicable records retention period, research records are destroyed in accordance with NSHA 
standards regarding confidential waste paper disposal and electronic media destruction 
(e.g., shredding, pulverization). Find out more from the Records Management Guide for 
Research Records.  
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-
records-management 
Contact:  michelle.roden@nshealth.ca 

 
Research account closure  

Before requesting account closure, cancel or redirect all ongoing expenses related to 
computer leases, long distance phone charges, payroll, photocopying, etc.  
The process for closing your research account is: 

 Complete a separate Research Account Closure Form for each account associated with your study. 
 Send a copy of this form to:  

Financial Services—Research  
Bethune Building, Room 813 
1276 South Park St., Halifax, NS B3H 2Y9  
Phone: 902-473-5705   Fax: 902-473-2141 
Contact: jane.macleod@nshealth.ca  

 
Research study drug disposal 

You must follow proper procedure to dispose of study drugs, after they are no longer needed. 
You may contact the hospital pharmacy to dispose of them or return them to your study sponsor. 
 

  

Records Retention: 
the safeguarding of 
records for a specified 
time to fulfill 
administrative, legal, 
operational and fiscal 
requirements. 
 

- Health Canada requires 
25-year retention for 
records for drug and 
natural health products 
trials. 
- Seven years are required 
for records of non-
interventional studies and 
clinical trials that do not 
involve drugs or natural 
health products. 
 

http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-records-management
http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-records-management
mailto:michelle.roden@nshealth.ca
mailto:jane.macleod@nshealth.ca
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Close 

Inform all affected parties 
of a study termination, 
including study sponsor, 
research team, applicable 
service departments, and 
study participants. If you 
are also the sponsor of the 
study, notify the study 
funder(s), participating 
sites, and/or regulatory 
authorities. 
NOTE:  When your study 
has closed with the REB, 
the COG also notifies the 
departments that you 
have agreements with. 

 
 

Premature termination of a research study  
If you terminate or any other party terminates your research study prematurely, you must complete a Premature 
Study Termination Form. Submit the form to the REB as soon as the decision to terminate the study has been 
made. After all the study activities are complete, follow up with a Study Closure Form. 

Study closure 
Submit the Study Closure Form (for either clinical or non-interventional studies) to the REB when all your study 
activities are complete and your study records are ready for long-term storage 
 
Both premature termination and study closure forms are available in the Update Forms section at: 
http://www.cdha.nshealth.ca/discovery-innovation/ethics 

http://www.cdha.nshealth.ca/discovery-innovation/ethics
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NSHA Research and Innovation directory 
Patrick McGrath, OC, PhD, FRSC, FCAHS, Integrated Vice President, Research, Innovation and Knowledge Translation, Nova Scotia        
Health Authority and IWK Health Centre, 221- 5858/5980 University Avenue, Halifax, NS  B3K 6R8 
Tel:  902 470-6511  Fax:  902-470-6767  patrick.mcgrath@iwk.nshealth.ca 

Executive Assistant Sandra Englehutt Tel:  902-470-6511 Sandra.Englehutt@nshealth.ca 
NSHA Research Services 
Lisa Underwood  Director, Research Services, Centre for Clinical Research, 117-5790 University Avenue, Halifax, NS  B3H 1V7 
Tel: 902 473-4069  Fax: 902 429-1166   lisa.underwood@nshealth.ca 

Michelle Roden  Administrative Assistant  Tel:  902-473-7906  michelle.roden@nshealth.ca 
Julia Enikeeva  Program Manager, Research Quality  Tel:  902-473-8549  julia.enikeeva@nshealth.ca 
Janet Gallant  Program Manager, Research Education  Tel:  902-473-2118  janet.gallant@nshealth.ca 
Judith Thompson  Human Resources Manager  Tel:  902-473-1337  judith.thompson@nshealth.ca 
Amy Wilson Publications Coordinator  Tel:  902-473-5156  amy.wilson@nshealth.ca  

Contracts and Grants Office 
Alicia Benton  Coordinator, Contract Facilitation & Support  Tel:  902-473-6853  alicia.benton@nshealth.ca 
Stacey Pyke  Administrative Coordinator, Contract/Grant Facilitation & Support  Tel:  902 473-6682   stacey.pyke@nshealth.ca 
Jayne Sierens  Program Manager, Institutional Awards  Tel:  902-473-1425  jayne.sierens@nshealth.ca 
Jennifer Thurlow  Coordinator, Grant Facilitation & Support  Tel:  902-473-4841  jennifer.thurlow@nshealth.ca 

Research Development 
   Sandra Crowell  Program Leader, Research Development Tel:  902-473-2273  Fax:  902-426-1166   sandra.crowell@nshealth.ca 

Elaine Strohm  Administrative Assistant, Research Development Tel:  902-473-7564  Fax:  902-426-1166        
elaine.strohm@nshealth.ca 

Research Ethics 
Ken Jenkins, Manager, Research Ethics Board 
Tel:  902-473-8426  Fax:  902-473-5620   ken.jenkins@nshealth.ca 

Nadine Gillam  Administrative Coordinator, Research Ethics Board  Tel:  902-473-2126   nadine.gillam@nshealth.ca 
Starla Burns  Coordinator  Tel:  902-473-5639  starla.burns@nshealth.ca 
Joan Morrison  Coordinator  Tel:  902-473-6436  joan.morrison@nshealth.ca 
Pam Trenholm  Coordinator  Tel:  902-473-6846  pamela.trenholm@nshealth.ca 

Financial Services - Research 
Chris Collier, Manager, Research Funds and Infrastructure 
Tel:  902 473-8448   Fax:  902-473-2141  chris.collier@nshealth.ca 

Hawley Dowe  Finance Officer, Research  Tel:  902-473-1693  hawley.dowe@nshealth.ca    (on leave until May 4, 2016) 
Jane MacLeod  Financial Analyst, Research  Tel:  902-473-5705  jane.macleod@nshealth.ca 
Yvette Theriault  Finance Officer, Research  Tel:  902-473-1693  yvette.theriault@nshealth.ca 

Research Methods Unit 
Adrian Levy, Scientific Director    
         Daniela Meier, Program Manager Tel:  902-494-2653  daniela.meier@nshealth.ca 
 

mailto:patrick.mcgrath@iwk.nshealth.ca
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Websites can be challenging to navigate. Although the NSHA research website is constantly being updated, you may 
find the following list will help you zero in on the research information you need: 

Annual Report: ---------------------------------  http://www.cdha.nshealth.ca/discovery-innovation/annual-reports   Amy Wilson 

Accounts-----------------------------------------  http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-financial-services Jane MacLeod 

Calendar: ----------------------------------------  http://www.cdha.nshealth.ca/discovery-innovation/calendar    Michelle Roden 

NSHA Research Fund:  --------------------- http://www.cdha.nshealth.ca/discovery-innovation/research-fund-competiton  Michelle Roden 

Contracts support: ----------------------------  http://www.cdha.nshealth.ca/discovery-innovation/industry-sponsored-research-contracts Alicia Benton 

Development: ----------------------------------  http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/development-planning Sandra Crowell 

Education: --------------------------------------- http://www.cdha.nshealth.ca/discovery-innovation/research-training-education  Janet Gallant 

Ethics forms: -----------------------------------  http://www.cdha.nshealth.ca/discovery-innovation/ethics    Ken Jenkins 

Focus on research: ---------------------------  http://www.cdha.nshealth.ca/discovery-innovation/profiles    Amy Wilson 

Grants support: --------------------------------  http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/contracts-grants  Jennifer Thurlow 

Human Resources: ---------------------------  http://www.cdha.nshealth.ca/discovery-innovation/research-human-resources  Judi Thompson 

Hospital agreements -------------------------  http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/contracts-grants Stacey Pyke 

Institutional awards ---------------------------  http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/contracts-grants/institutional-awards  

 -----------------------------------------------------           Jayne Sierens 

Newsletter: --------------------------------------  http://www.cdha.nshealth.ca/discovery-innovation/research-progress-newsletter   Amy Wilson 

Policies, NSHA:   ------------------------------ http://policy.nshealth.ca/Site_Published/dha9/PolicyManualView.aspx  

Policies, research: ---------------------------- http://www.cdha.nshealth.ca/discovery-innovation-3     

Privacy legislation: ---------------------------- http://www.cdha.nshealth.ca/discovery-innovation/privacy-legislation-research  Janet Gallant 

Publications, research database ---------- http://www.cdha.nshealth.ca/discovery-innovation/links-resources   Amy Wilson 

Quality: -------------------------------------------  http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-quality Amy Wilson   

Records management: ----------------------  http://www.cdha.nshealth.ca/discovery-innovation/services-researchers/research-records-management Michelle Roden 

REB forms -------------------------------------- http://www.cdha.nshealth.ca/discovery-innovation/ethics    Ken Jenkins  

TRIC grants; ------------------------------------  http://www.cdha.nshealth.ca/discovery-innovation/qeii-fdn-tric-grants   Sandra Crowell 

Training: ----------------------------------------- http://www.cdha.nshealth.ca/discovery-innovation/research-training-education  Janet Gallant
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