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Request for Proposals and Proposal Form

from the Natural Health Products Directorate

Health Products and Food Branch, Health Canada

January 9, 2004

Introduction

The Natural Health Product Directorate Mission Statement:

· To ensure that all Canadians have ready access to natural health products that are safe, effective, and of high quality, while respecting freedom of choice and philosophical and cultural diversity. 

Following a national consultation process, new Natural Health Product regulations were published on June 18th of 2003. These regulations, which place requirements on those who manufacture, package, label, import or distribute NHPs, are intended to regulate substances that are safe for over-the-counter use. Natural health products include plant or plant materials such as herbal products, isolates extracted from plant materials, vitamins, minerals, amino acids, essential fatty acids and homeopathic products that are used to diagnose, treat and/or prevent disease, restore or correct function or maintain or promote health.

In addition to its role as product regulator, the Natural Health Product Directorate (NHPD) is committed to supporting NHP research. In order to determine how best to fulfill its research mandate, the NHPD held a series of consultations with key stakeholder groups to determine research priorities. On April 1st, 2003, the NHPD launched the Natural Health Product Research Program (NHPRP) to address these priorities. The aim of the NHPRP is to germinate interest in natural health product research by supporting research and related activities that address the following objectives:

· The need to build research capacity; 

· The commitment to conduct research of the highest quality; 

· The importance of developing community infrastructure and partnerships; and/or 

· The need to enhance knowledge transfer and information retrieval. 

The NHPRP has been developed to reflect the diverse nature of the NHP research community and can support projects through three different avenues: 

· Grants: In partnership with the Canadian Institutes of Health Research (CIHR), the NHPRP will support projects requiring extensive expert peer-review and management such as clinical trials and national infrastructure grants; 

· Contracts: The NHPRP will also support contract research and continuation of the national consultation process; and 

· Contributions: Through use of contribution funds, the NHPRP will provide seed funding to assist in the development of research proposals/initiatives and capacity building. 

This Request for Proposal (RFP) has been developed to provide support through contribution funding. For the purpose of this RFP, NHP research is defined as any form of research involving NHPs that is related to one or more of the following key themes: 

· Biomedical research; 

· Product quality; 

· Clinical research; 

· Health systems and health services research; 

· Societal, cultural, environmental influences on health and the health of populations; 

· Issues related to NHP regulation; 

· Information and knowledge transfer. 

While complementary and alternative health care (e.g. chiropractic, naturopathy, traditional Chinese medicine, homeopathy, etc.) is often intrinsically associated with NHPs, the primary interest of the NHPRP is to support product based rather than practice based projects. Proposals exploring complementary and alternative health care (CAHC) must have a significant focus on NHP research. For example, while chiropractic or acupuncture research in itself does not meet the NHPRP criteria for funding, research investigating the use of NHPs by chiropractors or acupuncturists is suitable for consideration.
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Purpose

The purpose of this RFP is to provide seed funding to support research initiatives in their early stages of development. This may include:

· Supporting research projects in their developmental phase; 

· Supporting research capacity and partnership building, promoting multi-stakeholder collaboration; and/or 

· Supporting the generation of new information through high quality research enabling Canadians to make informed choices about NHP use. 
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Projects Supported by this Fund

Subject areas:

While proposals exploring priorities identified during the research consultations will be considered for support, preference will be given to proposals in the following priority areas (for further information on the consultations and priority areas, please refer to the NHPD website: http://www.hc-sc.gc.ca/hpfb-dgpsa/nhpd-dpsn/index_e.html):

Clinical areas and Population Groups
· Use of NHPs in chronic diseases such as arthritis, auto-immune conditions; 

· Use of NHPs in pregnancy, child and youth health; 

· People living with HIV and AIDS; 

· Drug interactions with NHPs. 

Research Capacity and Network Building
· Increasing capacity and research literacy amongst complementary and alternative health care providers who commonly use NHPs in their clinical practice e.g. herbalists, homeopaths, naturopathic practitioners, traditional healers; 

· Support for national and regional research networks and partnerships, which include participants for different sectors such as conventional health care providers, complementary and alternative health care providers and consumers; 

· Initiatives which build research capacity within the Canadian NHP industry. 

Health Promotion and Wellness Research
· Use of NHPs to prevent disease and promote health over the life cycle; 

· Use of NHPs in improving quality of life; 

· Research that supports Canadians in making informed choices regarding NHP use. 

Product Quality and Standards
· Development of methods for assessing botanical identity; 

· Research supporting the development of purity specifications; 

· Research supporting the identification and development of reference materials; 

· Development of analytical methods to determine marker compounds in herbal products; 

· Research supporting the evaluation and identification of biologically active components. 

Bioethics, Policy and Regulatory Issues
· Initiatives supporting the ethical use and supply of NHPs; 

· Initiatives identifying challenges/key trends related to the supply of NHPs. 

Conducting of Research
· Development of research methodologies sensitive to traditional concepts of health and healing; 

· Facilitating effective peer review of NHP research proposals submitted to funding agencies; 

· Support for Research Ethics Boards in effectively reviewing research involving humans. 

Knowledge Translation and Transfer
· Effective use of information and information resources; 

· Overcoming challenges faced by diverse stakeholders in accessing information e.g. issues of language, education, differing world views, differing information quality, interpretation of technical information; 

· Exploring information needs for health care decision-making (individuals, families, communities); 

· Strengthening our understanding of decision-making process to facilitate information access. 

Activities: 

The specific activities suitable to this type of funding should reflect the scope of this RFP. Activities considered suitable for funding include but are not limited to:

· Preparation of research proposals and business cases for large research projects and initiatives e.g. clinical trials, research networks, support of pre-clinical research; 

· Literature reviews; 

· Training programs and curriculum development; 

· Workshops and conferences; and/or 

· Pilot projects. 

Clinical trial proposals are not eligible for funding under this initiative and should be submitted through the Canadian Institutes of Health Research. 

Priority will be given to those projects which align with the priorities identified in our consultation processes (please see the results of our consultations on our website: http://www.hc-sc.gc.ca/hpfb-dgpsa/nhpd-dpsn/index_e.html).

Priority will also be given to those projects demonstrating multi-stakeholder interest and involvement.
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Who is Eligible to Apply?

Organizations eligible to apply for NHPRP Seed Funding include: 

· Voluntary Organizations: Canadian voluntary and not-for-profit organizations with a role or interest in NHP research; 

· Governments: Provincial and territorial governments and agencies; 

· Institutions: Not-for-profit educational, health, medical, social policy and research organizations, institutions, agencies; and 

With respect to research, individual investigators including researchers, scholars, and health professionals, who propose to undertake health research at a Canadian university, affiliated institution or other recognized centre are eligible to apply for funding. This may include individuals in the following three categories:

· Principal Applicant: The principal applicant has primary responsibility for the intellectual direction of the research and assumes administrative responsibility for the contribution. The principal applicant is a researcher who holds his/her major academic appointment, whether full- or part-time, at a Canadian university, affiliated institution or any not-for profit entity which is capable of administering fund in trust, and providing ethics review and meeting other regulatory requirements. The university or institution must have agreed to allow the investigator responsibility for directing research projects and supervising graduate students. While there may only be one principal applicant for each contribution proposal, there may be more than one co-applicant and/or associate. 

· Co-Applicant(s): The co-applicant is a researcher who holds his/her major academic appointment, whether full- or part-time, at a Canadian university, affiliated institution or any not-for profit entity which is capable of administering fund in trust, and providing ethics review and meeting other regulatory requirements. Co-applicants do not include trainees, research associates/assistants or foreign citizens. 

· Associate(s): An associate may include, in addition to the above, an individual(s) who makes a substantial intellectual contribution to the research project or application. Associates do not need to be affiliated with a Canadian university. Examples include graduate students, postdoctoral fellows, research associates/assistants and foreign colleagues. 

For the purpose of this RFP, in the case of a not-for-profit entity, which is not a university or centre of higher learning, a researcher can be defined as including a full time employee of the organization with a responsibility for research. 
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What are the Eligible Costs?

Funding will cover costs, in accordance with Treasury Board Guidelines, directly related to the activities of the proposed activity.

In general, eligible expenses include:

· Personnel and related costs directly associated with the initiatives; 

· Reporting costs; 

· Material and supplies; 

· Communications costs; and 

· Research and development that improves the quality of information and data on NHPs. 

Eligible expenses for meetings, conferences, workshops, seminars, consultations, etc. include:

· Travel and accommodation (within TB Guidelines) to meetings by organizers; 

· Travel and accommodation (within TB Guidelines) and honoraria for speakers; 

· Costs for producing and disseminating records of decision, abstracts, proceedings, etc.; 

· Supplies and services (e.g. administration, facilitation, translation); 

· Event-related communications (postage, telephone, fax, internet, etc.); 

· Hospitality (within TB Guidelines); and 

· Other costs that are time limited in support of the initiatives and consistent with the objectives of the research initiative. 

The costs for research facilities and other overheads are not eligible for funding and must be absorbed by the researcher's host institution.
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How much Funding can a Proposal Receive?

The total amount of funding for this initiative is $400,000 for one year. Funding allocations will be based on individually approved activities that meet the program's objectives. While it is anticipated that individual allocations will be up to a maximum of $75,000, larger proposals will be considered given that clear rationale is provided.
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How will Proposals be Reviewed?

Natural Health Products Directorate (NHPD) staff will screen all proposals to verify eligibility. Eligible proposals will be reviewed by NHPD staff in consultation with members of the Directorate's external Expert Advisory Committee (EAC), who are familiar with the relevant issues, represent a range of stakeholder interests, and are able to contribute to the assessment of proposals and awarding of funds. When specific expertise is required and cannot be met by NHPD staff or EAC members, external expertise in the community will be identified and consulted.
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Audit Process (if proposal is funded)

Contribution agreements under the NHPRP are subject to a Risk-Based Audit Framework, which identifies the audit process to ensure that the expenditure of public funds is exercised with appropriate diligence. The NHPRP manager will monitor projects and determine which should be audited on the basis of risk. 

Audits are planned and conducted to ensure that expenditures were made in accordance with terms and conditions of the contribution agreements, that specific non-financial terms and conditions are met, that the recipients were efficient in managing the agreement, and that the Crown received value for money. Audit arrangements, including coverage and scope, will be determined by Health Canada. In general, auditors will be appointed by the Department unless other arrangements are stipulated in the contribution agreement.

Intellectual Property
Agreements supporting successful proposals under this RFP will incorporate the following provision, in relation to intellectual property rights: 

Any documentation produced by the recipient or third party in carrying out the obligations under the agreement shall vest in and remain the property of the recipient or the third party, unless otherwise agreed to. The Minister may require the recipient or third party to provide documents, if any, that have been produced under the contribution.

The Minister will have a non-commercial, non-exclusive, irrevocable, worldwide, fully-paid, and royalty-free license to use the intellectual property as he/she deems fit, including copying, translating, producing or further developing all documents for publication or for any other purpose, except sale or licensing in commercial competition with the recipient (and/or third party). The Minister's license also includes the right to disclose the components to other organizations for information purposes only.
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Proposal Requirements

The Proposal Form is attached, and outlines all aspects and information that are required for the submission. Proposals should be organized under the headings which are outlined in the Form:

· Section I: Background on the Agency / Organization 

· Section II: Project Information 

· Section III: Proposal Overview 

· Section IV: Research Module 

· Section V: Workplan 

· Section VI: Budget 

· Section VII: C.V. Module 
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Reporting Requirements

Responsibilities of contribution recipients will vary depending on the nature of the activity. The responsibilities are specified in the terms and conditions of the contribution agreement, and will include:

· The timely production of outputs or deliverables; 

· Honouring financial obligations and record keeping requirements; 

· Providing progress and evaluation reports; and 

· Other responsibilities and commitments as appropriate. 

Specifically, the following outputs are required upon completion of the project:

· Final Report - A final report outlining the project's activities and outcomes, including an evaluation of the work done; 

· Financial Report - A summary financial report of the project, comparing expenditures with the original budget. The original budget is outlined in the Proposal Form that follows. All receipts must also be submitted; and 

· Project Products - If the project produced any products of broad interest (i.e. project or survey reports, publications), please include a copy of each. Please note: any intellectual property produced by the funding recipient under the Contribution agreement will remain the property of the recipient. However the Minister will have the right to access and use the intellectual property. (Please refer to section on Intellectual Property for more information) 
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Proposal and Submission Details

Please use the Proposal Form that is attached with this RFP, and submit to the address shown below. To be considered for funding, eligible applicants must provide all of the requested information as indicated on the proposal form. 

The deadline for proposals is February 16th, 2004. Proposals post-marked by the deadline will be accepted. Proposals should be submitted in seven (7) copies, in hard-copy (paper) format. (Please ensure one (1) copy is unbound). Proposals submitted electronically or by fax will not be accepted. 

For further information or to submit a proposal please contact:
Stephanie Crook 
Natural Health Products Directorate
2936 Baseline Rd. Tower A, AL 3302D
Nepean, Ontario K1A 0K9
Tel: (613) 941-5513 
Fax: (613) 946-1615
Email: stephanie_crook@hc-sc.gc.ca
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Proposal Form

Proposal Deadline: February 16, 2004

Please submit completed proposal form with all additional requested documentation to:

Natural Health Products Research Program
Natural Health Products Directorate
2936 Baseline Rd. Tower A, 2nd Floor 
Nepean, Ontario K1A 0K9
AL 3302D

Tel: (613) 941-5513
Fax: (613) 946-1615
Email: stephanie_crook@hc-sc.gc.ca
Section I: Background on Agency/Organization

Name of Agency/Organization: [image: image14.png]




Street Address: [image: image15.png]




City, Province, Postal Code: [image: image16.png]




Mailing Address (if different from above): 
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Tel: ( _____ ) _____ - _______ Fax: ( _____ ) _____ - _______

Email: [image: image18.png]




Web site: [image: image19.png]



Section II: Project Information

Project Title: [image: image20.png]




Expected Project Start Date: [image: image21.png]



Completion Date: [image: image22.png]




Contact Information

Project Contact Person: [image: image23.png]




Tel: ( _____ ) _____ - _______ Fax: ( _____ ) _____ - _______

Email: [image: image24.png]



Section III: Proposal Overview 

Please provide a brief outline of the initiative. Be sure to include the following components:

a. Demonstrated understanding of project requirements, deliverables and timelines; 

b. Proposed approach to working collaboratively with Health Canada (includes in person meetings with Health Canada); 

c. Demonstrated thorough understanding of the work to be done, including evidence that the project has been planned and organized in a way that will allow for its successful completion within the proposed time frame; and 

d. Proposed strategy for communication and knowledge dissemination. 

Section IV: Research Module

The Research Module must include the following:

a. A summary of previous work relevant to the application; 

b. A description of existing knowledge about the work proposed, including relevant work done by the applicant; 

c. Clearly delineated objectives and the research plan; 

d. A rationale for choosing particular methods and approaches; and 

e. A list of references and letters of support. 

Section V: Workplan 

A project workplan is required, and may contain items such as broad activity categories, proposed sub-activities, timelines, expected short-term outcomes, outputs and deliverables.

Section VI: Budget

An operating budget module is required, detailing the budget and the funding requested. Please use the following budget template. Any budget line items that are not applicable may be left blank. 

Please read and follow the Guidelines for Budget (Appendix 1) that is provided at the end of this proposal form. The Guidelines also indicate the type of information to be included in the Details column.

Budget Items

Year 1 (July 1, 2004 - March 31, 2005)

Details

PERSONNEL
 

 

· salary

 

 

· benefits 

 

 

· contractual 

 

 

· honoraria

 

 

PERSONNEL SUB-TOTAL:

 

 

TRAVEL 

 

 

· transportation 

 

 

· accommodation & meals 

 

 

TRAVEL SUB-TOTAL: 

 

 

MATERIALS 

 

 

· activity materials

 

 

· production/printing

 

 

· distribution costs 

 

 

· phone/fax charges 

 

 

· translation 

 

 

· office supplies 

 

 

· other material costs 

 

 

MATERIALS SUB-TOTAL: 

 

 

EVALUATION
SUB-TOTAL: 

 

 

OTHER (SPECIFY) 
 

 

1.

 

 

2.

 

 

3.

 

 

OTHER SUB-TOTAL: 

 

 

AMOUNT REQUESTED 
FROM NHPD: 
 

 

FUNDING FROM OTHER SOURCES: 
 

 

IN-KIND CONTRIBUTIONS:
 

 

Section VII: Curriculum Vitae Module

Please include the CV of each applicant or researcher involved in the proposal.

Agency/Organizational Endorsement
I certify that to the best of my knowledge, the information provided in this proposal is accurate and complete and that this funding request is endorsed by the agency/organization I represent. 

I also certify that if funding is approved, the agency/organization I represent will provide programmatic accountability and the required financial and narrative reports.

Authorization by Agency or Organization (Individual with principal organizational responsibility for research):
Name (please print): [image: image25.png]



Title:[image: image26.png]



Signature: [image: image27.png]



Date: [image: image28.png]



Telephone: [image: image29.png]



Conflict of Interest and Post-Employment Code for Public Office Holders and the Conflict of Interest and Post-Employment Code for Public Service Employees:
In order to prevent conflicts of interest with respect to former public office holders or former Public Service Employees, the organization submitting a proposal must provide the following information to confirm its compliance with the Conflict of Interest and Post-Employment Code for Public Office Holders and the Conflict of Interest and Post-Employment Code for Public Service Employees:
Has your organization, in the last 12 months, employed a former Public Servant or a Public Office Holder who is subject to the Conflict of Interest and Post-Employment Code for Public Services Employees and/or the Conflict of Interest and Post-Employment Code for Public Office Holders?
Yes [image: image30.png]


No [image: image31.png]



If so, the former employee or public office holder must contact Health Canada to obtain written confirmation that he/she is in compliance with the relevant provisions of the Conflict of Interest and Post-Employment Codes and that his/her functions/responsibilities with your organization do not result in a real, potential or apparent conflict of interest situation.
The same requirement applies to a major shareholder or member of the Board of Directors.
Signature: [image: image32.png]



Date: [image: image33.png]



Print name and title of signing officer: 
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Appendix 1 - Guidelines for Budget

The following provides specific information related to each budget line.

For the Period of:
Indicate the period for which the project is requesting funding from NHPD. The NHPRP funding term is July 1st, 2004 to March 31st, 2005. 

Personnel

Salary: Include the salaries for all staff directly hired (or that will be hired) to work and adequately support (including direct supervision of) the activity. In the Details column of the Budget Form, provide a detailed breakdown of each position including the job title and % FTE time (full time employee equivalent) dedicated to the activity and the annual non-prorated salary. 

Benefits: Include only the employer's share of payroll deductions (e.g., Employment Insurance, Canada Pension Plan) and other benefits as negotiated. Benefits cannot exceed 20%.

Contractual Staff: Include all persons contracted on a short-term basis to complete specific tasks (eg. independent researchers, writers, workshop facilitators, bookkeeper, etc.). For each activity related contract, in the Details column of the Budget Form list the hourly or daily rate, and the estimated number of hours or days needed to complete the task.

Honoraria: can only be provided to volunteers or to individuals who must take personal time off (e.g. vacation days, leave without pay) to participate in the activity (e.g. complete a workshop/presentation/participate in research, etc). Individuals participating as part of their work time or professional obligations (e.g. university professors presenting papers at conferences) are not eligible for honoraria.

Travel

The workplan and budget should distinguish between travel expenses of the organizations' staff and those of guests or other third parties. Please include a detailed rationale outlining purpose of the travel and a complete budget for all travel activities in the Details column of the Budget Form.

Transportation: Includes private vehicle mileage (indicate distance) and public transportation costs. All travel must be directly related to the activity and cannot exceed the rates in the Treasury Board Travel Directive (see www.tbs-sct.gc.ca/pubs_pol/hrpubs/TBM_113/td-dv_e.asp).
Travel outside Canada is discouraged, however if international travel is required to meet the objectives of the initiative, a detailed rationale must be made in writing.

Accommodation and Meals: Include accommodation costs, limited to room and tax charges, and meal expenses not to exceed Treasury Board Travel Directive in effect at the time of travel.

Materials

Activity Materials: Include such items as videotapes, brochures, reference materials, material development. Be sure to clearly identify any additional items in this category i.e. meeting room rentals, hospitality.

Production/Printing: Include only the cost of printing brochures, kits, etc. by a printing firm. (Photocopying is covered under "office supplies" unless the volume is great enough to justify recording it as a separate cost).

Distribution Costs: mail-outs, website postings, etc.

Office Supplies: stationery, pens, envelopes, photocopying costs, postage, freight, messenger services, etc.

Evaluation

Ensure that all costs associated with carrying out your evaluation plan (including professional fees, distribution costs, printing, reporting, etc.) are included here. Evaluation costs cannot exceed ten percent (10%) of total funds requested from Health Canada.
Other

This category is to be used to identify and show the cost for all expenditures that are directly related to the activity, but do not belong under one of the previously described sections. If you have additional costs associated with an activity that is not covered in the categories identified above, please indicate them in this section and provide details.

Amount Requested from Health Canada

Add all sub-total expenses from each section of the budget and enter in Total Budget.

Funding from Other Sources

Initiative funding committed or anticipated from other sources (i.e. fund-raising, foundations, municipal, provincial, or other federal departments, etc.). Ensure that you provide a detailed breakdown of where the funding will be applied.

In-Kind Services:

In-kind services can be goods or services provided to the initiative, usually by the sponsoring organization, and for which no exchange of monies take place. Examples are: use of office space, secretarial services, use of office equipment, proposal-writing, fund-raising.

Non-eligible Expenses
· Research that does not clearly support the goals and objectives of the Program; 

· Duplicate billing for administrative costs (e.g., operating and/or administrative costs already funded through other funding); and 

· Capital costs like the purchase of land, buildings, vehicles and major facility renovation costs. 
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Important Notices



