


Canadian Health Measures Survey

Application Form to Use Biospecimens 

	1. Project title



	2. Sample series of biospecimens requested 

	Specify cycle (s)   
           
	Matrix or matrices 
              
	Age range    
              
	DNA quantity (if 
applicable) in µg



	3. Plain language summary (150 words maximum). 

	4. Background and relevance to public and population health (1,500 words maximum)
a. Introduction and rationale of proposed project

b. Research objectives and hypotheses

c. Public health significance

d. Value added using Canadian Health Measures Survey (CHMS) biobank specimens


	5. Methods (1,500 words maximum)
a. Population of interest (age group, sex, etc.) and sample size (full sample or targeted subsample) 

b. Analytes of interest and their storage stability in the matrix requested

c. Techniques and equipment for analyses

d. Quality Control Strategy

e.     Potential problems, limitations, alternative strategies and/or benchmarks of success for laboratory analyses (if applicable)


	6. Data analyses (1,500 words maximum)
a. Variables of interest from CHMS data files 

b. Specific details about comparisons and statistical analyses

c. Survey weights required for analyses (specify if full sample weights, subsample weights, or new weights required)



	7. Publication venues (i.e., dissemination plan)



	8. Planned source(s) and amount(s) of funding, and status of funding (no funding is available from Statistics Canada)



	9. Status of the Research Ethics Board review



	10. Status of peer review (if not conducted by funding body)


	11. Peer reviewers 


	12. Principal

investigator

	Family name


	Given name


	Initial



	
	Position and address 



	13. Research team member(s). Provide name, position, address and describe each team member’s role and contribution to the project



	14. Project timeline (provide details)
	Start date             

(yyyy/mm)             
	End date

(yyyy/mm)

	
	
	

	
	
	

	
	
	

	15. Research location 

a. Address of laboratory (i.e., where samples will be analysed). 
b. Preferred Statistics Canada Research Data Centre (i.e., where data will be analysed)



	16. Collaboration(s)
 

	17. Declare any conflicts of interest:  


	18. How did you find out about the CHMS biobank call for proposals?



1. Project title

Name of study

2. Sample series of biospecimens requested
Cycle, matrix (serum, plasma, whole blood, DNA, urine) age range, DNA quantity in ug (if applicable)
http://www.statcan.gc.ca/survey-enquete/household-menages/5071x-eng.htm
A list of the biospecimens available from each cycle will be found at the link above.  Please select the cycle(s), matrices, age range and volume using this table as a guide.

3. Plain language summary (150 words maximum) 
Describe the project and its importance to the health of Canadians so it is understandable by the general public or those not having a background in the area of that particular study.  Please note that this information is intended to be posted on the Internet for the general public to read and readily understand.  
4. Background and relevance to public and population health (1,500 words maximum) 

The CHMS is a survey designed to gather health information from a nationally representative sample of Canadians.  The goal is to provide data which will benefit Canadians and drive health related decisions at all levels of government and provide vital information to scientists to enrich their ongoing research in health related fields.  For a proposal to be approved for biobank access, it will need to demonstrate how the study is linked to the general health of Canadians and how the Canadian population will benefit from this study.
The biospecimens are a precious resource; therefore, the researchers should have specific and well formulated objectives, hypotheses and/or predictions.

a. Introduction and rationale of proposed project

b. Research objectives and hypotheses

c. Public health significance

d. Value added using Canadian Health Measures Survey (CHMS) biobank biospecimens including rationale why a nationally representative sample is needed as opposed to a sample of healthy volunteers.
5. Methods (1,500 words maximum) 

a. Population of interest (age group, sex, etc.) and sample size (full sample or targeted subsample**)
**Although projects using a smaller targeted sample of biospecimens may be considered, we strongly encourage the use of the series of samples as listed under “Available Stored Specimens” at this link http://www.statcan.gc.ca/survey-enquete/household-menages/5071x-eng.htm .  
A subsample request which breaks up a series would need to have a strong rationale and will be highly scrutinized to ensure the benefits outweigh the negative effects of splitting a sample series. An extra cost would also be associated with targeted subsamples since the collective “sample” would need to be re-weighted. 

Tip:  The CHMS was designed to provide national baseline prevalence estimates for a variety of health indicators.  This design should yield reliable national prevalence estimates that would have a coefficient of variation of approximately 16.5% for a prevalence of 10% for each of 5 of the 6 age groups (6-11, 12-19, 20-39, 40-59, and 60-79) by sex. To be able to achieve these reliable estimates at the national level by age group and sex, it was determined that this survey must be carried out on a minimum of 500 persons for each age group by sex. The 3 to 5 year old age group is a sample size of 500 in total and is not stratified by sex but the same rule applies.  This age group is included starting from Cycle 02.
b. Analytes of interest and their storage stability in the matrix requested.

Consider the handling steps of the biobank samples for which you are requesting access.  The initial collection, processing and shipping conditions, and current storage conditions could impact the data quality of the intended study.  For more information about the pre-analytical conditions please email the Biobank Coordinator at statcan.chms-biobank-ecms-biobanque.statcan@canada.ca to obtain a User Guide for the applicable cycle of the survey. 
In addition, it is important to recognize that the cycle 1 biospecimens have been stored since 2007. Review the literature to determine if the storage duration has an impact on whether the proposed analyte can be reliably detected. 
c. Techniques and equipment for analyses
The CHMS biospecimens should not be used for method development or refinement. The researchers should indicate with examples (e.g. through publications, documented pilot studies) that they have an established protocol that can reliably measure the analyte of interest.  Techniques should be developed and validated with the documentation available upon request.  A Standard Operating Procedure (SOP) must be submitted before biospecimens are shipped to the laboratory.  The SOP requires details such as the equipment to be used for the analysis, the limit of detection, and the quality assurance and control program used by the laboratory. 

A SOP checklist will be provided to the lab so they are aware of the detail required. All SOPs will become available upon request when the data is released to the public.
d. Quality Control Strategy

The lab analysis plan will have quality control procedures for monitoring the validity of tests and calibration undertaken. It is expected to have quality control procedures for monitoring the accuracy and precision of test results.  For example, if Cycle 01 and 02 samples are requested, the quality control strategy must consider that more than 10,000 samples will be analyzed over a one or two year period. Steps must be taken to ensure the consistency of accurate results throughout the timeline of the project.  This QC strategy may include certified reference materials, internal quality control using secondary reference materials, and/or participation in inter-laboratory comparison or proficiency testing programs (if available).  

e. Potential problems, limitations, alternative strategies and/or benchmarks of success for laboratory analyses (if applicable)
There may be some issues (ie: matrix stability, sampling strategy, testing logistics, etc) with the study which may slow the progress or create roadblocks.  Please list any anticipated issues that may arise and alternative strategies to deal with them.
6. Data analyses (1,500 words maximum) 

a. Variables of interest from CHMS data files 
List variables of interest from household, physical measures and laboratory data already on released CHMS files.
Data collected from the CHMS reference labs, physical measures performed at the mobile clinic or answers to the household questionnaire will offer other variables of interest to the study.   Reviewing the CHMS Content summary for the applicable cycle may help to determine variables of interest.  Please email the Biobank Coordinator at statcan.chms-biobank-ecms-biobanque.statcan@canada.ca to obtain a copy of this document.
Tip:  When using multivariate models the researchers should be made aware of the limitations of the CHMS data when doing analysis, as they will have to limit the number of parameters (variables) to use in the models.  Refer to the CHMS User Guide for specific details on this.  Please email the Biobank Coordinator at statcan.chms-biobank-ecms-biobanque.statcan@canada.ca to request the User Guide which applies to the cycle in which you are interested.
b. Specific details about comparisons and statistical analyses
Provide clear details on the comparisons that are planned using the above variables and the statistical analyses that will be used to make the comparisons.

Tip:  The researcher is reminded to consider the degrees of freedom required for proposed analyses, specific statistical tests proposed, etc.  When analysing CHMS data, the cell size should be a minimum of 10 (for confidentiality purpose only), but to be able to detect a significant difference, weights and bootstrap weights must be used as well as the limit of the degrees of freedom when doing a statistical test. The coefficient of variation (variability/reliability of estimate) must be looked at before estimates are compared to ensure they are reliable in the first place. The number of observations required to detect significant differences will depend on the variability of the estimates.

When doing cross-tabulations, the researcher should be careful about the number of cells in the table. If cross-tabulations are done with several variables, the number of observations in certain cells may be too small to obtain reliable estimates.

Guidelines related to cell size and coefficient of variation (CV) values are outlined in the CHMS User guides. 
Tip:  Each CHMS cycle is designed to produce national estimates only. Because of the requirement for participants to go to the CHMS mobile clinic for physical measures testing, the sampling has to be confined to about 16 sites  across Canada for each two-year collection time frame. This unique survey design does not allow for sub-regional estimates.   However, this may be possible for the provinces of Ontario and Quebec (with limitations) if results from two survey cycles are combined. Refer to section 3.2 and Appendix 6 of the “Instructions for Combining Cycle 1 and Cycle 2 Canadian Health Measures Survey (CHMS) Data, June 2013.”
c. Survey weights required for analyses 
In order for estimates produced from survey data to be representative of the population covered and not merely of the sample itself, users must incorporate weighting factors (survey weights) into their calculations. A survey weight is assigned to each person included in the final sample, that is, in the sample of persons who responded to the entire survey. This weight corresponds to the number of people represented by the respondent in the population as a whole.
Please specify if full sample weights or subsample weights already on the CHMS file will be used, or if new weights are required. Researchers must include survey weights in their analysis as the sample is representative of the population if and only if the survey weights are used.  More information on weighting is available in the User Guides.
Tip:  Analysis of blood (serum, plasma, whole blood) for ages 3 to 19 years on the FULL sample must be interpreted with caution. The blood response rate (correct number of blood tubes drawn) decreases with the age of the respondent from about 95% for 12 to 19 year olds to as low as 85% for the 3 to 5 year old age range. We did not calculate weights specifically for blood or urine response; hence the population estimates obtained on blood measures when using the full sample weights (which have been derived based on clinic participation) will exclude a certain amount of the population, more so among children and youths. This does not prevent data analysis, but it should be kept in mind when interpreting the results. Characteristics of respondents and non-respondents should be examined before drawing conclusions about the levels of the analyte of interest.

If the study includes analysis of two or more cycles, we provide instructions for combining the cycles which gives the steps to follow as well as the limitations of combining the two datasets. If this would be helpful in planning your study, please email the Biobank Coordinator at statcan.chms-biobank-ecms-biobanque.statcan@canada.ca to obtain a copy of this document.

7. Publication venues 

Please provide details of the dissemination plan for the study findings such as submissions to scientific journals, presentations, articles, websites etc.
8. Planned source(s) and amount(s), and status of funding (no funding is available from Statistics Canada)

Please provide source of funding either current or planned for the study with accompanying supporting documents if available at time of submission.

9. Status of Research Ethics Board review

Please provide supporting documentation such as the REB certificate including expiry date.
10. Status of peer review (if not conducted by funding body)

Please provide supporting documentation if applicable.

11. Peer reviewers 
Suggest two peer reviewers to contact if more information is required during the review of your application (name, position, contact information (address, phone and email)

12. Principal investigator
Family name

Given name

Initial

Position and address

13. Research team member(s)
Provide name, position, address and describe each team member's role and contribution to the project.
A CV will be required for each team member.  If the proposal clears the first review step each team member will be asked to fill out and submit a Personnel Screening form.  Although the approval is not final until it is given by the Statistics Canada Executive Management Board, the Security Screening Process is lengthy so we suggest beginning the process while the approval is underway.  

14. Project timeline 
Please provide timeline for each part of the project:
· Analysis of biospecimens
· Data analysis

· Publication

Researchers should be aware that meeting security and data requirements can take at least 6-12 months and they may be responsible for the associated costs.  Please note that the laboratories involved would require physical and information technology screening to be done and the findings of this screening could delay the project start date if the laboratories do not meet the requirements.
15. Research location 

a. Address of laboratory (i.e., where samples will be analysed).
Provide justification for laboratory (i.e., experience and expertise of personnel, available facilities, infrastructure and equipment, certifications held by lab, validated lab techniques for analyte of interest, etc.) 

Please note that all laboratories must reside in Canada.  Samples cannot be shipped out of the country.
b. Preferred Statistics Canada Research Data Centre (i.e., where data will be analysed)

Analysis of the data can only be done at one of Statistics Canada’s Research Data Centres.   When testing is complete, the testing laboratory will electronically transfer the data via a secure portal to Statistics Canada who will process, validate and produce a final working file with relevant documentation for release to the researcher in the specified RDC or at Health Canada /Public Health Agency of Canada if the researcher is an employee of these government bodies.  The researcher will then be allowed to access the data for one year before it is made accessible to researchers at the RDC, Health Canada, Public Health Agency of Canada, or Statistics Canada.  The list of RDCs is provided at the link below.

 http://www.statcan.gc.ca/rdc-cdr/network-reseau-eng.htm
16. Collaboration(s)
Collaborations with other researchers can be established to measure analytes using the same series of biospecimens to allow for the sharing of costs associated with accessing that one series. Each collaborator is responsible for submitting their own proposal with reference to their collaborator.  A specific cost estimate will be provided for collaborative studies.
Provide name, position, and address of collaborating researchers (if applicable). Provide specific details about the locations of both collaborating labs.  Describe the working relationship/collaboration for sample-related analyses and the status of the collaborating researchers' biobank application (e.g., submitted, recommended by Biobank Advisory Committee, access to biospecimens approved by Statistics Canada's Executive Management Board. 

17. Declare any conflicts of interest

18. How did you find out about the CHMS biobank call for proposals?
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