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1.
BACKGROUND
The Canadian Coordinating Office for Health Technology Assessment (CCOHTA) was established in 1989 by the Deputy Ministers of Health. CCOHTA’s mission statement is “to encourage the appropriate use of health technology by influencing decision makers through the collection, analysis, creation and dissemination of information concerning the effectiveness and cost of technology and impact on health”.
a)
What is health technology assessment?

Health technology assessment (HTA) systematically reviews the research available on technologies with respect to clinical efficacy/effectiveness and/or cost-effectiveness and/or potential service impact. Technologies are defined as drugs, medical devices, medical procedures and health systems used in the maintenance, treatment and promotion of health. HTA reports are prepared by staff, commissioned to external researchers, or may be collaborative projects between internal and external researchers, both in Canada and internationally.

b)
Who uses HTA reports?

The target audiences for CCOHTA’s HTA reports include health care decision makers in:

· federal, provincial, and territorial (F/P/T) health ministries, including drug plans;

· regional health authorities and hospitals; and 

· clinical practice. 

Reports are available to all those interested at no charge from the CCOHTA web site (www.ccohta.ca) and in print from the office.

The purpose of HTA reports is to provide decision makers with information about the evidence related to a health care technology. It is essential that such reports provide a detailed, reproducible and transparent description of the scientific methods used. This transparency allows users to assess the methodological quality of the reports and also to satisfy themselves that potential biases have been handled appropriately.

2.
Purpose 

It is not the purpose of this document to develop a set of guidelines for the undertaking of HTA in general; such guidelines already exist. Rather, this document aims to provide authors of CCOHTA HTA reports with: 

· a summary of the overall process for production of HTA reports;

· a standard report template to be used by authors; and

· a bibliography of suggested HTA methodological guidelines.  

3.
hta Process 

The following is a summary of the overall process for developing an HTA report for CCOHTA (Figure 1).

1. Topics suggested for assessment come from many sources: CCOHTA’s Board of Directors (who represent the F/P/T ministries of health), advisory committees, staff, other organizations, clinical and methodological experts, industry and the general public (via the website). 

2. Topics are approved and prioritised by the advisory committees and then the Board.

3. A “pre-assessment” of the existing evidence on each selected topic is prepared by staff, Objectives and research questions are defined for each approved topic, with the assistance of advisory committee members and clinical experts, as necessary.  

4. Each project is designated as ‘internal’, ‘external’ or a blend, depending upon the resources and expertise available. If  ‘external’, a Request for Proposal (RFP) is issued and circulated to interested bidders; a contract is subsequently awarded. On occasion, a contract may be directed without going through the RFP process (a “directed contract”). For each external project, an internal liaison researcher is appointed.

5. A project team is assembled, composed of several researchers, an information specialist and at least one clinical expert (“the authors”). All authors must satisfy established authorship criteria. Two members of the Scientific Advisory Panel (SAP) are also appointed. Members of the Pharmaceutical and Devices and Systems Advisory Committees are part of the research team up to and including the protocol phase, but not beyond this phase.

6. A protocol
 is prepared by the authors. A team reviews the protocol with the authors and provides feedback. If the project is assessing a drug or medical device, industry will be contacted for information; CCOHTA provides guidance on the process for this contact.

7. The authors prepare the first draft of the report.

8. The draft is reviewed internally, revised and then circulated to external reviewers who are experts in the topic area; this may include clinicians, methodologists and industry. Reviewers are provided with reviewer guidelines. The number of review cycles varies.

9. The authors address the comments of the reviewers.

10. The final report is prepared, submitted and receives a final review by research and communications staff.

11. The report is published in English on CCOHTA’s web site and subsequently in print.  The English report is translated to French, posted on the web site and then printed. 

CCOHTA takes sole responsibility for the final form and content of all CCOHTA reports.

Figure 1: CCOHTA HTA Report Process






















4.
ccoHTA Report Template

CCOHTA reports are standardized in format to facilitate their use by decision makers and to allow for efficient review. For these reasons, the reports are required, as much as possible, to conform to the common report format presented in Appendix A. This template is intended to be used as an electronic document and a copy can be downloaded from CCOHTA’s web site (www.ccohta.ca). A standard report format requires a balance between the need for flexibility and the need for transparency. The report template headings and subheadings provided in these guidelines are an attempt to achieve this balance. Authors should also follow the guidelines laid out in the Writing Style Guide (Appendix B).  

5.
Methodological GUIDANCE

a)
Process for reviews of clinical efficacy/effectiveness reports

Figure 2 outlines the preferred approach to reviewing clinical efficacy/effectiveness reports. 

b)
Process for economic evaluations

If an economic evaluation has been requested, authors must refer to the report format described in CCOHTA’s Guidelines for Economic Evaluation of Pharmaceuticals: Canada (available from the CCOHTA web site).

c)
Other HTA guideline resources

For the purposes of this document, and in order to cover other potential aspects of HTA reports, a number of other methodological guidelines and academic publications have been reviewed. A bibliography of recommended HTA references is provided in Appendix C.

Figure 2:  Reviews of Clinical Efficacy/Effectiveness Reports












1
If only a limited number of poor quality RCTs can be identified, other study designs can be considered. In some cases, even if RCTs are available, studies of other types should be reviewed by the authors, e.g. to identify long-term effectiveness and/or rare or long-term adverse effects. Discuss with CCOHTA as required.

2      
Undertake a detailed qualitative review of individual studies, i.e. detailed tabulation of study characteristics, assessment of  and results.

 3    
Homogeneous means there is limited clinical heterogeneity in trials, as assessed by their included populations and   interventions, plus the absence of evidence of statistical heterogeneity.

4       
Undertake a short, non-detailed review of individual reports, i.e. brief overview, including general characteristics and conclusions.

5      
This may a systematic qualitative review of trial results without pooling. Qualitative reviews should highlight clinical heterogeneity (differences in participant characteristics, interventions, outcome measures), methodological heterogeneity (study design and quality) and heterogeneity, with respect to results. Tables are useful to describe populations, interventions, settings, outcome measures, etc. It may also be possible to pool results using a random effects model.

Appendix A: HTA Report Template

The template headings and subheadings in these guidelines are designed to achieve a balance between flexibility and transparency. For reports requiring significant variation in organization or headings, authors should discuss modifications with CCOHTA.

a)
General Information

· Software: All reports are published in Microsoft Word and should be submitted as Word files. If this is not possible, the author should discuss file format with CCOHTA.

· Language: Reports should be written in English, unless other arrangements have been made.

· Footnotes: Throughout this report template, clarifications for authors appear as footnotes.

· Perspective: Reports should generally be written in the third person. Authors should write as though they are part of CCOHTA, even if the report is being written under commission. All reports are published as CCOHTA reports.

· Audience: Keep CCOHTA’s target audience (health care decision makers) in mind while writing reports. The executive summary and conclusions of the report deserve extra care as they will be of particular interest to most readers.

b)
Report Organization

· Options: Standard sections of a report appear in black typeface in the template; optional sections appear in grey highlighting.

· Discussion: For reports with a clinical section only (no economics section) the heading for section 4. Clinical Review should be omitted and headings subsequent to the introduction should be 4. Methods, 5. Results, etc. For reports with both a clinical section and an economics section, there are three options for the discussion:

(1) separate discussions for the clinical and economics sections plus a final wrap-up discussion,

(2) separate discussions for the clinical and economics sections and no wrap-up final discussion, or

(3) a final wrap-up discussion only.

· Conclusions: Only conclusions from the evidence gathered and analyzed within the report should be stated. It is not within CCOHTA’s mandate to make recommendations. 

c)
Formatting Guide

· Font: Use Times Roman 12 font throughout the report, including headings, tables and figures. The final report will be formatted to reflect CCOHTA’s publishing standards and style.

· Justification: Left justify text and single-space.

· Paragraphs: Double-space between paragraphs and do not indent.
· Headings: The following numbering system and sub-heading style is used and allows six levels of report headings.

1 INTRODUCTION

1.1 The Issue

1.1.1 Clinical efficacy

a) Liver toxicity

Changes in bloodwork
Liver enzyme results: text text text
· Tables and Figures: Smaller tables and figures can be included within the body of the main report. Large tables and figures should be placed into the appendices. Ideally all parts of the report, including tables and figures, should be integrated into one electronic file. If this is not feasible, contact CCOHTA. The following table format is to be used. 

Table 1:  Title of table
	Study, Year


	#  Participants (treatment/placebo)
	Design
	Intervention
	Comparators
	Outcomes

	Smith, 2003
	105/100
	R, DB, PC
	100 mg drug x tid
	· Saline

· Placebo
	· Survival

· Adverse events

· Others


R=randomised, DB=double-blind, PC=placebo-controlled, tid=three times daily

· Abbreviations: If a term for which there is an acronym or abbreviation is to be used THREE TIMES OR MORE in a document, show the acronym along with the first use of the term and use the acronym consistently thereafter (i.e. if the term is only to be used twice, do not use the acronym). Redefine each acronym or abbreviation in the body of the report even if it has been used in the report in brief or executive summary. Also, redefine each acronym or abbreviation in the footnotes of tables. (This section may be contained in an appendix instead.)
· Glossary: If there are a number of special terms, include a glossary. List the terms alphabetically with their definitions. The glossary may be placed after the table of contents or as an appendix.
Canadian Coordinating Office for Health Technology Assessment

Report Title

Authors’ names, academic qualifications & institutions
, 

Month, Year

Disclaimer

This report is a review of existing literature, studies, materials and other information and documentation (collectively the “source documentation”) which are available to CCOHTA. The accuracy of the contents of the source documentation on which this report is based is not warranted, assured or represented in any way by CCOHTA and CCOHTA does not assume responsibility for the quality, propriety, inaccuracies or reasonableness of any statements, information or conclusions contained in the source documentation.
CCOHTA takes sole responsibility for the final form and content of this report. The statements and conclusions in this report are those of CCOHTA and not of its reviewers or Scientific Advisory Panel members.
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1
INTRODUCTION

1.1
Background/setting in Canada

· Disease/condition and population/specific patient group(s) being studied

· Epidemiology (incidence and/or prevalence)

· Current clinical practice

· Aetiology, pathology and prognosis (as considered relevant)
· Burden of disease
· Variation in services
· Economic impact 
1.2
Technology Overview

· Description of technology
 
· Regulatory status in Canada and other countries with dates
· Approved indications

· Setting for the technology [e.g. hospital-based]
· Equipment or other resources required
· Alternative technologies
· Unit cost

· Utilization/expenditure pattern(s)

2
THE ISSUE

CCOHTA’s target audience is decision makers in Canadian ministries of health, regional health authorities and clinical practice. This section provides a concise description of the issue(s) being addressed within the report and sets the scene for readers. It includes the reasons the analysis is being carried out, a brief description of the disease and patient groups affected and any funding/cost implications involved, including issues with competitive technologies. Authors should indicate potential target audiences for a report, to assist knowledge transfer.

3
OBJECTIVE(S)

The objective(s) must clearly state the purpose of the report, be consistent throughout the document and be identical to (or consistent with) those stated in the project protocol. Authors should also list specific research questions that address the objective(s). 

The objectives and the research questions must be relevant to decision makers in Canada’s publicly funded health care system. The style of language used throughout the report should speak to this audience.  
4
CLINICAL REVIEW

4.1
Methods

It should be mentioned that a protocol for the review was written a priori and followed throughout the review process. Deviations from the protocol should be discussed here.

4.1.1 Literature search strategy

· Details of the information retrieval process
· Sources used, e.g. databases, trial registers, grey literature, hand searching, manufacturers and consultation with experts and agencies

· Restrictions, e.g. year, language, population
4.1.2 Selection criteria
 and method

a)
Selection criteria

· Study design(s)

· Population group(s) and subgroup(s) (defined a priori)

· Intervention(s)

· Comparators(s)

· Outcome(s)

b)
Selection method

· Number of reviewers involved, identified by their initials

· Evaluation of agreement between reviewers and how it was measured
· Resolution of disagreements, e.g. consensus after involvement of a third party

4.1.3
Data extraction/abstraction strategy
· Description of the data extraction/abstraction process 

· Indicate whether a structured form was used

· Types of information captured (tables may be used to summarize studies)

· Number of reviewers involved, identified by their initials

4.1.4 Strategy for quality assessment
 (if applicable)

· Description of the method used, e.g. type of quality assessment scale/checklist

4.1.5 Data analysis methods

· Measures of effect, e.g. risk difference, risk ratio, odds ratio, number needed to treat, number needed to harm, minimal clinically important effect size 

· Statistical methods/models used 

· Software used for the analysis

· Assessment of statistical heterogeneity

· Assessment of publication bias

· Subgroup analysis

· Sensitivity analysis

4.2
Results  

4.2.1
Quantity of research available

· Number of citations and reports identified in total and final number and types of reports and trials included
· Flow chart modelled on the QUOROM statement
 to show the two-stage process leading to the final selection of relevant and unique trials (see figure 1, p. 19); this should include the number of citations/reports retained at each step as well as the number excluded, with reasons for exclusion at each step of stage 2
 

· If necessary, a clear description of the flow chart to track the selection process should be included in the text 

· Extent of agreement between reviewers during selection of citations/reports, 
e.g. (-statistics
4.2.2 Trial characteristics
 

· Trial characteristic, e.g. year, centres, sponsors, publication status, study design, sample size

· Participant characteristics, e.g. age, gender, disease state

· Details of interventions and outcomes, e.g. intervention, dose, method of administration

4.2.3 Data analyses and synthesis

· Critical review and synthesis of information (use intention-to-treat analysis where possible)

· Assessment of quality

· Summary of quantitative methods used (for a meta-analysis)

· Statistical measures of heterogeneity

· Assessment of publication bias (e.g. funnel plots, file drawer analysis)

· Subgroup analysis 
· Sensitivity analysis
· Adverse effects of intervention(s) versus comparator(s)

4.3 Discussion 

· Summary of main findings, including clinical relevance

· Limitations, e.g. methods used, evidence available, generalizability of results 

· Comparison of results with results of other reports and other systematic reviews




5
ECONOMIC ANALYSIS

5.1
Review of Economic Studies

5.1.1
Methods

It should be mentioned that a protocol for the review was written a priori and followed throughout the review process. Deviations from the protocol should be discussed.

a)
Literature search strategy

· Details of the information retrieval process
· Sources used, e.g. databases, trial registers, grey literature, hand searching, manufacturers and consultation with experts and agencies

· Restrictions, e.g. year, language, population

b)
Selection criteria
 

· Study design, e.g. cost analysis, cost consequence analysis, full economic evaluation (e.g. cost minimization analysis, cost-effectiveness analysis, cost-utility analysis, cost-benefit analysis)  

· Population group(s) and subgroup(s)
· Intervention(s)

· Comparators(s)

c)
Selection method 

· Number of reviewers involved, identified by their initials

· Evaluation of agreement between reviewers and how it will be measured
· Resolution of disagreements, e.g. consensus after involvement of a third party

d)
Data extraction/abstraction strategy

· Description of the data extraction/abstraction process 

· Indicate whether a structured form was used 

· Types of information captured (tables may be used to summarize studies)
 

· Number of reviewers involved, identified by their initials

e)
Strategy for quality assessment of the studies (if applicable)
· Description of the method used, e.g. type of quality assessment scale/checklist 

f)
Data analysis methods

· A short statement should be included, describing the methods used to synthesize the information. This may involve a qualitative approach, e.g. 

· summarizing the main characteristics and results of the individual studies, and/or

· presenting the direction and magnitude of health outcomes and total costs of the individual studies, possibly using a permutation plot of results.
  

5.1.2
Results 

· Description of quantity and quality or research available, including:

· number of citations and reports identified in total and final number and types of reports and trials included; 

· a flow chart modelled on the QUOROM statement
 to show the two-stage process leading to the final selection of reports (see figure 1, p. 19): should include the number retained at each step as well as the number excluded, with reasons for exclusion at each step of stage 2;

· if necessary, a clear description of the flow chart to track the selection process should be included in the text;

· extent of agreement between reviewers during selection of citations/reports, 
e.g. (-statistics.

· Tabulation of quality and characteristics of studies, as described in 5.1.1 (f). 
· Tabulation of results, as described in 5.1.1 (f).
5.1.3
Discussion

· Summary of main findings

· Limitations, e.g. methods used, evidence available, generalizability of results 

· Comparison of results with those of other reports and systematic reviews

5.2
Primary Economic Evaluation

5.2.1
Methods

It should be mentioned that a protocol for the review was written a priori and followed throughout the review process. Deviations from the protocol should be discussed.

The following aspects should be addressed:

· Population/patient group and care setting

· Comparator(s)

· Study design, e.g. cost analysis, cost consequence analysis, full economic evaluation (e.g. cost minimization analysis, cost-effectiveness analysis, cost-utility analysis, cost-benefit analysis)  

· Analytical approach, i.e. trial-based, modelling or mixture of methods. Describe model, if used, including techniques for extrapolating data (e.g. short-term to long-term, or surrogate to final outcomes) and handling of censored data

· Perspective

· Time horizon

· Health outcomes (including adverse events): identification, measurement and valuation 

· Methods used to assess health-related quality of life (if applicable)

· Costs: identification, measurement and valuation of resource use 

· Discounting

· Key assumptions (with justifications) 

· Data sources

· Handling uncertainty

· Sub-group analysis
5.2.2
Results

· Synthesis of results including: 

· disaggregated estimate of incremental health outcomes and incremental costs; and 

· aggregated estimates of results

· Sensitivity analysis

· Sub-group analysis

5.2.3
Discussion

· Summary of main findings

· Key drivers of results

· Limitations, e.g. methods used, evidence available, generalizability of results 

· Comparison of results with those of other reports

6
HEALTH SERVICES IMPACT 

Where appropriate, consider the impact of the technology on health services in Canada, in relation to one or more of the sub-sections below. 

6.1
Population Impact
,

Estimate the population impact using the following steps, where applicable:

1.
Provide the prevalence of the disease state/condition.

2.   Estimate the number of individuals for whom the technology is indicated. 

3.
If possible, project the market share of the technology for the indication. (Note: this information is required if a budget impact analysis is planned.)

· Indicate the percentage of the population projected to use the technology compared to relevant comparators for the indication.

· Distinguish between (a) switching from alternative technologies currently in use and (b) new or concurrent use of technologies. 

6.2
Budget Impact
,
   

Estimate the net incremental expenditure (vs. usual care) of adopting the technology for the indicated population, building on the items under 6.1. 

· Clarify the perspective chosen. The impact on the health care system can be disaggregated into the impact on various payers (e.g. the drug plan, the health care provider).

· Identify the current pattern of care and resource use, including all relevant comparators.

· Estimate the total incremental expenditure using the following steps, where appropriate: 

1. 
state the expenditure due to the new technology;
 

2. 
add the cost of additional health care resources required to adopt the technology;
  

3. 
where switching occurs, subtract the savings gained from decreased use of existing technologies replaced by the new technology (for the same indication(s)); and 

4. 
subtract cost savings where there is other offsetting resource use resulting from adopting the technology (e.g. reduced hospitalization). 

6.3
Planning, Implementation, Utilization and Legal/Regulatory Issues

· Planning issues include the impact of the technology on the practice patterns of various health care providers and the impact on the delivery or organization of the health service (e.g. impact on waiting lists).

· Implementation issues include logistical considerations, operational constraints, physical limitations and equipment and skill/retraining requirements, etc. 
· Legal/regulatory issues relate to the Canada Health Act, human rights law, liability, patents, etc. 
6.4
Ethical/Equity and Psychosocial Issues

6.4.1
Efficiency versus equity

Trade-offs between the goals of efficiency (cost-effectiveness) and equity (fairness) occur when resource allocation decisions are made. Identify and quantify distributional considerations.  

· Identify the primary population groups that the technology is likely to (a) benefit and (b) impact (positively or negatively), e.g. home care may shift costs to patients and their carers.

· Identify “externalities”, where adoption of the technology impacts on the costs or outcomes of individuals other than those using the technology.
 

· Where cost-effectiveness results differ by sub-groups, consider the differences in the distribution of costs and consequences among sub-groups, e.g. according to age, gender, ethnicity, socio-economic status, geographical location. 

· Consider the implications for equity that may have been made in the analysis.
 

· Consider other ethical/equity issues.

6.4.2
Process or procedural issues

Consider process or procedural issues including:

· the need for informed consent/choice, privacy or confidentiality 

· concern for individual preferences and the participation of individuals in the decision process

6.4.3
Psychosocial considerations

Consider “intangible” factors for those affected by adoption of a technology, such as patient satisfaction, individual acceptance of screening/treatment, stigmatization, anxiety, gender/family concerns.

7 
DISCUSSION

7.1
Summary of Results

· Main clinical findings, including clinical relevance 

· Main economic findings 

· Robustness of findings

· Critical appraisal and interpretation of findings

7.2
Study Limitations

· Study limitations, assumptions, uncertainties and risks

7.3
Generalizability of Findings

· Comparison of findings to those of other studies

· Transferability of findings to intended jurisdictions and their various populations, e.g. are there likely to be regional differences with regard to epidemiology of the disease, clinical practice, clinical effectiveness, resource utilization patterns, unit prices and other factors of relevance and would these differences impact on the findings and conclusions?  

7.4
Health Services Impact (where applicable)

· Health services impact can be addressed in relation to the four factors described in Section 6, using alternative scenarios where relevant: 

· population impact 

· budget impact 

· planning, implementation, utilization and legal/regulatory issues

· ethical/equity and psychosocial issues 

7.5
Knowledge Gaps

· Identify gaps in knowledge, research, information or data where further research relevant to Canada would be beneficial 

8
CONCLUSIONS

Summarize the main messages from the results:

· the clinical efficacy/effectiveness findings;

· the economic findings;

· the appropriate uses of the technology, e.g. population sub-groups;
· implications for the Canadian health care system and for decision makers, i.e. how the research changes current understanding/practice and what the effects may be (human resources, change in gold standard, compatibility with current technology, etc.); and 

· limitations of the assessment or evidence.

9
REFERENCES

Identify references using Arabic numerals in superscript within the text. List the references at the end of the main body of the report.  If the report contains chapters attributed to different authors, list the references at the end of each chapter.

Following the Vancouver style, (International Committee of Medical Journal Editors. Uniform requirements for manuscripts submitted to biomedical journals. Philadelphia: The Editors; 2001. Available: http://www.icmje.org/), all references should be numbered consecutively in the order in which they are first mentioned in the text. 

References cited only in tables or figure legends should be numbered according to the sequence established by the first identification in the text of the specific table or figure.

Journal titles are abbreviated as per the formats used in The National Library of Medicine’s Index Medicus. Consult the List of journals indexed in Index Medicus or download it from the NLM web site at http://www.nlm.nih.gov/tsd/serials/lji.html.

Ensure that all information necessary to identify an item (e.g. author, title, edition number, journal, series/report titles and numbers, pagination, web URLs) is included.

10
APPENDICES

The appendices should include the following (where appropriate):

Appendix 1:  Literature search strategies

Appendix 2:  Large tables and figures

Other Appendices:

· Data extraction/abstraction form

· Quality assessment form

· Summary tables of included studies 

· Excluded studies and reasons for exclusion (organized according to reason for exclusion)

· Step-by-step details of analyses, e.g. cost utility analysis

· Copies of data collection forms, questionnaires, instruments, etc.
· The economic model decision tree
Appendix B: CCOHTA Writing Style Guide
a)
Plain Language Writing Tips

Plain language is clear to the intended audience and gives readers the information they need. For CCOHTA reports, this is particularly relevant for the executive summary and conclusions. These are the sections most often read by decision makers, who may not have a clinical or scientific background. Refer to Plain Language Clear and Simple. Ottawa: Canada Communication Group Publishing; 1996) for an excellent guide to clear writing. 

Common problems include:

· Tense: Use either present or past tense but be consistent throughout the document.

· Paragraphs - one paragraph, one idea: Organize thoughts and points into brief paragraphs, with one central topic in each. Each paragraph should have a topic sentence, body and concluding sentence.

· Active versus passive voice: To improve readability, use the active voice, i.e. the verb shows that the subject does something or acts upon something, e.g. ‘In this study, aspirin increased flexibility.’ (active) versus ‘The results demonstrated that aspirin increased flexibility.’ (passive). 

· Smothered verbs: Often sentences are made longer by turning verbs into nouns, requiring the use of an additional verb and words.  For example:

· ‘take under consideration’: use ‘consider’

· ‘in order to’: use ‘to’

· ‘a mail survey was conducted’: use ‘a survey was mailed’

· Using nouns as adjectives: In an attempt to shorten sentences, nouns are often used as adjectives, which can make for cumbersome sentences. In these cases more words are needed to clarify the meaning.  For example:  

· ‘cardiac transplant candidacy’: use ‘candidates for cardiac transplants’

· Run-on sentences: Avoid long, run-on sentences. Increase readability by breaking up sentences, each with a separate thought or idea. Make the average sentence length 15 to 20 words. Use bullets to break up lists in text.

· Lists: Use bullets when the sequence is random.  Use lower case letters or numbers if there is a sequence to the information.

b)
 Style Standards for CCOHTA Publications

CCOHTA’s style standards are derived from The Canadian Style: A guide to writing and editing. Toronto: Dundurn Press, 1997, with the exception of some specific examples below.

Form

· Remove comma before the word ‘and’ or ‘or’ in lists of words

For example: formoterol, ipratropium bromide and placebo

· Currencies: Convert currencies to Canadian dollars where possible, particularly when making comparisons between various countries. Display the currencies as follows: C$650, US$20

· Punctuation: [WMD: 0.46% (95% CI: 0.03; 0.90)] 

Terminology

· Brand Names: Refer to pharmaceuticals and devices by the generic name and display in lower case.  The trade or brand name should be used initially in the report in brief, executive summary and main text, e.g. verteporfin (Visudyne®). 

· References to patients: Refer to patients or participants in a trial with a disease or condition, not as the disease itself, e.g. the patient with diabetes, not the diabetic patient or the diabetic.

· Acronyms: If a term for which there is an acronym or abbreviation is to be used THREE TIMES OR MORE in a document, show the acronym along with the first use of the term and use the acronym consistently thereafter (i.e. if the term is only to be used twice, do not use the acronym). Redefine the acronym or abbreviation again in the body of the report even if it has been used in the report in brief or the executive summary.

· Abbreviations: Use the following abbreviations as shown:

· e.g. (for example)

· i.e. (that is)

· et al. (and others)

· vs. (versus) – use abbreviation in tables only, spell out in full text.

· US not U.S. 

Numbers 

· Start sentences with numbers spelled out. However, restructuring the sentence so that the number does not appear at the start of the sentence is preferred.

· Spell out whole numbers from one to nine within the text; from 10 onwards use numerals (except if joined by a preposition, i.e. 1 to 10). When you have a mix of small and large numbers in a single sentence or paragraph, use numerals, e.g. 110 magnetic resonance imaging scanners, 9 positron emission tomography scanners and 379 nuclear medicine cameras.

· Use a combination of figures and words for numbers of a million or more, 

e.g. 5 million unpaid nurses doing more than 9 million volunteer jobs.

· Be consistent with significant digits, e.g. (0.4 to 4.0)  not (0.4 to 4)

· When discussing a range of ages in text, connect the two numbers with ‘to,’ not a hyphen. 

Men aged 25 to 54
 not men aged 25-54

Exception: Use the en dash style, ‘men aged 25–54’ in charts and tables.

Percentages

· Use the percent sign (%) in economic, financial, statistical or other documents where figures are abundant. When percentages need to be readily comparable use ‘8%’ or 
‘8 percent’ rather than ‘eight percent.’ Write the term out in isolated references to percentages, except when the term is used as an adjective: 15 percent but a 15% bond.

Time

· Don’t abbreviate years, e.g. the 1990s or the nineties not 90s (1990s is preferred to nineties), mid-1990s not mid-90s

· Exclude commas when referring to month and year only, e.g. the events of October 1999 were recorded.

· Repeat the century for specific time periods, e.g. 1986 to 1991 not 1986-91.
Exceptions: Fiscal years–1999–00; Recessions–1981–82, 1990–91.

Spelling Common Terms

· health care not healthcare

· analyzed not analysed 

· Labelled; counselling; not labeled, counseling;
· web site not website

Use Canadian spelling for: 

· our/or and re/er endings 

colour, humour, centre, fibre, etc. not color, humor, center, fiber, etc.

· ize/ise and zation/sation endings


randomize, synthesize, civilization, organization, etc. not randomise, synthesise, civilisation, organisation, etc.

Hyphenate the following:

· long- /short-term 

· e-mail

· intention-to-treat

Do not hyphenate the following:

· decision maker (except as an adjective, e.g. decision-maker audience)

· policy maker 

· high/low risk patient

· those at risk

· number needed to treat

· trade name

· health care

APPENDIX C: Bibliography of Recommended HTA Methodology References

a)
Systematic Reviews and Meta-analyses of Clinical-Effectiveness Studies 

1. 
Clarke M, Oxman AD, editors. Cochrane reviewers’ handbook 4.1.6 (updated January 2003). Oxford: Cochrane Collaboration. Available: http://www.cochrane.org/cochrane/hbook.htm 


The Handbook describes the process of creating Cochrane systematic reviews. It contains chapters on developing a protocol, formulating the problem, locating and selecting studies, assessing study quality, collecting data, analyzing and presenting results and interpreting results. 

2.   
Egger M, Smith GD, Altman DG. Systematic reviews in health care: meta-analysis in context. 2nd ed. London: BMJ Publishing; 2001. 


This book contains useful articles on systematic reviews of controlled trials and  observational studies, investigating variability within and between studies, statistical methods and using systematic reviews in practice.

3.
Khan KS, ter Riet G, Glanville J, Sowden aJ, KeijnenJ, editors. Undertaking systematic reviews of research on effectiveness: CRD’s guidance for those carrying out or commissioning reviews. 2nd ed. York (UK): NHS Centre for Reviews and Dissemination, University of York; 2001. CRD report no. 4. Available: http://www.york.ac.uk/inst/crd/report4.htm

The first edition of the CRD guidelines is one of the most widely cited references on systematic reviewing. The second edition includes details on undertaking a systematic review of economic evaluations. 

4. 
Moher D, Cook DJ, Eastwood S, Olkin I, Rennie D, Stroup DF.  Improving the quality of reports of meta-analyses of randomised controlled trials: the QUOROM statement.  Quality of reporting of meta-analyses.  Lancet 1999;354(9193):1896‑900.

b)
Economic Evaluations

1.
Canadian Coordinating Office for Health Technology Assessment. Guidelines for economic evaluation of pharmaceuticals: Canada. 2nd ed. Ottawa: The Office; 1997. Available: http://www.ccohta.ca/entry_e.html

The Guidelines provide details of methodological approaches to performing economic evaluations. Although directed at pharmaceutical assessments, these guidelines can be applied to other health technologies such as devices, clinical procedures and health systems.  

2.

Consensus conference on economic modelling in health technology assessment; 1999 Apr 22-23; Sheffield, England. Pharmacoeconomics 2000;17(5):443-513.



This set of papers includes a consensus statement and five background papers that provide useful information on constructing decision analytic models, assessing model quality, validation testing and handling uncertainty. 

3.
Drummond MF, McGuire A. Economic evaluation in health care: merging theory with practice. Oxford: Oxford University Press; 2001.



This book contains chapters on various aspects of conducting an economic evaluation, including modelling, handling uncertainty, statistical considerations and transferability of results.

4.
Drummond MF, O’Brien BJ, Stoddart GL, Torrance GW. Methods for the economic evaluation of health care programmes.  2nd ed. Oxford: Oxford University Press; 1997.



This standard textbook addresses key methodological principles in economic evaluations and contains a critical appraisal checklist for application to published studies.

Appendix D: Authorship
Authorship

Authorship of CCOHTA reports complies with the following guidelines derived from the Uniform requirements for manuscripts submitted to biomedical journals. These were developed by the International Committee of Medical Journal Editors and are available at http://www.icmje.org/.

1. Each author participates sufficiently in the work to take public responsibility for appropriate portions of the content.  One or more authors are responsible for the integrity of the work as a whole, from inception to the published report.

2. All persons designated as authors meet the criteria listed below, and all those who qualify  are listed.  

An author:

· substantially contributes to the conception and design of the study, or acquisition of data, or analysis and interpretation of data; and

· drafts the report or revises it critically for important intellectual content; and 

· approves the final version. 

3.
Each author provides a description of his/her contribution, which is included in the published report, through completion of the authorship form (see below).  

4.
The order of authorship is a joint decision of the co-authors. Authors should be prepared to explain the order in which they are listed.
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All contributors who do not meet the criteria for authorship, such as those who provided  technical help or writing assistance only are acknowledged.  Their function or contribution is described, e.g. “served as clinical advisor”, “critically reviewed the protocol” or “extracted data”.

Conflict of Interest

The conflict of interest guidelines of CCOHTA’s HTA Directorate are included in this appendix.

A Conflict of Interest Statement is completed and submitted to CCOHTA by each author at the start of a project and is resubmitted to CCOHTA in the event a conflict arises during the course of the project.  A description of the declared conflict(s) of interest is included in each published report.
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AUTHORSHIP FORM
Each author must submit a completed form to CCOHTA when he/she has approved the final report.  All three of the criteria listed below must have been met in order to have authorship credit.   

	Did you make substantial contributions to conception and design, or acquisition of data, or analysis and interpretation of data?


	 FORMCHECKBOX 


	Did you participate in drafting the report or revising it critically for important intellectual content?


	 FORMCHECKBOX 


	Have you provided approval on the version of the report submitted to CCOHTA for publication?


	 FORMCHECKBOX 



Description of Contribution:

	     

	     

	     

	     

	     


Approval of final report submitted to CCOHTA for publication:

     


     
	Name and Degrees


	
	
	Position


	

	Affiliation
	
	
	Date
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CONFLICT OF INTEREST STATEMENT

All authors and reviewers of CCOHTA reports are required to disclose circumstances which could be perceived to be a conflict of interest. Please indicate whether you have had, within the past two years, any of the following affiliations with companies who manufacture products mentioned in the assessment or with companies who manufacture competing products:


No
Yes

Ownership of stock, stock options or other financial instruments


 FORMCHECKBOX 
 
 FORMCHECKBOX 

of a product’s manufacturer or manufacturers of competitive products 

Honoraria or other compensation from manufacturer or a competitor

 FORMCHECKBOX 

 FORMCHECKBOX 

for writing a publication or participating in development of a publication

Grant, honoraria or other compensation from manufacturer or a


 FORMCHECKBOX 

 FORMCHECKBOX 

competitor for conducting research

(excluding mutual fund ownership)

Consultancy or employment with a manufacturer or a competitor


 FORMCHECKBOX 

 FORMCHECKBOX 

Speaker fees, educational grants and/or travel assistance provided

by a manufacturer or competitor






 FORMCHECKBOX 

 FORMCHECKBOX 

Any other direct or indirect relationship with a manufacturer or a 
competitor which could be perceived to be a conflict of interest


 FORMCHECKBOX 

 FORMCHECKBOX 

If yes to any of the above, please describe below, including approximate amount of compensation:

     
______________________
_________________________________

Date


 
Name


Conflict of Interest Guidelines, HTA Directorate

Purpose of the Guidelines

These guidelines are intended to ensure that all persons involved in the process of producing HTA reports disclose any real or perceived conflict of interest situations.

Scope

Conflict of interest guidelines apply to all staff, consultants, contractors, collaborators, reviewers and committee members working with CCOHTA’s HTA Directorate, whether financial compensation has been or will be provided by CCOHTA.

Responsibility
It is the joint responsibility of the director of the CCOHTA HTA Directorate and the project officer to ensure all relevant parties complete a conflict of interest statement for each CCOHTA project undertaken. It is the responsibility of the project officer to ensure such statements are accurately reflected in the published report and are also recorded in the project files.

Compliance 

All relevant parties must comply with these conflict of interest guidelines as they ensure the integrity and impartiality of CCOHTA and allow stakeholders to have confidence in CCOHTA’s objectivity. This policy requires individuals to make a thorough disclosure of real, potential or perceived conflicts of interest, both financial and non-financial. Such conflicts may preclude participation in a particular project, but will not necessarily restrict participation in other projects.

Description of Conflict of Interest

Conflict of interest is considered to be financial interest or non-financial interest, either direct or indirect, that would affect the research contained in a given report, or creation of a situation where a person’s judgment could be unduly influenced by a secondary interest such as personal advancement. Indirect interest may involve payment which benefits a department for which a member is responsible, but which is not received by the member personally, e.g. fellowships, grants or contracts from industry, industry sponsorship of a post or a member of staff in the department, industry commissioning of work.

Appendix E: Selected Data Sources on Canadian Population Health, Healthcare Resource Use and Costs

a)
General 

1. Canadian Institute for Health Information (CIHI). Available: http://www.cihi.ca

“Find a Statistic” allows users to search a number of free databases for aggregate-level data on health conditions,  health services (e.g. hospitalizations), health human resources and health spending (e.g. drugs). Also, CIHI and Statistics Canada maintain the Canadian segment of the OECD (Organisation for Economic Co-operation and Development) Health Database, which includes information on health care utilization among member countries. Tailored datasets are available for purchase. 

2.  
Health Canada Network. Available: http://www.hc-sc.gc.ca/hppb/healthcare/

This site provides access to a range of on-line materials related to the planning, delivery, cost and evaluation of health care in Canada. The information is drawn from many areas within Health Canada and other federal departments and agencies. Selected links to other sites are also included. 

3.  
Health Canada. Available: http://www.hc-sc.gc.ca

This site provides information on spending, programs, specific diseases and conditions, health risks, social determinants and health status. 

4.  
IMS Health Canada.  Available: http://www.imshealthcanada.com/

IMS Health provides data on health care and drug utilization in Canada. Some information is free, but for the most part, IMS provides information products to subscribers.  

5.  
Manitoba Population Health Research Data Repository. Available: http://www.umanitoba.ca/centres/mchp/data.htm

This database is maintained by the Manitoba Centre for Health Policy and Evaluation. This restricted-access database contains anonymous encounter-based records of individuals’ interactions with the provincial healthcare system, files on hospitalization, medical claims and personal care. 

6.
Statistics Canada.  Available: http://www.statcan.ca

This site contains demographic statistics and some Canadian statistical information on health care resources, resource use and health status. It lists free and “for purchase” publications, e.g. The National Population Health Survey (a longitudinal survey of the health status, use of health services, determinants of health, a health index, chronic conditions and activity restrictors, of Canadians).  

b)
Standard Costs

The following are lists of standard costs for use in economic evaluations.
1.  
Browne G, Gafni A, Roberts J, Whittaker S, Wong M, Prica M.  Approach to the measurement of costs (expenditures) when evaluating health and social programs, The Health and Social Service Utilization Survey 2001 for the System-Linked Resource Unit (SLRU) on Health and Social Service Utilization [Working paper series 01-4]. Hamilton (ON): System-Linked Resource Unit, McMaster University; 2001. Paper 01-3. Abstract available: http://www.fhs.mcmaster.ca/slru/paper/Costing_Tool_Abstract.pdf
This utilization survey provides estimates of average health and social service costs across the Ontario.  

2. National Health Expenditure Trends (NHEX), 1975-2002. Ottawa: Canadian Institute for Health Information; 2002. 
For information about this product including cost see: http://secure.cihi.ca/cihiweb/dispPage.jsp?cw_page=AR_31E&cw_topic=31
This publication includes expenditure data by source of funds (sector) and use of funds (category) at the provincial/territorial level and for Canada. It consists of an analytical report with selected data tables and a comprehensive set of data tables in Microsoft Excel format. 
3.  
Economic burden of illness in Canada, 1998. Ottawa: Policy Research Division, Population and Public Health Branch, Health Canada; 2002. Cat no H21-136/1998E. Available: http://www.hc-sc.gc.ca/pphb-dgspsp/publicat/ebic-femc98/pdf/ebic1998.pdf[published errata 2003 Jan 17 available http://www.hc-sc.gc.ca/pphb-dgspsp/publicat/ebic-femc98/pdf/ebic1998_errata_e.pdf].
“[The report]…offers a comprehensive overview of how the principal direct and indirect costs of illness were distributed in Canada”. 

4.  
A national list of provincial costs for health care: Canada 1997/8. Version 1.0. Edmonton: Institute of Health Economics; 2000.  Available: http://www.ihe.ca/costlist.cfm
This is a list of provincial and national standard costs to be used in economic evaluations. Costs are organized under the categories of public health, diagnostic and therapeutic services, continuing care and personal care costs. It also provides guidance on how to estimate costs in economic evaluations and gives an assessment of the quality of existing estimates.

5.
MEDTAP International. Available: http://www.medtap.com/    

      MEDTAP products and services are available by purchase. Examples are the Unit Cost Database, which provides unit costs for health care resources in Ontario and for some European and North American health systems; it also has Health Related Quality of Life data.

APPENDIX F:  Information Identification, Retrieval 
and Management 

The purpose of this section is to outline CCOHTA’s requirements for literature searching and documentation. Familiarity with advanced searching techniques is assumed. Authors and librarians/information specialists (IS) should work together to develop the search strategy. 50 For further information, authors are referred to guidance from the NHS Centre for Reviews and Dissemination,51 the NICHSR’s  Etext52 and DACEHTA’s handbook.53

The Pre-assessment 

A pre-assessment is undertaken at CCOHTA to provide background information and to determine whether a full report is feasible and desirable. A literature search to identify existing work or work in progress is performed by a CCOHTA IS using a number of sources: 

· The Cochrane Library of databases

· PubMed

· Web sites of INAHTA agencies

· Specialized databases, e.g. the NHS Centre for Reviews and Dissemination

· Trial registries

· Manufacturers’ web sites

· Internet search tools (e.g. GoogleTM)

The lead author may contact experts in the field.

The Protocol

The pre-assessment search forms the foundation of the core search strategies designed by the IS in consultation with the other authors and team members. These core search strategies are drafted for the next stage, the protocol. Designing search strategies is an iterative process; test searches will be necessary. If the authors modify the protocol, the core search strategies may be modified. The revised search strategy should be included in any protocol revision. 

The protocol contains a written description of the resources to be used (e.g. databases, print resources) and specifies any restrictions such as years covered, targeted populations, etc.  As well, a table containing the search strategy with descriptors, keywords, Boolean logic (i.e. AND, OR, NOT to combine sets), study design or other filters and date ranges, is appended, normally as Appendix 1. 

The core search strategies include additional databases not covered in the pre-assessment. These may include EMBASE®, BIOSIS Previews®, CINAHL®, PsycINFO®, as appropriate, depending on the subject of the report, in addition to the resources searched for the pre-assessment. Other resources include: 

· Specialized, selected journals

· Conference abstracts and proceedings

· Manufacturers, e.g. for product monographs and unpublished trials

· Additional grey literature, such as government-commissioned reports

Performance of the Search

A cross-database search is performed and the resulting citations (bibliographic record/abstracts) are downloaded as text files. These are forwarded (electronically or in print) to the responsible authors, after which the authors choose the articles for retrieval.54,55 An electronic copy is also saved. Material identified through searching other resources is forwarded electronically or in print, as appropriate.

Updating 

Throughout the life cycle of the report, it will be necessary to repeat the steps for searching for relevant grey and published literature. The strategy may include re-running the core search strategies or establishing electronic alerts on various databases after the core searches have been performed. Updating/alerts generally cease when a report is ready for external review. 

Documentation

A description of the resources searched, and any decisions that introduced restrictions to the search, (and therefore potentially to the technology report), should be discussed in the methods section, e.g. date limits, databases not searched, language restrictions.

The core search strategies and any update or alert strategies should be documented in a standard format and included in the report. Electronic copies of the actual search strategies and results should be archived for future updating or replication of the data sets for the report.  
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160 reports excluded:


• Duplicate report of same trial data  (60)


• Did not contain sufficient information (40)


• Report had no additional trial information (45)


• Trial design not appropriate for the review (15)





210 potentially relevant reports





25 potentially relevant  reports retrieved from other sources





185 potentially relevant reports retrieved for further scrutiny (full text, if available)





1400 citations excluded





50 relevant reports describing 30 unique trials





30 citations identified from other sources





1555 citations identified from electronic search and broad screened





Figure 1: Flow Chart of Selected Reports (Sample)














� 	A protocol specifies the plan or set of steps the authors will follow to complete the HTA report. The specific components will vary to some degree depending on the type of study undertaken. Common components include: background, objectives, proposed methods (including study selection criteria, data extraction and data analysis methods and forms), roles of team members, detailed search strategy and timelines.


� 	Authors must consider all points raised by reviewers. They must prepare a document which explains how each substantive point was addressed, and, for those points not incorporated into the final document, justify why changes were not made. CCOHTA SAP reviewers will examine the revised report, along with the comments of the reviewers, to ensure this process has been handled appropriately.


� 	Authors should refer to CCOHTA’s checklist for definition of � HYPERLINK  \l "AppendixD" ��authorship (Appendix D�).


� 	Remove this information for external review.�


� 	The Report in Brief is 400 words or less (one page), is included at the beginning of the main report and may also be used as a stand-alone 	summary of the report. 


� 	The executive summary must be a maximum of two pages in length (800 words).


� 	Describe why this technology is being assessed, i.e. what are the issues being addressed and the clinical and/or economic contexts?


�  	State whether or not this was a systematic review. List the main databases searched, types of studies (including the final number selected), patient group, technology and comparator and main clinical outcomes. 


� 	The results should contain a numerical (or narrative) summary of the clinical effectiveness findings. 	


�  	For an economic evaluation, state if a model was used, the technology and comparator(s), the perspective, the population studied, resource use items and outcome measures and how uncertainty was handled. A review of economic evidence should contain the same information as does a review of the clinical evidence.


� 	The results should contain a numerical (or narrative) summary of the economic findings. 


� 	Conclusions should be consistent with (ideally identical to) the conclusions section of the main report.


� 	This is to reflect the headings/subheadings of the report.  The table of contents can be created manually. The final formatted version will be generated automatically.





� 	This section should be a concise description of the disease or condition with respect to the technology being assessed.


� 	This should include citations of the evidence base for such practice(s).


� 	For pharmaceutical agents, the description should include therapeutic classification, brand and generic name, ATC classification, mechanism of action, route of administration and dosage details. For devices, the description should include underlying theory/concept and  basic procedure details. Only pertinent information should be included.


� 	This should include patient indication(s) being covered in the report. Where relevant, a brief description of other indications for which market authorization is being sought or has been obtained should be included. If the report is directed toward a new indication for a previously approved technology, this should be clearly stated.


� 	This should be compared to alternatives, if data are available.


� 	This should be compared to alternatives, if data are available.


� 	This audience should be determined in consultation with CCOHTA.


� 	Include a detailed search strategy as an appendix. See CCOHTA’s process for literature searching (� HYPERLINK  \l "AppendixF" ��Appendix F�).


� 	List specific inclusion and exclusion criteria.


� 	Include the data extraction form as an appendix.


�  	Include the quality assessment form as an appendix.


� 	See Moher D, Cook DJ, Eastwood S, Olkin I, Rennie D, Stroup DF. Improving the quality of reports of meta-analyses of randomised controlled trials: the QUOROM statement. Quality of Reporting of Meta-analyses.  Lancet 1999;354(9193):1896-1900.


� 	Sample of a flow chart is shown � HYPERLINK  \l "Figure1_page19" ��in figure 1, p. 19�.


� 	The information should be tabulated wherever possible.


� 	Number of participants randomized, evaluable and lost to follow-up should be reported.





� 	If the clinical evidence base is weak (e.g. case studies only) authors are cautioned against proceeding with a full economic evaluation.  If in doubt, discuss with CCOHTA.


� 	Include a detailed search strategy as an appendix. See CCOHTA’s process for literature searching (� HYPERLINK  \l "AppendixF" ��Appendix F�).


� 	List specific inclusion and exclusion criteria. 


� 	Include the data extraction form as an appendix. 


� 	For information, authors are referred to Phase 2.6.2 and Appendix A.3.3.3 of Khan KS, ter Riet G, Glanville J, Sowden AJ, Keijnen J, editors. Undertaking systematic reviews of research on effectiveness: CRD’s guidance for those carrying out or commissioning reviews. 2nd ed. York (UK): NHS Centre for Reviews and Dissemination, University of York, 2001. CRD report no. 4. Available: � HYPERLINK "http://www.york.ac.uk/inst/crd/report4.htm" ��http://www.york.ac.uk/inst/crd/report4.htm�.





� 	For information, authors are referred to: (1) Phase 2.5.8  of Khan KS, ter Riet G, Glanville J, Sowden AJ, Keijnen J, editors. Undertaking systematic reviews of research on effectiveness: CRD’s guidance for those carrying out or commissioning reviews. 2nd ed. CRD report no. 4. York: NHS Centre for Reviews and Dissemination, University of York, 2001. CRD Report no. 4. Available: � HYPERLINK "http://www.york.ac.uk/inst/crd/report4.htm" ��http://www.york.ac.uk/inst/crd/report4.htm�; and (2) the BMJ checklist in: Drummond MF, Jefferson TO. Guidelines for authors and peer reviewers of economic submissions to the BMJ. The BMJ Economic Evaluation Working Party. BMJ 1996;313(7052):275-83.


� 	For information, authors are referred to Phase 2.7.8 Appendix A.3.3 of Khan KS, ter Riet G, Glanville J, Sowden AJ, Keijnen J, editors. Undertaking systematic reviews of research on effectiveness: CRD’s guidance for those carrying out or commissioning reviews. 2nd ed. York (UK): NHS Centre for Reviews and Dissemination, University of York, 2001. CRD report no. 4. Available: � HYPERLINK "http://www.york.ac.uk/inst/crd/report4.htm" ��http://www.york.ac.uk/inst/crd/report4.htm�.


� 	See Moher D, Cook DJ, Eastwood S, Olkin I, Rennie D, Stroup DF. Improving the quality of reports of meta-analyses of randomised controlled trials: the QUOROM statement. Quality of Reporting of Meta-analyses. Lancet 1999; 354 (9193):1896-900.


� 	CCOHTA reports will often require primary economic evaluation (frequently using modelling) to be undertaken. Authors performing a primary economic analysis are strongly encouraged to use Canadian Coordinating Office for Health Technology Assessment. Guidelines for economic evaluation of pharmaceuticals: Canada.  2nd ed. Ottawa: The Office; 1997. Available: � HYPERLINK "http://www.ccohta.ca/" ��www.ccohta.ca�.


� 	Choice of comparator(s) should relate to the objectives of the review and the comparators used in the clinical review.


� 	Refer to Selected Data Sources on Canadian Population Health, Health Care Resource Use and Costs in � HYPERLINK  \l "AppendixE" ��Appendix E�.�


� 	Numbers should be estimated using a relevant unit of analysis (e.g. per million population), and for one or more provinces. 


� 	Indicate the impact of the technology under alternative scenarios (e.g. most likely, pessimistic and optimistic scenarios). Scenarios can be based on factors likely to have a significant impact on the use of the technology, including varying estimates of: (a) the prevalence/ incidence of the disease or condition, (b) technology adoption/diffusion rates or (c) switching/substitution scenarios. Significant factors that differ substantially by jurisdiction should also be considered. 


� 	In the case of drugs, coverage of populations varies by jurisdiction. Therefore, break down estimates by sub-groups, if appropriate, to facilitate the calculation of estimates by individual jurisdictions.  Indicate assumptions about listing criteria (e.g. unrestricted or restricted/limited use).


� 	Estimate as simple annual rates, for three to five years, if significant trends are expected.  


� 	List all assumptions and cite relevant references. Organize the information to easily identify the most relevant information. Indicate the confidence level (low/medium/high) of the evidence/data sources, where appropriate.


� 	For drugs, this can be based on: (a) cost per individual multiplied by estimated number of individuals using the drug annually or (b) cost per claim (e.g. doses per day, cost per dose, cost per day) multiplied by number of claims annually. As co-payments vary by jurisdiction, the full cost of the technology (without co-payments by patients) should be used in the base case scenario. The cost of drug dispensing fees should be identified separately.


� 	This can include the costs of start-up (e.g. capital costs, training of personnel, etc.), administration, testing, diagnostics, treating adverse events, etc. 


� 	For example, vaccination programs can benefit those not vaccinated and overuse of antibiotics can increase bacterial resistance.


� 	For example, QALYs are considered to be equal, no matter who benefits, valuing outcomes using the willingness-to-pay approach or changes in productivity using actual wages can favour those with higher incomes, a higher discount rate reduces the present value of outcomes occurring further in the future.


� 	Examples:


Are there concerns about equal access to care for equal need?


For the same resources, is there a large gain for a small number of individuals or a small gain for a large number of individuals? 


Does the technology address unmet needs of certain disadvantaged groups, e.g. telehealth for those in remote locations?


Is the technology responsive to those with greatest need for which there is no alternative treatment, i.e. “rule of rescue”?


� 	Discuss policy implications. Do not make recommendations. Clearly state when/if conclusions cannot be made based on the available evidence. 


� 	Only draw conclusions based on the evidence. Make them clear, concise, consistent and compelling.  Provide choices or alternatives to help with policy decisions. Don’t hide the negatives. Clarify the risks.
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