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identified. The outcomes in these studies may provide additional information about the success 
of a consumer-centered approach to health care. All these studies were designed to develop 
Internet-based health informatics that in the end will be helpful in improving the quality of care 
and creating a more informed consumer. The results of these studies have not been published yet. 
 One study by Christakis,171 is an ongoing study to develop an Internet-based patient-centered 
asthma management system. A critical feature of the study is to improve the quality of asthma 
care delivery by health care providers. The study will gauge the effectiveness of AsthmaNet, a 
Web-based asthma patient activation system, which will provide tailored clinical information to 
parents as well as give them decision aids to share with their providers. 
 In another study, which was completed in 2008, Lorig et al174 evaluated the usefulness of 
translating evidenced-based small-group diabetes education on to an Internet platform. The main 
aims of the 2-year RCT were to: 1) develop, implement, and evaluate an Internet Diabetes Self-
Management Program (IDSMP) compared with usual care; 2) compare  the effects of the IDSMP 
with and without email discussion group reinforcement; 3) conduct cost-benefit analysis of the 
IDSMP compared with usual care, and the IDSMP with and without reinforcement; and 4) 
conduct a process evaluation of the use of the sections of the IDSMP and how usage, changes in 
behaviors, changes in self-efficacy, and patient characteristics are associated with intervention 
effects (health status and health care utilization) at 6 months and 2 years.  
 Another completed study completed in 2005, by Col175 was designed to address the issues 
involved with menopause. The immediate goal was to develop a technology  comprehensive 
Menopause Interactive Decision Aid System (MIDAS) that provides personalized feedback 
about menopausal symptoms, risks for common conditions, and the effects of different treatment 
options on the short- and long-term consequences of menopause. The main hypotheses of this 
study are that MIDAS can: 1) lead to better decisions and improve the quality of menopausal 
counseling; 2) improve compliance with a chosen menopausal plan; and 3) reduce medical errors 
associated with the use of menopausal therapies. The specific aims are to: 1) develop and 
optimize the utilization of MIDAS; 2) evaluate the impact of MIDAS on the decisionmaking 
process, including decisional conflict, knowledge, risk perception, anxiety, patient-physician 
communication, satisfaction with decisionmaking, the quality of menopause counseling, and 
medical errors related to menopausal therapy; and 3) evaluate the long-term impact of MIDAS 
on outcomes related to menopause.  
 In another study, which was completed in 2008, Sciamanna,176 studied the efficacy of a 
computer program that creates: 1) patient-specific physical activity self-help reports for 
individuals, and 2) patient-specific reports to prompt and guide physician advice. The study was 
designed to assess the effects of the computer-generated physical activity reports (patient and 
physician) on the patients' physical activity and endurance fitness over a 6-month period as 
compared with usual care.   
 



Chapter 4. Discussion 
 

1Summary of Key Findings 
 

 We have presented here the results of a systematic review of the literature regarding the 
impact of CHI applications. The CHI field is new and still evolving. As such, the literature in this 
field is very heterogeneous and challenging to summarize in well-described categories. Our 
review identified a total of 162 articles, of which 137 addressed Key Question 1 and 31 
addressed Key Question 2. Overall, despite the heterogeneity and limited nature of the literature, 
the following themes emerged.  
 First, while there may be a role for CHI applications to reach consumers at a low cost and 
obviate the need for some activities currently performed by humans, it is likely that a more 
important role is to enhance the efficacy of interventions currently delivered by humans. Several 
studies compared the use of a CHI application with traditional therapy against traditional therapy 
alone. Many found that both groups exerted a significant effect on the outcome of interests, yet 
the CHI group had even more benefit that traditional therapy alone.  
 Secondly, in the aggregate, the studies evaluated in this review tended to support the finding 
that at least three critical elements are most often found in those CHI applications that exert a 
significant impact on health outcomes. These three factors are 1) individual tailoring, 2) 
personalization, and 3) behavioral feedback. Personalization involves designing the intervention 
to be delivered in a way that makes it specific for a given individual. Tailoring refers to building 
an intervention, in part, on specific knowledge of actual characteristics of the individual 
receiving the intervention. Finally, behavioral feedback refers to providing consumers with 
messages regarding their status, wellbeing, or progression through the intervention. These 
messages may come in many different forms. They can be motivational (You did great today!) or 
purely data driven (You completed 80 percent of your goal today). Interestingly, it is not clear 
from this literature that CHI-derived behavioral feedback is any better than feedback originating 
from human practitioners or others. Rather, it appears that the feedback must happen with an 
appropriate periodicity, in a format that is appealing and acceptable to the consumer, not just the 
provider. 
 This systematic review found that RCT evaluations to date suggest that CHI applications 
may positively impact healthcare processes such as medication adherence among asthmatics. 
CHI applications may also positively impact intermediate outcomes across a variety of clinical 
conditions and health behaviors, including cancer, diabetes mellitus, mental health disorders, 
smoking, diet, and physical activity. CHI applications may not have much impact on 
intermediate outcomes among individuals who are obese or suffer with asthma or COPD. The 
currently available RCT evidence is more equivocal regarding the impact of CHI applications on 
relationship-centered outcomes, while the evidence appears relatively strong in support of the 
positive impact of CHI on selected clinical outcomes. (Mental Health) The data are insufficient 
to determine the impact of CHI on economic outcomes.  
 Of note, studies have identified several barriers to utilization of CHI applications. The 
barriers include incompatibility with current care practices, professional staff perceptions of 
increased workload, poor social support, limited IT knowledge and literacy of consumers, 
cultural issues, and concerns about time, privacy, security, and control.  
                                                 
1 Appendixes and evidence tables cited in this report are available at: http://www.ahrq.gov/clinic/tp/chiapptp.htm. 
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 While the use of CHI applications offers significant promise and potential, the nascent 
literature has important knowledge gaps that currently preclude claims of proven efficacy or 
unquestionably support a value proposition for the use of CHI applications. In the final analysis, 
the early work cited in this review is encouraging, but clearly more research is needed to 
substantiate these early findings and close the identified gaps in knowledge. 
 

Limitations 
 

 This review has several important limitations. First our initial search for eligible studies 
proved to be challenging because of inconsistent use of terminology in the literature. We 
minimized this problem by searching multiple databases and supplementing our search with a 
review of selected journals and querying experts. The most important limitation was marked 
heterogeneity of interventions, populations and outcomes, making synthesis across studies 
difficult, and precluding meta-analysis. Inconsistent definitions and reporting of outcome 
measures further limited our ability to synthesize data, as many studies did not report enough 
data to support calculation of effect sizes. Another limitation is related to the design of CHI tools 
and applications. Because development involves an iterative process, it is sometimes difficult to 
synthesize results across studies. Two studies my have evaluated the same CHI tool or 
application however the tool itself may have been adapted or otherwise changed during the 
period of time after the first study but prior to the second study. Methodologic limitations of 
many of the RCTs limit the strength of conclusions. We evaluated the quality of the study using 
the criteria proposed by Jadad.4 We also graded the strength of the body of the scientific 
evidence on each section. For a variety of reasons, the strength of the body of evidence was often 
graded as low. Because the distinction between CHI and patient-centered HIT has not been 
clearly articulated, it was at times challenging to distinguish between consumer HIT and patient-
centered HIT. Patient centered HIT studies were excluded because they will be addressed in a 
separate evidence report. Finally, as indicated in the Research in Progress section of the Results 
chapter, several studies of CHI applications have been initiated or completed but not yet 
reported. The evidence report may need to be updated when the results of these studies are 
available. 
 

Future Research Needs 
 
 The results of this review indicate that the scientific evidence base regarding the impact of 
CHI applications is at a nascent and evolving state. As such, several future research needs can be 
identified. More work needs to be done to confirm the preliminary findings identified in this 
review. In many areas, only one study has been done on a given question or issue, precluding 
definitive conclusions. Across studies, the reporting of the evaluations is non-uniform, often with 
critical features of the evaluation methodology or application details entirely lacking. To 
facilitate uniform reporting and improve the quality of the work in this field, consideration 
should be given to development of a national CHI applications design and development registry 
and CHI applications trials registry with uniform reporting requirements. However, the 
developers of these applications come from a wide and diverse array of backgrounds. Some have 
significant technical expertise while others do not. Furthermore, these studies are reported in a 
variety of journals with editors and editorial boards of widely differing technical expertise and 
reporting requirements. Research in this multidisciplinary field would be greatly enhanced by an 
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accepted vocabulary, nomenclature, or ontology. Currently there is much confusion and blurring 
of the lines between the technical platform upon which the application is built along with the 
technical specifications of the CHI application in question with both the goals and functions of 
the application and the educational or behavioral content included in the application. While a 
strict rendering of the current definitions of these elements allows for little conceptual overlap, 
the literature is replete with examples of investigators who describe the technical platform 
employed in a CHI application (cell phone) when describing the application, which by itself, 
sheds little light, regarding the nature of the CHI application. More work will need to be done to 
explicate the role of human factors, socio cultural factors, human computer interface issues, 
literacy, and gender.  
 The findings of this review indicate that most CHI research is being primarily conducted 
among white/Caucasian adult patients, and it is not clear how the findings apply to non-white 
populations. The importance of this limitation is heightened by the fact that the internet will be 
the primary means of the consumer’s ability to use and take advantage of CHI tools. While 
technological platforms may vary, most CHI applications will, in one way or another, rely on the 
internet to perform its functions. Consumer internet familiarity and utilization trends will have 
significant impact on the ability of CHI applications to be successful across all consumer 
populations. Recent data suggests the internet and technology experiences of whites may not be 
the same as individuals from other racial/ethnic backgrounds. Differential experiences across 
racial groups may be associated with differential efficacy of a given CHI application and result 
in outcomes that are unexpected or unseen among white consumer groups. The evidence 
suggests, for example, that Internet and technology utilization has not yet become as essential or 
appealing to African-Americans as to whites. Just 36 percent of African-Americans with Internet 
access go online on a typical day compared to 56 percent of whites. Whites and blacks even have 
differing attitudes toward the internet with online African-Americans not being as fervent in their 
appreciation of the Internet as online whites.173  African-American Internet users are also 
somewhat more likely than whites to have their Internet access come exclusively through their 
jobs. Finally, while online privacy has become a significant concern for a majority of Internet 
users, African-Americans tend to be less trusting than whites. They are also more concerned 
about their online privacy than whites and these heightened privacy concerns are reflected in 
what they choose to do online. Online African-Americans are less likely to participate in high-
trust activities like auctions or to give their credit card information to an online vendor. They are 
also less likely than white Internet users to trade their personal information for access to a Web 
site. 173 The CHI and health implications of these findings are unclear.  
 The problem extends beyond African Americans. Fifty-six percent of Latinos in the U.S. use 
the Internet. This compares to 71 percent of non- Hispanic whites and 60 percent of non-
Hispanic blacks who use the internet. 173  Among Latinos, the information and communications 
revolution is not limited to the computer screen. Some Latinos who do not use the internet are 
connecting to the communications superhighway via cell phone. Almost 60 percent (59 percent) 
of Latino adults have a cell phone and 49 percent of Latino cell phone users send and receive text 
messages on their phone.173  
 Finally, the issue is not just one of under-utilization or access. Asian-Americans who speak 
English are the most wired racial or ethnic group in America. They are also the Internet’s 
heaviest and most experienced users. Over 5 million Asian Americans (75 percent) have used the 
internet. This compares to 58 percent of whites, 43 percent of African- Americans, and 50 
percent of English-speaking Hispanics. 173 Typically Asians spend more time online than other 
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racial and ethnic groups. In addition, they engage the internet at a much higher level of intensity 
on a typical day than other groups and, as such, the internet represents an extremely important 
and fundament component of daily living for Asian-Americans. Overall, Asian-American men 
engage in online activities more than Asian-American women.173 Even beyond race and ethnicity 
issues that may affect CHI mediated health outcomes; the importance of family, neighborhood, 
and environmental determinants of many clinical health outcomes is increasingly realized. We 
need to understand how these factors (social determinants) may impact CHI access, utilization, 
efficacy, costs, and/or outcomes at the individual level and healthcare disparities at the 
population level. The results of this review indicate that the realities and implications of these 
differences have not been adequately evaluated in the current scientific literature and much more 
formative and experimental work needs to be done to fill these critical knowledge gaps. 
The results of this review also indicate that because most of the evaluative research being done is 
being conducted among middle aged adult populations, significant opportunities exist for 
additional research among other age groups of consumers. It may even be that the impact of CHI 
applications may be greater among non middle aged adult consumers because these consumers 
may be most likely to adopt CHI applications (children, adolescents, and young adults) and they 
may have the most to gain from using effective CHI applications (elderly). 
 Similarly, the results of this review indicate that most CHI applications evaluated to date are 
designed to run on desktop computers. More work will need to be done to understand the role of 
other technological platforms including cell phones, PDA’s, TV, satellite, on Demand, Health 
Gaming platforms (Wii, XBOX, Gamecube etc). Related to technological platforms used for 
CHI applications is the potential role of social networking applications. Very few currently 
evaluated CHI applications explored the dynamics and potential utility of using social 
networking applications (Skype, Twitter, MySpace, Facebook, You Tube, blogs, Second life, 
Yoville and Farmville etc) to support behavior change or improve health outcomes. While it may 
be challenging to envision the elderly twittering, use of these applications may open 
opportunities to address health problems impacted by trust, social isolation, cognitive stimulation 
and low literacy) This type of research may inevitably lead to a broader array of interactivity 
among patients and their caregivers with measurable psychological and physiological health 
benefits for users and patients. In so doing, CHI applications may accrue greater appeal and 
effectiveness among patients because these applications are assisting patients to address real life 
issues that in the past may have been unrecognized barriers to achieving optimal health.  

 
Implications 

 
 The results of this review have several important implications. In terms of the currently 
engaged and activated consumer, CHI applications and tools may in the future provide additional 
tools to facilitate efforts to optimize their health status. The rapid growth and development of the 
internet combined with the rapid rise in the use of the internet to search for health related 
information suggest that individuals are drawn to use convenient and anonymous technologies 
for health purposes. If CHI applications and tools become available in a wider array of platforms, 
it may become easier to engage more people who are not actively managing their health.  
Although CHI tools and applications, as we have defined them, do not require the involvement 
of a healthcare provider, it is likely that significant growth in the utilization of CHI tools will 
necessitate increasing provider and healthcare system competency with these emerging tools. 
Consumers will increasingly want more interactivity and functionality and the ability to work 
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interactively with traditionally collected health information at the time and place of their 
choosing. Providers and healthcare systems that are seen as not equipped to handle or address 
these issues are unlikely to be seen as the highest quality or highest performing providers and 
systems.  
 There are may be important implications for health policy decision makers, such as the 
National Coordinator of IT. To the extent that CHI applications help improve healthcare process 
and clinical outcomes, they cannot be considered outside the domain of the healthcare system or 
direct medical care. Growth in this area may necessitate the development of policy positions 
which support diffusion of HIT tools and applications among providers and healthcare systems, 
but also facilitate the diffusion of CHI tools and applications among healthcare consumers. In 
like fashion many state officials and governments have or are currently considering supporting 
regional Health Information Exchanges, state wide Electronic Medical Records systems and 
other medical technologies. These state level health leaders may soon need to consider 
supporting patient use of CHI tools as one strategy to facilitate health promotion. Yet, as the 
results of this review indicate, the current state of the scientific literature is promising, but 
largely preliminary and thus not able to provide evidence based guidance regarding cost effective 
utilization of scarce public or private resource dollars with respect to CHI.  
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Appendix A: List of Acronyms 
  

 

 

Acronym Definition 
ADAS-Cog Alzheimer’s disease assessment scale-cognitive 
AHQ Anxiety hierarchy questionnaire 
AHRQ Agency for Healthcare Research and  Quality 
AMIA American medical informatics association 
ANCOVA Analysis of covariance 
APHA America public health association 
ASMP Arthritis self-management program 
ASQ Attributional style questionnaire 
BAI Beck Anxiety inventory 
BDI Beck Depression inventory 
BMI Body mass index 
BtB Beating the Blues 
CBT Cognitive behavioral theory 
CESD Center for Epidemiologic Studies-Depression 
CES-D Center for Epidemiologic Studies Depression 
CgA Chromogranin A 
ChEIs Cholinesterase inhibitors 
CHESS Comprehensive health enhancement support system 
CHI Consumer health informatics 
CI Confidence interval 
CoNeg Composite index for positive situations 
CoPos Composite index for negative situations 
DHEA-S Dehydroepiandosterone sulphate 
DSMP Dyspnea self-management programs 
DXA Dual-energy x-ray absorptiometry 
EPC Evidence-based Practice Center 
EPSI Exam problem-solving inventory 
FFB Kristal Fat and Fiber Behavior 
HDS Health distress scale 
IEEE Institute of Electrical and Electronics Engineers 
IET Industrial engineering technology 
IMIS Interactive multimedia internet-based system 
IPP Integrated psychostimulation program 
ISI International standards institute 
IT Information technology 
MeSH Medical subject heading 
MMSE Mini-mental state examination 
NET Internet-based CBT 
NPY Neuropeptide Y 
PCS Perceived competence scales 
PDA Personal digital assistant 
PDF Portable document format 
RCT Randomized controlled trial 
SB2-BED Student bodies 2-binge eating disorder 
SD Standard deviation 
SDSCA Summary of Diabetes Self Care Activities 
TAI Test anxiety inventory 
TEP Technical expert panel 
TNFα Tumor necrosis factor α 
WHO World Health organization 
WSAS Work and Social Adjustment Scale 
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Appendix C: Detailed Search Strategies 

 
Database Terms Date  Returns 

PubMed ((("Medical Informatics Applications"[Mesh] OR "Informatics"[Mesh] OR 
"medical informatics"[mh] OR telemedicine[mh] OR informatics[tiab] OR 
internet[tiab] OR internet[mh] OR "Consumer Health Information"[Mesh] 
OR "Support systems"[tiab]) AND (consumer[tiab] OR "Patients"[Mesh] 
OR patients[tiab] OR patient[tiab] OR parents[mh] OR parents[tiab] OR 
parent[tiab] OR "age groups"[mh] OR Caregivers[mh] OR caregiver[tiab] 
OR "care giver"[tiab] OR "persons"[mh] OR persons[tiab] OR 
person[tiab] OR people[tiab] OR individual[tiab] OR individuals[tiab]) 
AND English[lang] AND ("randomized controlled trial"[pt] OR 
"randomized controlled trials as topic"[mh] OR "randomized controlled 
trial"[tiab] OR "randomised controlled trial"[tiab] OR "controlled trial"[tiab] 
OR "clinical trial"[tiab]) NOT (editorial[pt] OR letter[pt] OR comment[pt]) 
NOT (animal[mh] NOT human[mh]) AND (("1900/01/01"[PDat] : 
"2009/06/01"[PDat])))  
OR  
(("Medical Informatics Applications"[Mesh] OR "Informatics"[Mesh] OR 
"medical informatics"[mh] OR telemedicine[mh] OR informatics[tiab] OR 
internet[tiab] OR "internet"[MeSH Terms] OR "Consumer Health 
Information"[Mesh] OR "Support systems"[tiab]) AND (consumer[tiab] 
OR "Patients"[Mesh] OR patients[tiab] OR patient[tiab] OR 
"parents"[MeSH Terms] OR parents[tiab] OR parent[tiab] OR "age 
groups"[mh] OR "caregivers"[MeSH Terms] OR caregiver[tiab] OR "care 
giver"[tiab] OR "persons"[mh] OR persons[tiab] OR person[tiab] OR 
people[tiab] OR individual[tiab] OR individuals[tiab]) AND (Access[tiab] 
OR barrier[tiab] OR facilitator[tiab] OR compatibility[tiab] OR 
incompatibility[tiab] OR "user-centered"[tiab] OR "user centered"[tiab] 
OR "work flow"[tiab] OR workflow[tiab] OR "reimbursement 
mechanisms"[mh] OR reimbursement[tiab] OR "attitude to 
computers"[mh] OR attitude[tiab] OR "health knowledge, attitudes, 
practice"[mh] OR "computer literacy"[mh] OR (computer[tiab] AND 
literacy[tiab])) AND English[lang] NOT (editorial[pt] OR letter[pt] OR 
comment[pt]) NOT ("animals"[MeSH Terms] NOT "humans"[MeSH 
Terms]) AND (("1900/01/01"[PDat] : "2009/06/01"[PDat]))) AND 
(("1900/01/01"[PDat] : "2009/06/01"[PDat])))  

June1st, 
2009 

14561 

EMBASE (('informatics':ti,ab OR telemedicine:ti,ab OR internet:ti,ab OR 'consumer 
health information':ti,ab) AND (consumer:ti,ab OR 'patients':ti,ab OR 
parents:ti,ab OR 'age groups':ti,ab OR caregivers:ti,ab) AND 
('randomized controlled trial':ti,ab OR (controlled:ti,ab AND trial:ti,ab) OR 
(clinical:ti,ab AND trial:ti,ab))) OR (('informatics':ti,ab OR 
telemedicine:ti,ab OR internet:ti,ab OR 'consumer health 
information':ti,ab) AND (consumer:ti,ab OR 'patients':ti,ab OR 
parents:ti,ab OR 'age groups':ti,ab OR caregivers:ti,ab) AND 
(access:ti,ab OR barrier:ti,ab OR facilitator:ti,ab OR compatibility:ti,ab 
OR incompatibility:ti,ab OR 'user centered':ti,ab OR 'work flow':ti,ab OR 
reimbursement:ti,ab OR attitude:ti,ab OR (computer:ti,ab AND 
literacy:ti,ab))) AND ([article]/lim OR [editorial]/lim OR [review]/lim) AND 
[english]/lim AND [humans]/lim  

 1421 

Cochrane 
Library 

(("Medical Informatics applications":ti,ab,kw or "Informatics":ti,ab,kw or 
(telemedicine):ti,ab,kw or (internet):ti,ab,kw or "Consumer Health 
Information":ti,ab,kw or “Support systems”:ti,ab,kw) AND 
((consumer):ti,ab,kw or "Patients":ti,ab,kw or (parents):ti,ab,kw or "age 
groups":ti,ab,kw or (Caregivers):ti,ab,kw) AND ((randomized controlled 
trial):ti,ab,kw or (controlled trial):ti,ab,kw or (clinical trial):ti,ab,kw)) 
OR 
(("Medical Informatics applications":ti,ab,kw or "Informatics":ti,ab,kw or 
(telemedicine):ti,ab,kw or (internet):ti,ab,kw or "Consumer Health 
Information":ti,ab,kw or “Support systems”:ti,ab,kw) AND 
((consumer):ti,ab,kw or "Patients":ti,ab,kw or (parents):ti,ab,kw or "age 
groups":ti,ab,kw or (Caregivers):ti,ab,kw) AND ((Access):ti,ab,kw or 

 3716 
 

C-1 



Appendix C: Detailed Search Strategies 

C-2 

(barrier):ti,ab,kw or (facilitator):ti,ab,kw or (compatibility):ti,ab,kw or 
(incompatibility):ti,ab,kw or "user centered":ti,ab,kw or "work 
flow":ti,ab,kw or Reimbursement:ti,ab,kw or "attitude to 
computers":ti,ab,kw or “computer literacy”:ti,ab,kw)) 

SCOPUS ((TITLE-ABS-KEY("Medical Informatics applications") OR TITLE-ABS-
KEY(telemedicine) OR TITLE-ABS-KEY(internet) OR TITLE-ABS-
KEY("Consumer Health Information")) AND (TITLE-ABS-KEY(consumer) 
OR TITLE-ABS-KEY("Patients") OR TITLE-ABS-KEY(caregivers)) AND 
(TITLE-ABS-KEY("randomized controlled trial") OR TITLE-ABS-
KEY(“clinical trial”))) OR ((TITLE-ABS-KEY("Medical Informatics 
applications") OR TITLE-ABS-KEY(telemedicine) OR TITLE-ABS-
KEY(internet) OR TITLE-ABS-KEY("Consumer Health Information")) 
AND (TITLE-ABS-KEY(consumer) OR TITLE-ABS-KEY("Patients") OR 
TITLE-ABS-KEY(caregivers)) AND (TITLE-ABS-KEY(access) OR TITLE-
ABS-KEY(barrier) OR TITLE-ABS-KEY(facilitator) OR TITLE-ABS-
KEY("user centered") OR TITLE-ABS-KEY("attitude to computers") OR 
TITLE-ABS-KEY(“computer literacy”) OR TITLE-ABS-KEY(“health 
knowledge, attitudes, practice”))) AND (LIMIT-TO(DOCTYPE, "ar") OR 
LIMIT-TO(DOCTYPE, "re") OR LIMIT-TO(DOCTYPE, "rp")) AND (LIMIT-
TO(LANGUAGE, "English"))   
 

 5577 

CINAHL ((TX "Informatics" or TX telemedicine or TX internet or TX "Consumer 
Health Information" or TX “Support systems”) AND (TX consumer or TX 
"Patients" or TX parents or TX "age groups" or TX Caregivers) AND (TX 
"randomized controlled trial" or TX “controlled trial” or TX “clinical trial”) ) 
OR ((TX "Informatics" or TX telemedicine or TX internet or TX 
"Consumer Health Information" or TX “Support systems”) AND (TX 
consumer or TX "Patients" or TX parents or TX "age groups" or TX 
Caregivers) AND (TX Access or TX barrier or TX facilitator or TX 
compatibility or TX incompatibility or TX "user centered" or TX "work 
flow" or TX Reimbursement or TX Attitude or TX “computer literacy”) 
)NOT ((PT editorial )or (PT letter) or (PT comment)) 
 

 1462 

 



Appendix D: Grey Literature Detailed Search Strategies 

 
Database Terms 

Health Services Research Projects in Progress (((informatics OR internet OR consumer health 
information) AND (consumer OR patients OR parents 
OR caregivers) AND (randomized controlled trial OR 
clinical trial)) OR ((informatics OR internet OR 
consumer health information) AND (consumer OR 
patients OR parents OR caregivers) AND (access OR 
barrier OR facilitator OR compatibility OR user 
centered))) 
 

IEEE CNF IEEE Conference Proceeding  
IET CNF IET Conference Proceeding 
 

((((((informatics or internet or consumer health information) 
and (consumer or patients or parents or caregivers) and 
(randomized controlled trial or clinical trial)) or ((informatics or 
internet or consumer health information) and (consumer or 
patients or parents or caregivers) and (access or barrier or 
facilitator or compatibility or user centered))))<in>metadata)) 
<and> (pyr >= 1990 <and> pyr <= 2009)  
 

Proceedings of the American Society for 
Information Science and Technology (Wiley 
InterScience) 

informatics OR “health information” OR “consumer health 
information” OR internet  
 

WHO –International Clinical Trials Registry 
Platform 

informatics applications OR consumer health information OR 
internet 
 

American Public Health Association (APHA) 
2000-2008 

Consumer health information OR health information OR 
consumer 

OpenSIGLE - System for Information on Grey 
Literature in Europe 

(((informatics OR internet OR consumer health information) 
AND (consumer OR patients OR parents OR caregivers) 
AND (randomized controlled trial OR clinical trial)) OR 
((informatics OR internet OR consumer health information) 
AND (consumer OR patients OR parents OR caregivers) 
AND (access OR barrier OR facilitator OR compatibility OR 
user centered))) 
 

The New York Academy of Medicine – Grey 
Literature 

informatics OR "consumer health information" OR "health info
rmation application" 
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Previewing Only: You cannot submit data from this form

Previewing at Level 2 

Refid: 1, Simon, C., Acheson, L., Burant, C., Gerson, N., Schramm, S., Lewis, S., and Wiesner, G., Patient interest in recording 
family histories of cancer via the Internet, Genet Med, 10(12), 2008, p.895-902 

State: Ok, Level: KQ 1 CHI (categorical variables), KQ 1 CHI (continuous variables), Jadad -- RCT quality

Submit Data

Key Question 1: What evidence exisits 
that CHI applications  impact: 
a. health care processes (e.g., receipt 
of appropriate treatment) 
b.  intermediate outcomes (e.g., self-
management, knowledge, health 
behaviors) 
c.  relationship-centered outcomes 
(e.g., shared decision making, 
clinician-patient communication) 
d.  clinical outcomes (e.g., quality of 
life) 
e.  economic outcomes (e.g., cost, 
access to care) 

Key Question 2: What are the barriers/facilitators that 
clinicians, developers, and consumers and their families or 
caregivers encounter that limit implimentation of CHI 
applications? 

1. Does the abstract POTENTIALLY apply to Key Question 1 OR Key Question 2? 

Yes (go to Question 2)

No (Go to Question 3 and optionally 4)

Unclear or No Abstract available (Go to Question 5)

Clear Selection
2. This abstract POTENTIALLY applies to: 

Key Question 1 (must be an RCT to apply to KQ1)

Key Question 2 (addresses DIRECT barriers to CHI)

Key Question 2 (addresses barriers NOT specific to CHI)

If you have chosen any of the answers to question 2 (reasons for inclusion), SUBMIT. If you believe the abstract should be EXCLUDED, or you are 
UNCLEAR/or no abstract is available, please proceed. 

3. Reason for Exclusion 

No health informatics application

Health informatics application does not apply to the consumer

Health informatics application is for general information only (e.g., general website, message 
board, survey, etc.) AND is not tailored to the individual consumer

Study of a "point of care" device (requires a clinician to use or obtain and is part of the regular 
provision of care; e.g., device or telemedicine used at the point of care)

No original data (letter to the editor, comment, systematic review)

NOT a randomized controlled trial (this is ONLY an exclusion for KQ1, any article that may apply 
to KQ2 should NOT be excluded based on study design)

Other

Non-English (specify language)

4. FLAG excluded article: 

Page 1 of 2SRS Form

05/01/2009http://srsnexus.com/d2d/ul1/review.asp?mode=previewMode&articleid=1&level=2



Form took 0.5742188 seconds to render 
Form Creation Date: Not available 
Form Last Modified: Jan 28 2009 10:43AM 

(these answers are optional and should only be chosen if one of the above reasons for exclusion have been 
identified) 

Article of interest: use for background information

Review of a relevant topic: pull for further evaluation of relevance to this review

Other article of intereste: team members may flag personal articles of interest

Clear Selection

If you have chosen any of the answers to question 3 or optionally 4 (reasons for exclusion), SUBMIT. If you  are UNCLEAR/or no abstract is 
available, please proceed. 

5. Relevance to Key question 1 OR 2 is UNCLEAR or no abstract is available. 

Unable to determine eligibility based on the abstract alone: INCLUDE (move to next level for assessment)

No Abstract: Title may apply to one of the Key Questions: INCLUDE (move to next level for assessment)

No Abstract: Based on title, journal, and number of pages, this is a letter tot the editor, commentary, or other publication type 
that does not contain peer-reviewed data. EXCLUDE

Clear Selection
6. Comments 

Enlarge    Shrink     
Submit Data

Page 2 of 2SRS Form
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Previewing Only: You cannot submit data from this form

Previewing at Level 4 

Refid: 1, Simon, C., Acheson, L., Burant, C., Gerson, N., Schramm, S., Lewis, S., and Wiesner, G., Patient interest in recording family histories of cancer via the Internet, Genet Med, 10(12), 2008, p.895-902

State: Ok, Level: KQ 1 CHI (categorical variables), KQ 1 CHI (continuous variables), Jadad -- RCT quality

 Save to finish later Submit Data

GENERAL study and population characteristics 
1. After full review of this article, does it apply to, and contain abstractable data to answer either Key Question1, or Key Question 2, or both? 
If you answer "no" please contact Renee (rwilsob@jhmi.edu) immeditately with the refID. 

Yes Key Question 1 (go to question 2)

Yes Key Question 2 (go to question 3)

NO--does nto apply to either key question (contact Renee)
2.  
If this article applies to Key Question 1 (outcomes), please identify the subquestion it applies to: 

a. Healthcare process outcomes (e.g., diagnosis, treametn, prevetnion)

b. Intermediate outcomes (e.g., self management, health knowledge, health behaviors)

c. Relationship-centered outcomes (e.g., shared decision makig, communication)

d. Clinical outcomes (e.g., quailty of life, safety)

e. Economic outcomes (e.g., cost, access, reimbursement)

f. Other (specifiy)

3. If this article applies to Key Question 2 (barriers), please identify the type or types of barriers it applies to: 

system-level barriers (e.g., not user-centric, inefficient workflow, incompatible with other systems, lack of or inadequate reinmbursement)

Individual-level barrier (e.g., negative or opposing attitudes, lack of access, lack o for inadequate reimbursement, lack of knowledge, limited literacy)

Other (specify)

4.  
Study design 

RCT (ALL KQ 1 articles MUST be RCTs)

Other: define as identified by study authors)

Clear Selection
5.  
Study location 

Home/residence

Remote location (e.g, library, internet cafe); specify

Clinician office

Not specified

Other; specifcy

6.  
Year data collection began 

Year

Not specified

Duration

Clear Selection
7.  
Who is the consumer? 

Individual interested in their own health care (add details if necessary) 

Non-medical caregiver (add details)

8. Identify the CHI application type: 

Patient kiosk

Personal monitoring device

Disease specific sensor

Interactive consumer website

Disease risk calculator

Personalized health risk assessment tool

Electronic medication reminder

Other (specify)

Clear Selection
9. Identify the target condition, behavior, or barrier of interest. 
(barriers should be listed as free text at teh end of the list of choices) 

Obesity

Smoking

Cancer (breast)

Diabetes

Hypertension

Asthma

Mental health

Depression

Substance abuse

Alcohol abuse

other (specify)

Breast (other)

menopause/HRT

Diet/exercise/pysical activity NOT obesity

HIV/AIDS

BARRIER

 
Study participant inclusion/exclusion criteria (as defined in the article): 

Inclusion Exclusion Not specified

10. Age (specify)

11. Race (specify)

12. Gender (specify)

13. Other (specify)

14. Other (specify)

15. Other (specify)

16. Other (specify)

17. Other (specify)

18. Other (specify)

19. Other (specify)

20. Other (specify)
 
Specify ALL OUTCOMES and ALL TIME POINTS measured in this study.  
Be carful to categorize oucomes properly; thi swill impact which form reviewers will fill out next. 

Are CATEGORICAL outcomes being studied?
Describe below 

Yes

No
Clear Selection

Are CONTINUOUS outcomes being studied?
Describe below 

Yes

No
Clear Selection

Identify (define) the timepoints where outcomes are measured.
always use time point 1 as the baseline measure 
always use time point 6 as the final measure 

  

Cat outcome 1

Cat outcome 2

Cat outcome 3

Cat outcome 4

Cat outcome 5

Cat outcome 6

Cat outcome 7

Cat outcome 8

Cat outcome 9

Cat outcome 10

  

Cont outcome 1

Cont outcome 2

Cont outcome 3

Cont outcome 4

Cont outcome 5

Cont outcome 6

Cont outcome 7

Cont outcome 8

Cont outcome 9

Cont outcome 10

  
Time point 1: always define as 
baseline

Time point 2: define

Time point 3: define

Time point 4: define

Time point 5 define

Time point 6: define
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Form took 1.140625 seconds to render 
Form Creation Date: Not available 
Form Last Modified: Mar 27 2009 4:00PM 

Define ALL Study Arms 
Define No control group

26. ARM A (control group)
 

 Clear

27. ARM B (intervention)
 

Clear

28. ARM C (intervention)
 

Clear

29. ARM D (intervention)
 

Clear

 
Study population characteristics: 

ARM 
answers from above questions will populate these cells

Age Race/Ethnicity 
if information is provided and it does not fit the NIH criteria, fill in the "other" categories at the bottom of the cell

Annual Income
always identify units, always identify income range as reported in the article OR mean, meadian, SD

Education Socioeconomic status Other 1 Other 2 Other 3 Other 4

ARM A (control group) 

Define

No control group
Clear Selection

  

Mean

Median

Range

SD

  

Race not stated

White, non-hispanic, n

White, non-hispanic, %

Black, non-hispanic, n

Black, non-hispanic, %

Latino/hispanic, n

Latino/hispanic, %

Asian/Pacific Islander, n

Asian/Pacific Islander, %

American Indian/Alaska Native, 
n
American Indian/Alaska Native, 
%

Other, n

Other, %

Other, n

Other, %

  

Not specified

UNITS

income range, n (%)

income range, n (%)

income range, n (%)

income range, n (%)

income range, n (%)

Mean income

Median income

SD

  

Not reported

Less than 8 years, n(%)

8-12 years, n(%)

12-16 years, n(%)

>16 years, n(%)

Mean

Median

SD

  

Not specified

Low {define}, n(%)

Middle {define}, n(%)

High {define}, n(%)

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

ARM B (intervention) 

Define
Clear Selection

  

Mean

Median

Range

SD

  

Race not stated

White, non-hispanic, n

White, non-hispanic, %

Black, non-hispanic, n

Black, non-hispanic, %

Latino/hispanic, n

Latino/hispanic, %

Asian/Pacific Islander, n

Asian/Pacific Islander, %

American Indian/Alaska Native, 
n
American Indian/Alaska Native, 
%

Other, n

Other, %

Other, n

Other, %

  

Not specified

UNITS

income range, n (%)

income range, n (%)

income range, n (%)

income range, n (%)

income range, n (%)

Mean income

Median income

SD

  

Not reported

Less than 8 years, n(%)

8-12 years, n(%)

12-16 years, n(%)

>16 years, n(%)

Mean

Median

SD

  

Not specified

Low {define}, n(%)

Middle {define}, n(%)

High {define}, n(%)

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

ARM C (intervention) 

Define
Clear Selection

  

Mean

Median

Range

SD

  

Race not stated

White, non-hispanic, n

White, non-hispanic, %

Black, non-hispanic, n

Black, non-hispanic, %

Latino/hispanic, n

Latino/hispanic, %

Asian/Pacific Islander, n

Asian/Pacific Islander, %

American Indian/Alaska Native, 
n
American Indian/Alaska Native, 
%

Other, n

Other, %

Other, n

Other, %

  

Not specified

UNITS

income range, n (%)

income range, n (%)

income range, n (%)

income range, n (%)

income range, n (%)

Mean income

Median income

SD

  

Not reported

Less than 8 years, n(%)

8-12 years, n(%)

12-16 years, n(%)

>16 years, n(%)

Mean

Median

SD

  

Not specified

Low {define}, n(%)

Middle {define}, n(%)

High {define}, n(%)

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

ARM D (intervention) 

Define
Clear Selection

  

Mean

Median

Range

SD

  

Race not stated

White, non-hispanic, n

White, non-hispanic, %

Black, non-hispanic, n

Black, non-hispanic, %

Latino/hispanic, n

Latino/hispanic, %

Asian/Pacific Islander, n

Asian/Pacific Islander, %

American Indian/Alaska Native, 
n
American Indian/Alaska Native, 
%

Other, n

Other, %

Other, n

Other, %

  

Not specified

UNITS

income range, n (%)

income range, n (%)

income range, n (%)

income range, n (%)

income range, n (%)

Mean income

Median income

SD

  

Not reported

Less than 8 years, n(%)

8-12 years, n(%)

12-16 years, n(%)

>16 years, n(%)

Mean

Median

SD

  

Not specified

Low {define}, n(%)

Middle {define}, n(%)

High {define}, n(%)

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

  

Define

category 1, n(%)

category 2, n(%)

category 3, n(%)

category 4, n(%)

Mean

Median

SD

70.   

Comment  

Enlarge    Shrink     

 Save to finish later Submit Data

Click a link below to review this article at these other levels.
5. KQ 1 CHI (categorical variables) 
6. KQ 1 CHI (continuous variables) 
7. KQ 2 CHI barriers 
8. Jadad -- RCT quality 
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Previewing Only: You cannot submit data from this form

Previewing at Level 5 

Refid: 1, Simon, C., Acheson, L., Burant, C., Gerson, N., Schramm, S., Lewis, S., and Wiesner, G., Patient interest in recording family histories of cancer via the Internet, Genet Med, 10(12), 2008, p.895-902

State: Ok, Level: KQ 1 CHI (categorical variables), KQ 1 CHI (continuous variables), Jadad -- RCT quality

 Save to finish later Submit Data

KEY QUESTION 1
Report CATEGORICAL variables 

What evidence exists that consumer health informatics applications impact health care process outcomes, intermediate outcomes, relationship-centered outcomes, clinical outcomes, or 
economic outcomes of its users? 

 

Description of all CATEGORICAL outcomes being studied Identify (define) the timepoints where outcomes are measured.
always use time point 1 as the baseline measure 
always use time point 4 as the final measure 

1.   

Cat outcome 1

Cat outcome 2

Cat outcome 3

Cat outcome 4

Cat outcome 5

Cat outcome 6

2.   

Baseline

Time point 2: define

Time point 3: define

Time point 4: define

Time pint 5: define (ALWAYS use this timepoint as the last/main 
measure timepoint when abstracting data)

  

CATEGORICAL Outctomes 
see answers to question 1 
 
 
Cat Outcome 1 

ARM Total N in ARM n with outcome % with outcome 95% CI P Comment
ARM A (control) 
N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
   Shrink     

ARM B 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

 
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

 
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4

95% CI 
at 

 
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

 

Enlarge 
  Shrink     
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final/main 
measure

ARM C 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
  Shrink     

ARM D 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

 
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

 
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

 
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

 

Enlarge 
   Shrink     

 
 
Cat Outcome 2 

ARM Total N in ARM n with outcome % with outcome 95% CI P Comment
ARM A (control) 
N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
   Shrink     

ARM B 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4

n at 
final/main 

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
  Shrink     
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measure 95% CI 
at 
final/main 
measure

ARM C 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

 
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

 
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

 
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

 

Enlarge 
   Shrink     

ARM D 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
  Shrink     

 
 
Cat Outcome 3 

ARM Total N in ARM n with outcome % with outcome 95% CI P Comment
ARM A (control) 
N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
  Shrink     

ARM B 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4

N at 

 
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4

 
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4

% at 

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 

 
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4

P at 

 

Enlarge 
   Shrink     
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final/main 
measure

n at 
final/main 
measure

final/main 
measure

at time 
point 4
95% CI 
at 
final/main 
measure

final/main 
measure

ARM C 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
  Shrink     

ARM D 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

 
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

 
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

 
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

 

Enlarge 
   Shrink     

 
 
Cat Outcome 4 

ARM Total N in ARM n with outcome % with outcome 95% CI P Comment
ARM A (control) 
N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

 
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

 
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

 
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

 

Enlarge 
   Shrink     

ARM B 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3

N at time 

  
n at 
baseline
n at time 
point 2
n at time 
point 3

n at 

  
% at 
baseline
% at time 
point 2
% at time 
point 3

% at time 

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 

  
P at 
baseline
P at time 
point 2
P at time 
point 3

P at time 

  

Enlarge 
  Shrink     
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point 4

N at 
final/main 
measure

timepoint 
4
n at 
final/main 
measure

point 4

% at 
final/main 
measure

point 3

95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

point 4

P at 
final/main 
measure

ARM C 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
  Shrink     

ARM D 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
   Shrink     

 
 
Cat Outcome 5 

ARM Total N in ARM n with outcome % with outcome 95% CI P Comment
ARM A (control) 
N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
   Shrink     

ARM B 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 

 
n at 
baseline
n at time 
point 2
n at time 

 
% at 
baseline
% at time 
point 2
% at time 

  
95% CI 
at 
baseline

95% CI 
at time 

 
P at 
baseline
P at time 
point 2
P at time 

 

Enlarge 
   Shrink     
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point 3

N at time 
point 4
N at 
final/main 
measure

point 3

n at 
timepoint 
4
n at 
final/main 
measure

point 3

% at time 
point 4
% at 
final/main 
measure

point 2

95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

point 3

P at time 
point 4
P at 
final/main 
measure

ARM C 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
   Shrink     

ARM D 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

 
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

 
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

 
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

 

Enlarge 
   Shrink     

 
 
Cat Outcome 6 

ARM Total N in ARM n with outcome % with outcome 95% CI P Comment
ARM A (control) 
N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

 
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

 
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

 
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

 

Enlarge 
   Shrink     

ARM B 

Define

  
N at 
baseline

  
n at 
baseline

  
% at 
baseline

  

95% CI 
at 

  
P at 
baseline
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Form took 1.890625 seconds to render 
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N 
randomized 
to this ARM

N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

baseline

95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

Enlarge 
   Shrink     

ARM C 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

 
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

 
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

 
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

 

Enlarge 
   Shrink     

ARM D 

Define

N 
randomized 
to this ARM

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  
n at 
baseline
n at time 
point 2
n at time 
point 3
n at 
timepoint 
4
n at 
final/main 
measure

  
% at 
baseline
% at time 
point 2
% at time 
point 3
% at time 
point 4
% at 
final/main 
measure

  
95% CI 
at 
baseline
95% CI 
at time 
point 2
95% CI 
at time 
point 3
95% CI 
at time 
point 4
95% CI 
at 
final/main 
measure

  
P at 
baseline
P at time 
point 2
P at time 
point 3
P at time 
point 4
P at 
final/main 
measure

  

Enlarge 
  Shrink     

171.   

COMMENTS  

Enlarge    Shrink     

 Save to finish later Submit Data

Click a link below to review this article at these other levels.
4. GENERAL study and population characteristics 
6. KQ 1 CHI (continuous variables) 
7. KQ 2 CHI barriers 
8. Jadad -- RCT quality 
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Previewing Only: You cannot submit data from this form

Previewing at Level 6 

Refid: 1, Simon, C., Acheson, L., Burant, C., Gerson, N., Schramm, S., Lewis, S., and Wiesner, G., Patient interest in recording family histories of cancer via the Internet, Genet Med, 10(12), 2008, p.895-902

State: Ok, Level: KQ 1 CHI (categorical variables), KQ 1 CHI (continuous variables), Jadad -- RCT quality

 Save to finish later Submit Data

KEY QUESTION 1 
Report CONTINUOUS variables 
What evidence exists that consumer health informatics applications impact health care process outcomes, intermediate outcomes, relationship-centered outcomes, clinical outcomes, or economic outcomes of its users? 

 

Description of all CONTINUOUS outcomes being studied Identify (define) the timepoints where outcomes are measured.
always use time point 1 as the baseline measure 
always use time point 4 as the final measure 

1.   

Cont outcome 1

Cont outcome 2

Cont outcome 3

Cont outcome 4

Cont outcome 5

Cont outcome 6

Cont outcome 7

Cont outcome 8

2.   

Time point: baseline

Time point 2: define

Time point 3: define

Time point 4: define

Time point: final/main 
measure

  
  

CONTINUOUS Outctome 1 (see answers to question 2) 
ARM Total N in ARM n in ARM with outcome Units Value Mean, Median, Range, SD RR or OR (specifiy) Significance Comment

ARM A (control) 
N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

ARM B 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2

RR or OR 
(specify) at time 

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4

  

Enlarge 
   Shrink     
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N at 
final/main 
measure

n at 
final/main 
measure

value at 
final/main 
measure

mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

significance at 
final.main 
measure

ARM C 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

ARM D 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4

N at 

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4

n at 

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4

value at 

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline

mean at time 

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4

significance at 

  

Enlarge 
   Shrink     
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final/main 
measure

final/main 
measure

final/main 
measure

point 2

median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

final.main 
measure

39. Comments , outcome 1 

Enlarge    Shrink     
  

CONTINUOUS Outctome 2 (see answers to question 2) 
ARM Total N in ARM n in ARM with outcome Units Value Mean, Median, Range, SD RR or OR (specifiy) Significance Comment

ARM A (control) 
N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     
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ARM B 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

 
Units 
(define)

 
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

 
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

 
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

ARM C 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

ARM D                 
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Define

N randomized 
to this Arm

N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

Units 
(define)

value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

Enlarge 
   Shrink     

76. Comments , outcome 2  

Enlarge    Shrink     
  

CONTINUOUS Outctome 3 (see answers to question 2) 
ARM Total N in ARM n in ARM with outcome Units Value Mean, Median, Range, SD RR or OR (specifiy) Significance Comment

ARM A (control) 
N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure

median at 

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     
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final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

ARM B 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

ARM C 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure

median at 
final/main 

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     
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measure
range at 
final/main 
measure
SD at 
final/main 
measure

ARM D 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

113. Comments , outcome 3  

Enlarge    Shrink     
  

CONTINUOUS Outctome 4 (see answers to question 2) 
ARM Total N in ARM n in ARM with outcome Units Value Mean, Median, Range, SD RR or OR (specifiy) Significance Comment

ARM A (control) 
N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     
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range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

ARM B 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

 
Units 
(define)

 
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

 
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

 
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

ARM C 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4

range at time 

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     
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point 4

SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

ARM D 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

150. Comments , outcome 4  

Enlarge    Shrink     
  

CONTINUOUS Outctome 5 (see answers to question 2) 
ARM Total N in ARM n in ARM with outcome Units Value Mean, Median, Range, SD RR or OR (specifiy) Significance Comment

ARM A (control) 
N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3

median at 

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     
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time point 3

range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

ARM B 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

ARM C 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3

median at 

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     
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time point 3

range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

ARM D 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

187. Comments , outcome 5  

Enlarge    Shrink     
  

CONTINUOUS Outctome 6 (see answers to question 2) 
ARM Total N in ARM n in ARM with outcome Units Value Mean, Median, Range, SD RR or OR (specifiy) Significance Comment

ARM A (control) 
N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4

N at 

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4

value at 

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline

mean at time 

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4

significance at 

  

Enlarge 
   Shrink     
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final/main 
measure

measure final/main 
measure

point 2

median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

final.main 
measure

ARM B 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

ARM C 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4

N at 

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 

 
Units 
(define)

 
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4

value at 

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline

mean at time 

 
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 

 
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4

significance at 

  

Enlarge 
   Shrink     
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final/main 
measure

measure final/main 
measure

point 2

median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

final.main 
measure

ARM D 

Define

N randomized 
to this Arm

  
N at 
baseline
N at time 
point 2
N at time 
point 3
N at time 
point 4
N at 
final/main 
measure

  

n at baseline

n at time 
point 2
n at time 
point 3
n at time 
point 4
n at 
final/main 
measure

  
Units 
(define)

  
value at 
baseline
value at time 
point 2
value at time 
point 3
value at time 
point 4
value at 
final/main 
measure

  
mean at 
baseline
median at 
baseline
range at 
baseline
SD at 
baseline
mean at time 
point 2
median at 
time point 2
range at time 
point 2
SD at time 
point 2
mean at time 
point 3
median at 
time point 3
range at time 
point 3
SD at time 
point 3
mean at time 
point 4
median at 
time point 4
range at time 
point 4
SD at time 
point 4
mean at 
final/main 
measure
median at 
final/main 
measure
range at 
final/main 
measure
SD at 
final/main 
measure

  
RR or OR 
(specify) at 
baseline
RR or OR 
(specify) at time 
point 2
RR or OR 
(specify) at time 
point 3
RR or OR 
(specify) at time 
point 4
RR or OR 
(specify) at 
final/main 
measure

  
significance at 
baseline
significance at 
time point 2
significance at 
time point 3
significance at 
time point 4
significance at 
final.main 
measure

  

Enlarge 
   Shrink     

224. Comments , outcome 6  

Enlarge    Shrink     
  

CONTINUOUS Outctome 7 (see answers to question 2) 
ARM Total N in ARM n in ARM with outcome Units Value Mean, Median, Range, SD RR or OR (specifiy) Significance Comment
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