
  

Section and 
Topic  

Item 
# Checklist item  

Location 
where item is 
reported  

TITLE   
Title  1 Identify the report as a systematic review. Title  
ABSTRACT   
Abstract  2 See the PRISMA 2020 for Abstracts checklist. Abstract 
INTRODUCTION   
Rationale  3 Describe the rationale for the review in the context of existing knowledge. Background, 

paragraph 1-
2 

Objectives  4 Provide an explicit statement of the objective(s) or question(s) the review addresses. Background, 
paragraph 3 

METHODS   
Eligibility criteria  5 Specify the inclusion and exclusion criteria for the review and how studies were grouped for the syntheses. Definitions, 

inclusion and 
exclusion 
criteria, table 1 

Information 
sources  

6 Specify all databases, registers, websites, organisations, reference lists and other sources searched or consulted to identify studies. Specify 
the date when each source was last searched or consulted. 

Systematic 
searches 

Search strategy 7 Present the full search strategies for all databases, registers and websites, including any filters and limits used. Additional file 2 
Selection process 8 Specify the methods used to decide whether a study met the inclusion criteria of the review, including how many reviewers screened each 

record and each report retrieved, whether they worked independently, and if applicable, details of automation tools used in the process. 
Data screening 

Data collection 
process  

9 Specify the methods used to collect data from reports, including how many reviewers collected data from each report, whether they worked 
independently, any processes for obtaining or confirming data from study investigators, and if applicable, details of automation tools used in 
the process. 

Data extraction 
and analysis 

Data items  10a List and define all outcomes for which data were sought. Specify whether all results that were compatible with each outcome domain in each 
study were sought (e.g. for all measures, time points, analyses), and if not, the methods used to decide which results to collect. 

Data extraction 
and analysis 

10b List and define all other variables for which data were sought (e.g. participant and intervention characteristics, funding sources). Describe any 
assumptions made about any missing or unclear information. 

Data extraction 
and analysis, 
table 1 

Study risk of bias 
assessment 

11 Specify the methods used to assess risk of bias in the included studies, including details of the tool(s) used, how many reviewers assessed 
each study and whether they worked independently, and if applicable, details of automation tools used in the process. 

N/A 

Effect measures  12 Specify for each outcome the effect measure(s) (e.g. risk ratio, mean difference) used in the synthesis or presentation of results. N/A, 
Narrative 
synthesis 

Synthesis 
methods 

13a Describe the processes used to decide which studies were eligible for each synthesis (e.g. tabulating the study intervention characteristics 
and comparing against the planned groups for each synthesis (item #5)). 

Mixed method 
analysis  

13b Describe any methods required to prepare the data for presentation or synthesis, such as handling of missing summary statistics, or data 
conversions. 

Analysis and 
synthesis of 
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Section and 
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# Checklist item  

Location 
where item is 
reported  
findings 

13c Describe any methods used to tabulate or visually display results of individual studies and syntheses. Descriptive 
tables/figures 

13d Describe any methods used to synthesize results and provide a rationale for the choice(s). If meta-analysis was performed, describe the 
model(s), method(s) to identify the presence and extent of statistical heterogeneity, and software package(s) used. 

Data extraction 
and analysis 

13e Describe any methods used to explore possible causes of heterogeneity among study results (e.g. subgroup analysis, meta-regression). N/A, 
Narrative 
synthesis 

13f Describe any sensitivity analyses conducted to assess robustness of the synthesized results. N/A 
Reporting bias 
assessment 

14 Describe any methods used to assess risk of bias due to missing results in a synthesis (arising from reporting biases). N/A 

Certainty 
assessment 

15 Describe any methods used to assess certainty (or confidence) in the body of evidence for an outcome. N/A 

RESULTS   
Study selection  16a Describe the results of the search and selection process, from the number of records identified in the search to the number of studies 

included in the review, ideally using a flow diagram. 
Results 
section; 
PRISMA flow 
diagram 

16b Cite studies that might appear to meet the inclusion criteria, but which were excluded, and explain why they were excluded. PRISMA flow 
diagram, 
additional file 
2 

Study 
characteristics  

17 Cite each included study and present its characteristics. Study 
characteristics, 
Table 2,3,4, 
Figure 2,3,4,5 

Risk of bias in 
studies  

18 Present assessments of risk of bias for each included study. N/A 

Results of 
individual studies  

19 For all outcomes, present, for each study: (a) summary statistics for each group (where appropriate) and (b) an effect estimate and its 
precision (e.g. confidence/credible interval), ideally using structured tables or plots. 

Descriptive 
statistics and 
narrative 
synthesis, 
Table 2,3,4, 
Figure 2,3,4,5 

Results of 
syntheses 

20a For each synthesis, briefly summarise the characteristics and risk of bias among contributing studies. Study 
characteristics 
sections 
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20b Present results of all statistical syntheses conducted. If meta-analysis was done, present for each the summary estimate and its precision 
(e.g. confidence/credible interval) and measures of statistical heterogeneity. If comparing groups, describe the direction of the effect. 

N/A 

20c Present results of all investigations of possible causes of heterogeneity among study results. N/A 
20d Present results of all sensitivity analyses conducted to assess the robustness of the synthesized results. N/A 

Reporting biases 21 Present assessments of risk of bias due to missing results (arising from reporting biases) for each synthesis assessed. N/A 
Certainty of 
evidence  

22 Present assessments of certainty (or confidence) in the body of evidence for each outcome assessed. N/A, this is a 
review of 
methodology, 
not a review of 
findings 

DISCUSSION   
Discussion  23a Provide a general interpretation of the results in the context of other evidence. Summary of 

findings 
23b Discuss any limitations of the evidence included in the review. Strength and 

limitations  
23c Discuss any limitations of the review processes used. Strength and 

limitations 
23d Discuss implications of the results for practice, policy, and future research. Implications  

OTHER INFORMATION  
Registration and 
protocol 

24a Provide registration information for the review, including register name and registration number, or state that the review was not registered. Abstract  
24b Indicate where the review protocol can be accessed, or state that a protocol was not prepared. Abstract 
24c Describe and explain any amendments to information provided at registration or in the protocol. N/A 

Support 25 Describe sources of financial or non-financial support for the review, and the role of the funders or sponsors in the review. Declarations 
Competing 
interests 

26 Declare any competing interests of review authors. Declarations  

Availability of 
data, code and 
other materials 

27 Report which of the following are publicly available and where they can be found: template data collection forms; data extracted from included 
studies; data used for all analyses; analytic code; any other materials used in the review. 

Declarations 
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Ovid MEDLINE(R) and Epub Ahead of Print, In-Process, In-Data-Review & Other Non-Indexed 
Citations, Daily and Versions(R) <1946 to November 17, 2021> 
  
1              "routine health data*".ti,ab,kw.                                                                           105 
2              (routinely collected adj5 data*).ti,ab,kw.                                                            4120 
3              (((healthcare adj3 data*) or health) adj3 data*).ti,ab,kw.                                67403 
4              exp Electronic Health Records/                                                                               24454 
5              exp Health records, Personal/                                                                                2305 
6              exp Medical Records Systems, Computerized/                                                  44982 
7              administrative data*.ab,ti,kf. or (administrative adj5 data*).ti,ab,kw.        21725 
8              "National Program of Cancer Registries"/                                                               6 
9              Registries/                                                                                                                    100425 
10           (routine adj5 data*).ti,ab,kw.                                                                                    10955 
11           1 or 2 or 3 or 4 or 5 or 6 or 7 or 8 or 9 or 10                                                          235176 
12           trial.ti,ab,kw.                                                                                                                 670298 
13           (implement* or effectiveness or efficacy or real-world or "real world" or pragmatic or 
evidence-based or "evidence based" or real-life or "real life" or hybrid).ti,ab,kw.                     
                   2181529 
14           12 and 13                                                                                                                          220814 
15           11 and 14                                                                                                                           3997 
  
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 
Cochrane Library 
Date of search: 17/11/2021  
Results: 462 trials 
 

ID Search 
#1 MeSH descriptor: [Randomized Controlled Trials as Topic] explode all trees 
#2 MeSH descriptor: [Pragmatic Clinical Trials as Topic] explode all trees 
#3 (trial):ti,ab,kw 
#4 MeSH descriptor: [Implementation Science] explode all trees 
#5 #1 OR #2 OR #3 
#6 (implement*):ti,ab,kw 
#7 #4 OR #6 
#8 #5 AND #7 
#9 MeSH descriptor: [Routinely Collected Health Data] explode all trees 
#10 MeSH descriptor: [Electronic Health Records] explode all trees 
#11 MeSH descriptor: [Health Records, Personal] explode all trees 
#12 (administrative data*):ti,ab,kw 
#13 MeSH descriptor: [Internet of Things] explode all trees 
#14 MeSH descriptor: [Registries] explode all trees 
#15 (hospital episode data*):ti,ab,kw 
#16 #9 OR #10 OR #11 OR #12 OR #13 OR #14 OR #15 
#17 #8 AND #16 with Publication Year from 2000 to 2021, in Trials 
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IMPLEMENTATION 
OUTCOME 

MAY ALSO 
REFER TO 

DEFINITION 

ACCEPTABILITY 

Satisfaction The perception among implementation 
stakeholders that a given treatment, 
service, practice, or 
innovation is agreeable, palatable, or 
satisfactory. 

ADOPTION 

Uptake;  
Utilization;  

Intention to try 

The intention, initial decision, or 
action to try or employ an innovation or 
evidence-based 
practice. 

APPROPRIATENESS 

Perceived fit;  
Relevance; 
Usefulness;  

The perceived fit, relevance, or 
compatibility of the innovation or 
evidence-based practice for a given 
practice setting, provider, or consumer; 
and/or perceived fit of the innovation to 
address a particular issue or problem. 

FEASIBILITY 

Actual fit; 
Utility;  

Practicability 

The extent to which a new treatment, or 
an innovation, can be successfully used 
or carried out within a given agency or 
setting. 

FIDELITY 

Adherence;  
Delivered as 

intended; 
Quality of program 

delivery 

The degree to which an intervention 
was implemented as it was prescribed in 
the original protocol or as it was 
intended by the program developers 

IMPLEMENTATION 
COST 

Cost-effectiveness; 
Cost-benefit 

The cost impact of an implementation 
effort. 

PENETRATION Spread The integration of a practice within a 
service setting and its subsystems. 

SUSTAINABILITY 

Maintenance; 
Continuation; 
Incorporation; 

The extent to which a newly implemented 
treatment is maintained or 
institutionalized within a service 
setting’s ongoing, stable operations. 

 

 

Proctor E, Silmere H, Raghavan R, Hovmand P, Aarons G, Bunger A, Griffey R, Hensley M. 
Outcomes for implementation research: conceptual distinctions, measurement challenges, and 
research agenda. Administration and policy in mental health and mental health services 
research. 2011 Mar;38(2):65-76. 
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Additional file 5. Summary of single implementation strategies used 

in included trials  

 

Single Implementation strategy Total = 24 N (%) 

Reminders 16 (66.7%) 

Education (including meetings, materials, trainings, workshops, 

educational outreach, etc.) 

5 (20.8%) 

CDSS 3 (12.5%) 

 



Rationale of using RHD
in implementation trials

Improving quality of care

Assessing outcomes

"The use of electronic health records (EHRs) offers potential for improving the quality of care for obese children and for accelerating the adoption of research evidence regarding childhood 
obesity screening and management. It also holds promise for establishing treatment benchmarks and for supporting patients and their clinical teams in care improvement" [s30]

"Collection of routine data could allow care quality to be monitored, and improved, by identifying patients who would benefit from a specific evidence- based treatment, fostering access to 
and monitoring retention in that treatment." [s22]

Identifying study samples

Assessing representativeness

Providing objective and reliable measures

Ascertaining outcomes at lower cost

Possessing improved accuracy

"Outcomes were measured using routinely collected electronic health information, avoiding any distortions to usual care that might arise from data collection from 
physicians or patients." [s78]

"An emerging trial methodology utilises routinely collected electronic health record sources to ascertain outcome data, at far lower cost than traditional methods of data 
collection." [s37]

"These data provided objective measures that are less prone to inaccuracy than self reported healthcare data, which have consistently overestimate compliance with 
recommendations for preventive screening procedures." [s3]

"This claims- based measure has been shown to have improved accuracy and have higher correlation with biological markers of adherence than pill counts. It also reduces 
recall bias that may occur with self- reported adherence measures." [s32]

"Registries pool data from multiple sources and can be used to target children most at risk and most likely to benefit from outreach." [s2]

"Billing data proved to be a powerful and efficient tool for identifying children who need influenza immunisation." [s7]

"Data contained in an electronic health record (EHR) can be used to identify candidates for risk- reducing interventions." [s26]

"For vaccination outreach, data recorded in the electronic health record through routine care delivery can inform real- time identification of unvaccinated populations." [s72]

"Data available in the EHR can be utilised to identify the appropriate target population for a smoking cessation intervention." [s74]

"We compared routinely collected child data on study participants and programme participants not taking part in the study to assess representativeness of the study sample." [s53]

"Use of  EHR allowed for studying the natural process of care, studying a large number of patients, and having a population- based sample of patients and providers, rather than limiting our sample to those willing to be 
recruited into a study." [s31]

"EHRs have the potential to increase adherence to guidelines, and it could be used to remind clinicians to document smoking status and deliver brief advice, prompt clinicians to prescribe 
cessation medications, and facilitate referrals to counseling." [s17]

Confirming findings

"The administrative database analysis offers partial validation for the assessment of adherence to medication." [s61]

"We evaluated the reliability of the trial results against routinely collected data from the health check management information system." [s39]

Increasing efficiency

"The conduct of trials using electronic health records as a means for increasing the speed and efficiency with which trials can be completed is a topic of growing 
importance." [s39]

"Registries can track influenza immunisation rates in recalled children and can increase the efficiency of reminder/recall by restricting subsequent mailings only to those 
patients who are not immunised after an initial recall letter." [s7]

Reducing research burden

"We were able to embed the intervention within the workflow of a primary care clinic, which resulted in high rates of participation by providers and a 
protocol that did not increase provider burden. " [s68]

"It minimised the burden of research for practices and encouraged recruitment and it reduced the cost compared to trial- specific data collection." [s37]

"To maximise efficiency, the approach involved automated enrolment from an existing provincial registry, centralised delivery of the intervention, and use of routinely 
collected administrative data. " [s61]

 "Embedding multi- arm, pragmatic trials of interventions aiming at implementing improved care or outcomes within routine operations of health systems can 
help to reduce research waste in implementation science by producing generalisable scientific results, and findings that directly improve patient care" [s61]

"CHSP data enabled us to assess maternal age and deprivation at population level." [s16]

"Our trial was a cost- effective approach to reach a population of over 100 000 at- risk patients, costing less than £1 per patient." [s37]

"An EHR- based tool is available that can facilitate meaningful use documentation" [s43]

"The modern electronic health record (EHR) has previously been used to increase the likelihood of CHB screening via message prompts to providers 24 hours prior to appointments 
involving at- risk patients." [s48]

"There was no reliable and practical biochemical method of verifying that an infant is breastfed, and strong concerns were voiced that seeking direct proof of 
breastfeeding (eg, through observation of a feed) would have a negative effect on the relationship between clinicians and women. We therefore used the method by 
which infant feeding status is recorded for the purposes of routine data collection in the UK’s National Health Service. [54]

"Incorporating alerts into electronic medical records (EMRs) has proved effective for improving the practice of different preventive care" [s35]

Charis Xuan Xie
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Reported facilitators and barriers of using RHD in RITs

Availability

Data quality

Accuracy

Barriers

"Through our data quality analyses, we uncovered several systematic coding errors." [s7]

"It was not possible to completely confirm accuracy of the data from the electronic medical record, although we were able to make some data corrections by 
getting feedback from the case managers" [s42]

"EHR data do not provide accurate substance use and mental health diagnoses" [s45]

"The use of routinely collected data may have compromised the precision of trial outcomes and hence ability to demonstrate effects" [s73]

"A small number of randomised participants later be deemed ineligible because of misclassification errors in the administrative data." [s61]

"For TB screening, proportions were reduced due to over- inflated headcount data (the denominator) that erroneously included patients’ caregivers or 
accompanying family members not accessing services at the clinic. Despite DQI efforts, this data inaccuracy persisted in the study" [s76]

Barriers

"It must be acknowledged that this study is limited to data available in the health plan encounter system and medical charts. Therefore, rates might be 
underestimated to the extent that members had mammograms outside  the health plan that were not recorded in the data file or medical charts." [s1]

"We tried to collect outcome data via routine practice data but found that identifying which patients had been given AAPs was not possible as it was 
not recorded in spite of suitable codes being available." [s12]

"The reliance on administrative data and a single patient report at the time of outcome meant that intermediate clinical outcomes, such as 
cholesterol levels or blood pressure, were not available." [s61]

"Our reliance strictly on EHR data limited our ability to measure early refills as a marker of opioid misuse because we lacked data on whether opioid 
prescriptions were filled." [s45]

"The data came from the EMR only and may not capture outside immunisations." [s40]

"Owing to poor capture of aspirin in Ontario administrative data, which does not obtain details of over- the- counter dispensations, adherence to antiplatelet 
through administrative data was measured excluding aspirin." [s61]

"We could not use text messages, email, or web applications (apps) to support adherence to medication, because contact details, such as mobile phone numbers 
and email addresses, were not available in the routinely collected administrative data." [s61]

Facilitators

"Computerized billing data in this setting was an accurate method for identifying children with HRCs, with an average of 12% of 6- to 72- month- olds 
having1HRCs." [s7]

“The Georgia Cancer Registry (and other high- quality population- based cancer registries) maintains very complete and accurate information on cancer 
characteristics" [s64]

Completeness

Barriers

"A limitation of this study and the intervention described was that immunisation histories were collected from only 57% of the sample" [s2]

"Almost one third of children with HRCs were not detected by billing data highlights a limitation of practice- based billing systems:conditions not billed 
are not captured." [s7]

"Routine data (e.g., asthma consultations) were frequently missing from GPASS, which limited data analysis." [s12]

"We measured smoking cessation attendance rates using national VA administrative data files, and may not have captured all visits due to local coding 
differences." [s15]

"The considerable proportion of missing follow- up data, the consequence of using EMR data to assess outcomes, was a limitation." [s80]

"Data completeness for these analyses depended on the completeness of SystmOne medical records and could not be assessed within the trial data set. " [s73]

"As routinely collected data were used, we had no ability to detect if there were missing outcome data." [s75]

"Data on country of birth, race, and ethnicity is frequently incomplete  in the EHR." [s48]

"Incomplete data on vaccinations received elsewhere may have obscured additional benefit of the intervention." [s71]

Facilitators
“The Georgia Cancer Registry (and other high- quality population- based cancer registries) maintains very complete and accurate information on cancer 
characteristics" [s64]

Specificity of 
data recording

Interoperability Facilitators

"We worked with VHA to integrate this kiosk data with the existing electronic health record, producing note templates with data for clinicians and data tables 
for quality improvement and performance measurement." [s22]

"The CHICA system is also currently used only in Eskenazi Health and Indiana University Health primary care settings. We are working to provide CHICA as a web 
service that can interface with commercial EMR systems." [s44]

"The UCLA Health System merges data into the EHR from external sources. Data from these external sources (other than from claims) are normally incorporated 
into the medical record at office visits via a reconciliation process whereby health care professionals add or discard individual data elements." [s71]

EHR systems 

Facilitators

Barriers

Established systems available

"we have identified that the optimal method for trials attempting to use electronic health record data is to use only practices 
with established data extraction procedures. " [s37]

"The collaboration of a multidisciplinary team that leveraged an established health record system resulted in very thorough 
processes for data validation" [s68]

Commonly used systems

"Eligible general practices used SystmOne, the computerised clinical system used by approximately two thirds of West Yorkshire 
practices" [s73]

"Our EHR alert was deployed in Epic Systems, which is a commonly used EHR in the American healthcare system. " [s48]

"Because all clinics used the same EHR, variation in data quality were minimised” [s49]

"The UMass- Memorial Medical Center used the Epic Systems EMR12 during the period under study. The EMR captures visit dates 
and list of problems associated with International Classification of Diseases based diagnostic codes. Providers documented and 
prescribed medication including anticoagulation through the same EMR." [s63]

"The e- visit was developed for and tested within the Epic EHR. Results may not generalize to other EHR systems, particularly if the patient- facing portal 
considerably differs from MyChart." [s74]

"Specifically, staff reported persistent and insurmountable challenges coordinating this work with their EHR vendor and a lack of sufficient staff 
resources to enter data or make changes to existing systems of care." [s69]

"A few months before the intervention launched, BWH transitioned from a home- grown longitudinal medical record system to an EPIC EHR system. The transition 
affected both how healthcare encounters were coded and how the data were exported to Research Patient
 Data Registry (RPDR) for research purposes. " [s59]

Research 
governance

Barriers

"Additional  consent  from GPs was required for further demographic patient- level data (age and sex) and so were 
only available for a subset." [s37]

" One of the key measures of feasibility was our ability to obtain outcome data from practices and, unfortunately, 
concern over data sharing, particularly in response to care data, brought challenges to outcome ascertainment." [s37]

"The CPRD clinical trials demonstrated the feasibility of conducting pragmatic drug trials using electronic health records 
but identified several difficulties that would need to be overcome before these could be implemented on a wider scale. 
These difficulties especially related to the issue of obtaining informed consent in the context of routine primary care 
consultations." [s39]

External factors

Facilitators

“The prescription database is maintained by the Health Service. The Health Service makes the data available to the quality development 
programme." [s9]

"The Institute of Medicine has strongly encouraged the use of HIT to obtain data from patients and then match their needs and preferences 
to evidence- based services, in order to improve the quality of care." [s22]

"This study demonstrates the feasibility of embedding a trial within routinely recorded primary care electronic health records. Recruitment was 
feasible with the support of the NIHR Primary Care Research Networks." [s37]

"The Centers for Medicare & Medicaid Services (CMS) provides physicians with financial incentives for using the electronic health record (EHR) 
to document quality measures under the EHR Meaningful Use Incentive Program.” [s43]

"Our partnership with CorHealth (disease register company) was essential for this study and shows the potential of this learning health system 
approach for improving health system performance." [s61]

"ICES is an independent, non- profit research institute legally allowed to collect and analyse healthcare and demographic data, without consent, 
for evaluation and improvement of the health system." [s61]

"Danish health care offers unique opportunities for long- term, prospective studies of drug prescribing because of a combination of the list system in primary care and a 
national database of the sale of all prescription drugs." [s9]

"We were able to analyse the data for both a short- and long- term effect because baseline data are included monthly from 2 years before the start of intervention, and 
monthly follow- up data are included until 1 year after intervention. " [s9]

"We were not able to confirm registry data on care manager visits by analysis of administrative data because a specific encounter code for depression care management was 
not introduced by the VA until after this study" [s19]

The EHR did not capture the patient experience of the intervention, including its potential impact on pain control, function, and disability." [s45]

"In addition, the ODB claims database only contains prescriptions that have been reimbursed, which depends on whether they have been dispensed. The intervention effect 
might have been diluted by patients who received an intensified prescription but failed to get it dispensed. " [s78]

Facilitators

"These data provided objective measures that are less prone to inaccuracy than self- reported   healthcare data,  which have consistently overestimated  
compliance  with  recommendations for preventive screening procedures." [s3]

"Although HIC data offered the most appropriate measure of change, they are not perfect, excluding up to 10% of medical procedures" [s3]

Barriers

"Administrative data sources did not contain sufficient information to distinguish between screening and diagnostic tests" [s24]

"It was not possible from these data to separate the population of acute LBP patients and the imaging specific to this population" [s23]

"The EHR records anticoagulant prescriptions but does not verify whether they were filled." [s59]

"A limitation of this study is that outcomes were assessed from patient records rather than directly measured. These record that prescriptions were issued but do not indicate 
that patients took the prescribed medication, nor are there data on persistence with medications. However, these limitations affect patients initiated on treatment in both the 
exposed and unexposed periods." [s36]

Timeliness

Barriers

"RPDR extracts of EHR data were not available to the research team in real time." [s59]

"During the first intervention year, delivery of the EMR data was delayed, preventing the research team from providing feedback about their progress to the sites in 
both cities early in the intervention" [s38]

"Data not available for prescriptions provided to patients immediately after myocardial infarction" [s61]

"Backlogs in data capture prevented generation of timely and trustworthy reports. We dedicated approximately 6 months to addressing VL data backlogs which limited 
the time available to effectively address VL testing."  [s76]

Facilitators

"Reminder/recall, occurring in a staged manner based on timely influenza vaccination data available from a registry, raised influenza immunisation rates higher than was 
achieved in the 2 largest previous studies of influenza recall in primary care settings." [s7]

“Another factor that may have influenced implementation rates is that our automated EHR tools identified eligible adults in real time and were updated daily.”  [s49]

Facilitators

"We requested a waiver of patient consent to work with a BWH EHR research database." [s59]

"A waiver for informed consent for patient outreach was approved by these institutional review boards." [s72]

"Our trial was randomised, and, as consent was not required, also blinded with high internal validity." [s78]

Barriers

"Unfortunately, national policy changes led to abandonment of collection of 8-9month routine breast feeding data after the first trial 
quarter, despite the fact that the trial was government funded." [s16]
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