


			January 25, 2021

To the Editorial Staff of JoVE:
We are pleased to submit our second revision of the protocol entitled “The Participant-Reported Implementation Update and Score (PRIUS): A Novel Method for Capturing Implementation-Related Developments Over Time” for consideration as a Behavior article in JoVE. Our original submission was in response to an invitation from the journal to submit a manuscript.

In response to editorial and reviewer comments, we have extensively edited the protocol using Track Changes and further detail our changes below.  We have dramatically pared down the protocol, taking special care to ensure the bolded section that can be filmed as mechanical actions with the context of a behavior protocol.  

Specifically, we now have in mind a simulated demonstration of the method where one implementation core member conducts a PRIUS check-in via Zoom (or other videoconferencing app) with one frontline participant, accompanied by screenshots where the newly-elicited information is entered directly into the PRIUS template.  This will facilitate videotaping of the protocol and responds directly to the editorial comments to narrow the protocol’s scope. We have accordingly shortened the protocol so that it deals only with a single PRIUS session, moving other text not directly involved with the check-in process into the discussion section.  Furthermore, we have modified the protocol title to “Participant-Reported Implementation Update and Score” to emphasize and reflect this change as well as to more clearly differentiate it from our earlier published article on the PRIUS.  

Thank you for your consideration.

Sincerely,

[image: ]

Edward J. Miech, EdD
Richard L. Roudebush VA Medical Center
HSR&D
Mailcode 11H
1481 W 10th Street
Indianapolis, IN  46202
edward.miech@va.gov


Please find our specific responses to editorial reviewer comments below:


Editorial comments:
Changes to be made by the Author(s):
1. Please take this opportunity to thoroughly proofread the manuscript to ensure that there are no spelling and grammar.

We have copyedited the manuscript and corrected spelling and grammar errors.

2. JoVE cannot publish manuscripts containing commercial language. This includes trademark symbols (™), registered symbols (®), and company names before an instrument or reagent. Please remove all commercial language from your manuscript and use generic terms instead. All commercial products should be sufficiently referenced in the Table of Materials and Reagents.
For example: Microsoft Excel spreadsheet, etc

We have removed the reference to Microsoft Excel in the protocol and now use the generic term “spreadsheet.”

3. Unfortunately, there are sections of the manuscript that show overlap with previously published work. Please revise the following lines: 65-68 (in the end of the abstract), 187-189, 194-250.

We have revised this text to further differentiate them from our prior publication on the PRIUS.

4. To facilitate filming and to better link the protocol with the representative results, please consider writing the protocol as if using the PRIUS method to collect information from one (or two) staff member(s) in a quality improvement project. That way, the protocol can be executed for a very specific example and the results shown (along with the six-column Microsoft Excel spreadsheet to record data in 3.1) and filmed to demonstrate this, which will be helpful for readers and viewers.

As mentioned earlier in the body of this letter, we have edited and narrowed the protocol substantially. It is now a simulated demonstration of the method where one implementation core member conducts a PRIUS check-in via Zoom (or other videoconferencing app) with one frontline participant, accompanied by screenshots where the newly-elicited information is entered directly into the PRIUS template.  

5. Please note that your protocol will be used to generate the script for the video and must contain everything and every action that you would like shown in the video. Please add more details to your protocol steps. Please ensure you answer the “how” question, i.e., how is the step performed? Alternatively, add references to published material specifying how to perform the protocol action. Please add more specific details (e.g. button clicks for software actions, numerical values for settings, etc) to your protocol steps. There should be enough detail in each step to supplement the actions seen in the video so that viewers can easily replicate the protocol.

We have modified the procol to add specific details regarding particular rows and columns in the spreadsheet where data should be entered.

6. Please ensure that all text in the protocol section is written in the imperative tense as if telling someone how to do the technique (e.g., “Do this,” “Ensure that,” etc.). The actions should be described in the imperative tense in complete sentences wherever possible. Avoid usage of phrases such as “could be,” “should be,” and “would be” throughout the Protocol. Any text that cannot be written in the imperative tense may be added as a “Note.”

All text in the protocol section is now written using the imperative tense.

7. The Protocol should contain only action items that direct the reader to do something in the form of numbered action steps. There shouldnt be any large paragraph of text.

The protocol has been edited to now include only brief action items.

8. 2.5: what is the recommended frequency of meeting participants on a recurring basis?

The revised protocol now specifies every two weeks as the recommended frequency in step 1.8.

9. Please cite a minimum of 10 references.

The revised manuscript cites 12 references.

____________________________________
Reviewers' comments:
Reviewer #1:
Manuscript Summary:
This protocol on use of the Prospectively-Reported Implementation Update and Scoring (PRIUS) system summarizes and provides step by step instructions for collecting data on implementation strategies (called implementation interventions).

The paper provides detailed instructions for a pragmatic assessment process allowing for capture of and reflection on steps taken to enhance outcomes of a clinical intervention. In general the process is relatively well described, but does not at present provide context for, discuss strengths and limitations, other related approaches or directions for further research and application.

Strengths of the approach include that it is relatively straightforward; should be able to be completed by persons without high levels of expertise; and being fairly brief, it should be able to be done repeatedly during a project.

Major Concerns:
The three major concerns I have are:
1) In the field of implementation science the 'implementation intervention' described is more commonly referred to as adaptations of implementation strategies (and/or clinical interventions). The large and rapidly expanding literature on assessment oaf adaptations is not addressed, nor are leading methods and frameworks such as FRAME (Stirman et al) or the Adaptome (Chambers and Norton) cited....see references below

We realize we were not as clear as we could have been in our earlier version of the manuscript concerning our definitions.  In our revised manuscript, we now use the term “implementation” to refer to both the clinical intervention and implementation strategies.  The PRIUS captures information about both components of implementation.  This squares with our own experiences using the PRIUS with frontline participants, who commonly interpret the term “implementation” to encompass both dimensions of implementation. 

We did not intend to convey in our earlier version that the PRIUS is a method specifically focused on capturing implementation adaptations (as other methods already exist for doing so) and apologize for any lack of clarity on our part that led to that impression.  Rather, the PRIUS seeks to collect input on notable  implementation developments from the perspectives of participants themselves.  To put it another way, informally speaking a PRIUS update reflects “blips” on individual participant’s “radar screens” relative to implementation.  

We now explicitly name the CFIR as our conceptual framework (also in response to this comment).


2) The discussion and conclusions read more like an IRB application that a discussion and there is little or no mention of limitations, challenges that users will likely have, limitations or directions for future research on the method.

We have edited and expanded the discussion and conclusions sections in response to this reviewer comment.

3) While the data collection protocol is well described it is not clear what should be done with the results- are they for publication, to study relationships with clinical outcomes, to guide adaptations, etc.?

In the revised manuscript, we have clarified that the PRIUS method is used for formative evaluation to help support, inform and guide implementation as it unfolds, including designing any needed modifications to ongoing implementation.  We have also edited the “Representative Results” section to demonstrate more clearly how the PRIUS was used in a prior project to make a needed course correction, and then to evaluate the impact of that change.


Minor Concerns:
More minor and specific concerns are listed below:

-on pg. 9 it would help to have more description of the 'implementation support team', its constitution and how PRIUS would work if sites do not have an implementation or research support team

We have changed this wording throughout the manuscript to “implementation core support team” to make it more consistent with descriptions in other publications (cf. Finley et al, 2018). 

-there is not much direction about what types of stakeholders or implementation team members need to or should be involved

The revised discussion section includes detailed descriptions of preparing implementation core members to use the PRIUS.

-this process itself- especially when results are discussed with implementers (more information on how this should be done, especially when there are disagreements is needed) is itself an implementation strategy that may impact results

We agree and see this as consistent with the use of PRIUS as a method of formative evaluation.

-it is very likely that respondents will confuse the clinical intervention with the implementation strategies and no directions are provided as to how this should be handled.

As mentioned earlier in response to a related major concern, we now use the term “implementation” to refer to both the clinical intervention and implementation strategies.  The PRIUS captures information about both components of implementation.  

-there is no discussion of what will be done with the scores produced, or their interrater reliability or validity (e.g. comparison to observations or comparison to other assessment methods)

The revised manuscript describes the PRIUS scores – where participants provide subjective input on the perceived impact of specific developments on implementation – as a major difference between the PRIUS and other methods, including the analytic ability it provides to quickly sort and categorize discrete PRIUS items by perceived impact.  The second and third PRIUS prompts explicitly invite “mini-reflections” on the part of participants to generate these scores, capturing subjective data in numerical format.  The scores indicate individual’s own perspectives on implementation developments, which we view as inherently valid.

We view the PRIUS scores – where participants provide subjective input on the perceived impact of specific developments on implementation – as a major difference between the PRIUS and other methods.  It adds the analytic ability to quickly sort and categorize discrete PRIUS items by perceived impact.  The second and third PRIUS prompts explicitly invite “mini-reflections” on the part of participants to generate these scores, capturing subjective data in numerical format.  

In the Discussion section we now describe how the scores can be used to review, sift and search the growing body of PRIUS entries at any time on an ongoing, iterative basis, and to conduct longitudinal analyses in at least two ways: comparing PRIUS updates scored with similar values at two different timepoints  and comparing how scores change over time for the same kind of entry (e.g., items related to professional development).


Reviewer #2:
Manuscript Summary:
Very cool description of a straightforward process for documenting implementation intervention features as they are rolled out and their influence on implementation. This paper is informative, concise, and makes a substantial contribution to the literature. I'm eager to see it widely used in practice

Major Concerns:
None

Minor Concerns:
Consider adding to the PRIUS tool in the header a description of the intervention, any pre-planned, a priori implementation strategies, etc.
Add to recommendations that PRIUS data could be analyzed across interventions and institutions - great data for configurational comparative methods to identify combinations of features of interventions, implementation interventions, and contexts that influence implementation and/or effectiveness.

Thank you for these excellent suggestions!  In response to editorial suggestions, we have opted to narrow (rather than expand) the revised PRIUS protocol and manuscript (though in principle we agree with both of these recommendations).

Reviewer #3:
Manuscript Summary:
This paper clearly and succinctly describes PRIUS methodology, which is likely to be useful for implementation and research teams attempting to observe and understand the implementation process, and potentially to make changes as needed in real time. Clarification of a few additional issues would strengthen the contribution of this manuscript.

Major Concerns:
- There is a growing variety of methods proposed to aid in longitudinal documentation of implementation phenomena, including periodic reflections (Finley et al., 2018) and phone check-ins (Grub et al., 2020), as well as a broader array of ethnographic and other approaches intended to capture longitudinal change in implementation efforts. It would be helpful for the manuscript to situate the PRIUS method in relation to these other methods in the introduction, and to provide the reader some guidance as to the relative pros and cons of the PRIUS method for specific purposes in the conclusion.

Thank you for this recommendation.  We have added an entirely new section in the Introduction describing other existing prospective and longitudinal methods in implementation science (including the Finley et al. 2018 article on periodic reflections) and explain how the PRIUS offers something different relative to these other approaches .

- It was not clear to me whether the primary purpose of the PRIUS was research or formative evaluation during implementation or both? Please clarify the function of the PRIUS and provide some discussion of the relative caveats associated with each intended use.

In the revised manuscript we now explicitly clarify that the PRIUS method is used as part of formative evaluation.

- The description in general of how to conduct the PRIUS is admirably direct and clear. I appreciate the discussion of who to include in the PRIUS check-ins, but still wasn't sure whether this method was intended primarily for the implementation team, the frontline providers involved in implementation, staff and providers not specifically involved but potentially affected by implementation, etc. Who is best to include, and what should potential users of the method take into account when making those determinations? Were biweekly check-ins conducted with everyone participating? Who led the check-ins?

In response to editorial comments, we have revised and narrowed the protocol so that it now is a simulated demonstration of the method where one implementation core member conducts a PRIUS check-in via Zoom (or other videoconferencing app) with one frontline participant, accompanied by screenshots where the newly-elicited information is entered directly into the PRIUS template.  


- The scoring is an interesting addition to prior methods, but raised a few concerns for me. Often in longitudinal work, it's very difficult to assess how impactful a given barrier or facilitator is likely to be until things play out for a while. The scores are given on a short-term basis, however. How would you recommend using these scores to aid in longitudinal analysis, or are they only intended for use in gauging some assessment of big issues right now? How much does the scoring add?

We view the PRIUS scores – where participants provide subjective input on the perceived impact of specific developments on implementation – as a major difference between the PRIUS and other methods.  It adds the analytic ability to quickly sort and categorize discrete PRIUS items by perceived impact.  The second and third PRIUS prompts explicitly invite “mini-reflections” on the part of participants to generate these scores, capturing subjective data in numerical format.  

In the Discussion section we describe how the scores can be used to review, sift and search the growing body of PRIUS entries at any time on an ongoing, iterative basis, and to conduct longitudinal analyses in at least two ways: comparing PRIUS updates scored with similar values at two different timepoints  and comparing how scores change over time for the same kind of entry (e.g., items related to professional development).


- Finally, what is the vision for longer term analysis of these data? How do you plan to make use of these check-ins, and/or integrate them with other data?

All in all an interesting paper and method. Look forward to learning more.
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