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Purpose
For study staff only: 
· Before meeting with clinic staff, ensure that you have reviewed any documentation already provided to us by the clinic and gone through this form to make any changes (e.g., remove unnecessary questions, edit wording for needed specificity, add questions unique to the clinic).
· The purpose of this meeting and the resulting protocol is to ensure precise and efficient communication between the study team and the clinic and to reassure the clinic staff that their patients are well cared for throughout the study. Remember to stay open and be flexible to the clinic’s needs or requests when conducting the discussion. To make the most efficient use of the clinic staff’s time, ask ONLY the questions not answered by a thorough review of existing clinic documentation.

The following script sets the stage for the Discussion [read aloud or paraphrase at the beginning of the meeting]

Today's discussion will help us understand your clinic’s current practice and ensure clear and efficient communication between you and our study team. Some of the things we’ll be considering as we talk will include 1) deciding on a primary and/or secondary point of contact (POC) who will interface with study staff, 2) determining when providers should be included in communications, and 3) thinking about the impact these processes have on your clinic staff so we can minimize your workload. By the end of the conversation, we’ll have a sense of the workload and discuss the possibility of having the study furnish a portion of staff FTE to support their work. 

We will record the information you provide today, work to align clinic and study processes, and create a process protocol document for patients from your clinic. Once this protocol is drafted, we will send it back to you for review, and you can let us know if anything still needs adjustment. Let's set another time to talk at that point, but we will try to resolve any remaining details quickly, preferably by email or a short call.

Do you have any questions before we get started?
	[bookmark: Text1]     





Participant Selection and Referral
	Study staff only: Any special notes for this section based on review of clinic protocol?
[bookmark: Text14]     



Candidate Criteria
FOR study staff only: Give the eligibility handout to the clinic staff
Process note: Issues discussed by clinic staff that do not apply or are outside their scope, feel free to clarify our process (e.g., issues related to the treatment buddy, adequate storage for meds)

Let’s start with deciding which patients from your current injectable panel might be eligible to participate. Determination of candidates for home-based administration includes study eligibility criteria and provider approval. 

We want to discuss the provider approval item and the issues that would encourage or discourage you from recommending that a patient be referred for the home-based administration approach. 

What qualities would indicate that the patient is a good fit for the program? 
Probe if not discussed: What issues would make you hesitant? Are there any issues you would consider disqualifying? 
	     




How do you plan to review your panel of patients on injectable CAB/RPV to determine an eligible list before starting study enrollment?
	[bookmark: Text4]     


Referral Processes
There are several ways that patients can be engaged in the study. Which methods do you anticipate being a good fit for your clinic staff? [Process note: read one at a time and ask if that would work for them.]
[bookmark: Check1]|_| Patients can see the flyer in the clinic and reach out to our staff, who will then contact the clinic to confirm provider approval for participation.
[bookmark: Check2]|_| Patients can be informed about the study by their provider or your staff, who will support their participation. The patient can contact our staff, who would then contact the clinic to confirm provider approval for participation.
[bookmark: Check3]|_| Patients can be informed about the study by their provider or your staff, who will support their participation. The provider would ask for permission to give the patient’s contact information to the study staff.
[bookmark: Check4][bookmark: Text5]|_| Other:      

[bookmark: Text8]Who will serve as the primary POC for referrals? Should we contact the provider directly or the POC to confirm provider approval?      

Documentation
How will you document for your records...

· Which patients would you consider to be eligible? 
	[bookmark: Text6]     



· If you have discussed participation with a patient, what is their response?
	[bookmark: Text7]     



· Patients who declined for now but would like to be offered again later?
	     



[bookmark: Text9]Who will complete and monitor this documentation?      

Information Needed by Study Staff
After the provider has provided approval and the patient has been consented, the study staff will need the following information to ensure we’re ready to assume care for their injections:
1. Provider name and confirmed approval, if not already obtained
2. Any specific instructions (e.g., alternate injection sites, needle size, any special injection or post-injection instructions)
3. Hep B and Hep C status
4. Administration frequency (monthly or bimonthly)

Is there any other information related to the patient that you would like to share with us or that you think is essential for us to know before we start home visits?
	[bookmark: Text10]     



Once the procedure has been developed and a written protocol finalized, will we need to train additional clinic staff? 
If yes, which staff members? How would the training be delivered? Can we join a meeting, or should we set a specific meeting for our presentation? Should we come out in person?
	[bookmark: Text11]     



What are the potential barriers to these activities (referrals, referral criteria, POC, information needed by the study staff) that we’ve not yet addressed? 
[If barriers are identified] How can we make the process easier or help facilitate?
	[bookmark: Text12]     





Coverage and Cost
	Study staff only: Any special notes for this section based on review of clinic protocol?
     



One particularly salient issue is related to the patient's insurance coverage. We want to find out your current procedures for each type of insurance coverage and explore whether these can be accommodated to home-based administration by a shift in workflow or procedure, or whether specific insurance coverage prohibits participation in home-based administration.
[Process Note: ask yes or no for each type first, then go back for more detail on all items marked as yes.]
	Does your clinic provide CAB/RPV to…
	Yes / No
	What are the barriers to referring patients with this coverage? 
	What are ways to overcome these barriers? [Note if one-time only process changes or per patient]
	Designee for overcoming barriers

	Patients with medication coverage as a pharmacy benefit (through specialty pharmacy)
	[bookmark: Text61]     
	[bookmark: Text82]     
	[bookmark: Text83]     
	[bookmark: Text104]     

	Patients with medication coverage as a medical benefit (e.g., buy-and-bill or Assignment Of Benefits)
	[bookmark: Text62]     
	[bookmark: Text81]     
	[bookmark: Text84]     
	[bookmark: Text103]     

	Patients with Medicare coverage
	[bookmark: Text63]     
	[bookmark: Text80]     
	[bookmark: Text85]     
	[bookmark: Text102]     

	Patients with Medicaid coverage
	[bookmark: Text64]     
	[bookmark: Text79]     
	[bookmark: Text86]     
	[bookmark: Text101]     

	Patients with ADAP Coverage
	[bookmark: Text65]     
	[bookmark: Text78]     
	[bookmark: Text87]     
	[bookmark: Text100]     

	Patients with commercial coverage
	[bookmark: Text66]     
	[bookmark: Text77]     
	[bookmark: Text88]     
	[bookmark: Text99]     

	Patients who may be underinsured
	[bookmark: Text67]     
	[bookmark: Text76]     
	[bookmark: Text89]     
	[bookmark: Text98]     

	Patients who are uninsured (e.g., through health insurance eligibility and enrollment assistance or through the ViiV Patient Assistance Program) 
	[bookmark: Text68]     
	[bookmark: Text75]     
	[bookmark: Text90]     
	[bookmark: Text97]     

	Patients who need co-pay assistance through the ViiV Savings Program (co-pay)
	[bookmark: Text69]     
	[bookmark: Text74]     
	[bookmark: Text91]     
	[bookmark: Text96]     

	Patients without coverage for administration visits or labs
	[bookmark: Text70]     
	[bookmark: Text73]     
	[bookmark: Text92]     
	[bookmark: Text95]     

	[bookmark: Text105]Other (Specify)      
	[bookmark: Text71]     
	[bookmark: Text72]     
	[bookmark: Text93]     
	[bookmark: Text94]     



How should the clinic and study team interface regarding coverage, eligibility gaps, or issues, and at what interval?
	[bookmark: Text106]     




Who will serve as the primary POC for managing any issues related to coverage, and how should we best interface with them?      

What are the potential barriers to these activities that we’ve not yet addressed? 
[If barriers are identified] How can we make the process easier or help facilitate?
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Procurement and Storage
	Study staff Only: Any special notes for this section based on review of clinic protocol?
     



Communication and documentation must be shared between the clinic and study staff to ensure prescriptions are up to date and medication receipts are documented.

Injectable Medication
To transfer a patient’s medication from the current pharmacy to a partner delivery pharmacy, there may be a required electronic face sheet for the first prescription that will list medications and allergies to be filled out by the provider or clinic representative. A partner pharmacy would like baseline info on each participant, which is called a face sheet. The information needed includes:
· Insurance info
· Med list
· Allergies
· Demographics
· Anticipated injection date
The Face sheet is typically faxed over or can be sent in the pharmacy notes if sending an e-prescription. The study team can help ensure the clinic has a Face sheet. The participant will also need to submit a one-time Pharmacy Services Agreement (PSA) either faxed, texted, or emailed over, or it can be sent to the participant in a secure form (via text)—just a form that they agree to use a partner delivery pharmacy. Our study coordinator will work with the patient to arrange this and ensure that a partner delivery pharmacy receives the form.
[Process note: Ask of all clinics] What else will need to happen in the clinic to change the patients’ pharmacy from their current location to a partner delivery pharmacy?
	[bookmark: Text107]      



How/when will this change be communicated to the study staff, so that we can start home-based administration and ensure that the patient can proceed with coordinating delivery through a partner pharmacy? 
	[bookmark: Text108]      



What are the potential barriers to these activities that we’ve not yet addressed? 
[If barriers are identified] How can we make the process easier or help facilitate?
	     



Prescribing and Administering
	Study staff only: Any special notes for this section based on review of clinic protocol?
     



Prescriptions
How long / how often are typical prescriptions for CAB/RPV?
	



[Only ask for responses indicated less than annual/yearly]: Would the patient’s clinician be willing to prescribe CAB/RPV (or the duration of the study)? 
	[bookmark: Text120]     






Oral Bridge
We recommend that home-based administration participants have an oral bridge on hand to avoid delay if the oral meds are indicated. What is the best way to ensure patients have a supply of oral LEN or other medications to cover any unanticipated gaps in injections?

|_| Patients will be sent a       (number)-month prescription of an oral       regimen to be on hold.
|_| We plan to set a recurring text reminder for all participants every 3 months to ensure they have adequate oral bridge medications.

Ask only if they cannot/will not provide an oral bridge beforehand. 
What is your protocol for referral of patients to a staff member who can coordinate oral bridge medication counseling if the patient misses their window? 
	[bookmark: Text49]     



Administration Window
What is the typical process for determining the next administration date? Is it:
[bookmark: Check41]|_|	Same target date each month (e.g., January 15, March 15)
[bookmark: Check38]|_|	28 or 56 days (i.e., the same weekday every month, e.g., Wednesday January 15th and then 56 days later, Wednesday March 12th)? or 
[bookmark: Check39]|_|	30 or 60 days (e.g., Wednesday, January 15th, and then 60 days later, Friday, March 14th)?
How would you like us to handle patients who receive their dose between 8 and 15 days after their due date?
	[bookmark: Text110]     



How would you like us to proceed with patients who receive their dose between 16 and 30 days after their due date?
	[bookmark: Text109]     



What are your policies about dosing for missed or delayed CAB/RPV injections? For monthly patients, when you do you do another loading dose?

	[bookmark: Text44]     



What are your strategies to manage missed or delayed visits (planned or unplanned)?

	[bookmark: Text45]     



What if a patient misses the oral bridge? What if a patient misses their scheduled injection date by more than 7 days and has not bridged with oral medications (unplanned missed visits)? 
	[bookmark: Text46]     



Would you like to receive specific communication if a patient gets their dose outside the 7-day window? Who would be the preferred recipient of that communication? What communication would you like from us in any of the above situations? Who should the POC be?  
[Process note: If they don’t say yes to the 7-day window, when would they like to know?]
	[bookmark: Text111]     



Appointments 
What is the process for scheduling, confirming, and reminding patients of their appointments (if not in protocol)?
	[bookmark: Text48]     



We have developed some procedures for communicating with study participants about their visits and would like to confirm that these are okay with you. 
[For study staff: check the box if they agree, add a note to the text box if there’s a concern]
[bookmark: Check7][bookmark: Text18]|_| We will use an automatic texting platform to send appointment reminders 7 days and 1 day before the visit. These automatic texts will contain a link for the patient to indicate that they would like to reschedule their visit.      
[bookmark: Check8][bookmark: Text19]|_| Our scheduling protocol prioritizes patients who must be rescheduled to ensure they receive injections within their window.      
[bookmark: Check5][bookmark: Text16]|_| We will call patients to check in one week after the first injection visit.      
[bookmark: Check6][bookmark: Text17]|_| Starting at the second visit and for each subsequent visit, we will only confirm that the patient has our contact information and remind them to call us if they have any concerns.      

Administration
We’d now like to learn more about the administration process to ensure patients feel comfortable with the study administration, so that it feels familiar.

Does your site have a policy for injection placement? 
[bookmark: Check31][bookmark: Text114][bookmark: Text115]|_|	CAB is typically administered in the       (left/right) side and RPV in the       (left/right) side
[bookmark: Check32]|_|	Both shots should be given in the same side, 2 cm apart
[bookmark: Check33]|_|	No policy; patient choice
[bookmark: Check34][bookmark: Text47]|_|	Other      

[bookmark: Text23]Do you provide patients with an injection supportive kit or a goodie bag?      
If yes, what does it include?
[bookmark: Check9]|_|	OTC pain reliever (e.g., ibuprofen or acetaminophen; ensure indicated for all patients) 
[bookmark: Check10]|_|	Hot/Cold Pack
[bookmark: Check11]|_|	Anti-nausea medications (e.g., ondansetron)
[bookmark: Check12]|_|	CAB/RPV patient brochure
[bookmark: Check13]|_|	Schedule assistance card
[bookmark: Check14]|_|	Shared Commitments Letter
[bookmark: Check15]|_|	Tips for managing injection site pain education sheet 
[bookmark: Check16][bookmark: Text24]|_|	Other      

Which of the following injection administration supports do you provide to patients?
[bookmark: Check17]|_|	Breathing instructions
[bookmark: Check18]|_|	Pillow or stress ball to squeeze during injection
[bookmark: Check19]|_|	Use of an additional sheet or other leg covering
[bookmark: Check20]|_|	Instructions/Encouragement to walk for pain management
[bookmark: Check21]|_|	Instructions for self-massage
[bookmark: Check22][bookmark: Text25]|_|	Other (Specify)      

Dosing Changes and Re-evaluating Eligibility
We want to establish shared understandings of indicators that may suggest a patient needs a dosage adjustment or a transition back to getting their injections in the clinic. We will use your approach to change your patients’ care and ensure that the point of contact is informed of any issues we discuss today. Then the managing PCP/HIV provider will have the discretion to decide if their patients remain suitable for home injection. 

What conditions would you switch a patient from every 4-week to every 8-week injections (e.g., patient preference, scheduling difficulties, clinical concerns)? 
	[bookmark: Text43]     



What are your policies for switching patients to oral ART, i.e., situations other than patient preference? We have some examples of reasons to switch back to oral medication from CAB/RPVJ. Just let us know which of these, if any, apply to your decision. 
[bookmark: Check23]|_|	Confirmed virologic failure, defined as two consecutive plasma HIV-1 RNA levels greater than or equal to 200 copies/mL
[bookmark: Check24]|_|	Evidence of CAB or RPV resistance mutations (RAMs)
[bookmark: Check25]|_|	Repeated missed injection appointments despite attempts to support attendance
[bookmark: Check26]|_|	Side effects that preclude CAB/RPV continuation
[bookmark: Check27]|_|	Health conditions, in which case the risks of continuation outweigh the benefits
[bookmark: Check28]|_|	Pregnancy, or plans to become pregnant or to breastfeed/chest-feed in the next 12 months
[bookmark: Check29][bookmark: Text26]|_|	Other (specify)      

Monitoring Lab Results
What labs are monitored for patients on LAI-ART, and what is the frequency? 
	Test
	Frequency

	[bookmark: Text27]     
	[bookmark: Text28]     

	[bookmark: Text29]     
	[bookmark: Text30]     

	[bookmark: Text31]     
	[bookmark: Text32]     

	[bookmark: Text33]     
	[bookmark: Text34]     

	[bookmark: Text35]     
	[bookmark: Text36]     

	[bookmark: Text37]     
	[bookmark: Text38]     



Where do most patients get their labs done? 
Probe: (Is there contact with the patient for lab draws, or is it done outside of clinic contact?) If clinics do lab draws on-site, could patients have labs ordered at an outside lab (Quest, LabCorp)? 
	[bookmark: Text41]     



Are there any results that would prompt a re-evaluation of LAI-ART appropriateness? 
	[bookmark: Text39]     



Under what circumstances would the POC alert the study team to any labs that are concerning? 
	[bookmark: Text40]     



[For study staff: check the box if they agree, add a note to the text box if there’s a concern]
We want to receive communication updates from the clinic staff for the following:
[bookmark: Check30][bookmark: Text112]|_|	 Key lab data such as VL (and Hep B/C if applicable)      
[bookmark: Check40][bookmark: Text113]|_|	Any detectable VL, other lab abnormalities, or other reasons that would trigger re-evaluation as to whether participants remain appropriate for home-based injection      

In case of a needlestick, would your clinic be willing to order additional testing for your patient (VL/Hep B/C) to benefit the treatment buddy if a needlestick occurs?
	[bookmark: Text42]     



What are the potential barriers to these activities that we’ve not yet addressed? 
[If barriers are identified] How can we make the process easier or help facilitate? 
	[bookmark: Text21]     



Supporting Retention
	Study staff only: Any special notes for this section based on review of clinic protocol?
     



If the study provider becomes aware of a patient issue or need unrelated to CAB/RPV injections (e.g., social support, material needs), for which specific issues would your clinic like to receive notification?
	[bookmark: Text20]     



What are the potential barriers to these activities that we’ve not yet addressed? 
[If barriers are identified] How can we make the process easier or help facilitate?
	     



If a patient discontinues home-based administration, how would you like us to facilitate the transition back to your clinic?
Note for clinic: even though a patient is leaving the home-based component, it doesn’t mean they are leaving the study. We will still have contact and request surveys. 
     


Let’s take a minute to review all that we’ve determined needs to be done by your assigned POC, their responsibilities, how they would like to be contacted, and FTE, if needed.
[bookmark: Text117]Name:      
Method of Contact:
[bookmark: Check44][bookmark: Text126]|_| Email      
[bookmark: Check45][bookmark: Text127]|_| Phone      
[bookmark: Check46][bookmark: Text128]|_| Other      
[bookmark: Text129]FTE Needed:      
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Additional Notes
	[bookmark: Text15]     
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