Week 4 Homework  - Epidemiology 245 (Spring 2017)

Please read these two following articles:

1. Amanyire, Gideon, et al. "Effects of a multicomponent intervention to streamline initiation of antiretroviral therapy in Africa: a stepped-wedge cluster-randomised trial." The Lancet HIV 3.11 (2016): e539-e548.

2. Rosen, Sydney, et al. "Initiating antiretroviral therapy for HIV at a patient’s first clinic visit: the RapIT randomized controlled trial." PLoS Med 13.5 (2016): e1002015.

Please go through each of the PRECIS-2 domains and give it a suggested or approximate score, and a few sentences on yours justification. 

Step 1: Both studies recognize that barriers in linkage to care are diverse and extend from provider motivation/education, number of clinic/adherence visits and feedback of performance. However, in the difference is that Amanyire designed the intervention to take place at the clinic level, addressing POC testing, provider education and feedback to clinic supervisors, whereas Rosen et al intervene at the individual level, evaluating POC CD4, which has already been validated to reduce time to initiation of ARVs.

Eligibility
- Amanyire et al: 5 – as this is a clinic intervention, every patient who enrolls in the clinic is taking part of the intervention or control arm.
- Rosen et al: 3 - about 25% of patients screened were randomized, which is not typically what happens in real-world clinic settings. Misses pregnant patients, patients that may be difficult to retain in care. 
Recruitment
- Amanyire et al: 5 – petitioned clinic sites to participate 
- Rosen et al: 3 – had one study recruiter at each site that screened patients
Setting
- Amanyire et al: 5 – diverse set of outpatient clinic settings, which includes urban and rural areas. 
- Rosen et al: 3 – has only urban, which means a low diversity of patients, but one hospital-based clinic.
Organization
- Amanyire et al: 5 This utilized a small core of trainers, POC testing machines and clinic feedback, all of which are scalable interventions that required minimal changes in the clinic structure.
- Rosen et al: 2 – the intervention was essentially an “add-on” or overlay to the existing clinic structure. Study nurses were paid by trial, who ordered and dispensed the ARVs. This did not utilize any existing clinical structures. 


Flexibility (delivery)
- Amanyire et al: 5 Allowed the clinics to continue to operate as a they were doing, apart from the three interventions. 
- Rosen et al: 3 testing, counselling and intervention were all limited to one visit, which allowed the patient to continue follow-up with clinic in their usual manner. However, the patients were required to have typical, rigid “adherence-ready” assessments and counselling session, which may not be feasible within existing clinical structures and excludes patients that would beefit from intervention.. Counselling specifics and ARV regimen were not dictated by study coordinators.
Flexibility (adherence)
- Amanyire et al: 5 did not exclude patients/clinics who did not adhere to protocol based on feedback. 
- Rosen et al: 2 patients were excluded if they could not complete intervention within same day. 
Follow-up 
- Amanyire et al: 5 no additional follow-up of patients
- Rosen et al: 5 chart review of patients and standard clinic follow-up per clinic
Primary outcome
- Amanyire et al: 5 evaluates the intervention; does not monitor down-stream impacts, which would likely not be directly impacted by the operationalizing same day initiation.  This study assumes that research already supports the clinical benefit of early initiation of arvs 
- Rosen et al: 4 primary outcome is a downstream effect of early initiation or arvs.
Primary analysis
- Amanyire et al: 5 – clinic level intervention obviates the need for most exclusion critieria, apart from patients who were already started on ARTs, on whom the intervention would clearly not impact. 
[bookmark: _GoBack]- Rosen et al: 1 – excluded patients who were not eligible for study participation which could bias your results. They should be included in the analysis as failures. 








