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                    Work Instruction
WI No.:  R- 305-1
Title:  Site Monitoring Visit 


Referenced SOP:  TBA

Author:  Rupinder Dhaliwal, Project Leader         Signature: _________________________ Date: __________

Intended Audience: Methods Centre
Procedures
The Sponsor/delegate will verify that the site is compliant with the study protocol in a manner that protects the rights/well being of the patients and will verify that the data collected is complete and verifiable against a source document (reference GCP 5.18.1).
The Sponsor will delegate a monitor who will source verify data elements considered to be high priority for two patients at each site (either first 2 patients or two picked randomly). Data elements are identified as high priority by the Sponsor according to the purpose/outcomes of the trial and the complexity of the data to be captured. In the event that the source documents for any of the two patients is unavailable at the time of the visit, an alternative patient will be chosen. The need for source verification on additional patients and the frequency of future verification will be assessed by the Sponsor/delegate according to the performance of the site after the initial visit.
1. Source verification at a site can be scheduled as soon as the charts of two patients have been locked by the Study Coordinator (SC) online. The patients chart is considered to be locked when all web-based input warnings have been resolved by the SC and either ICU Infection Adjudication or ICU Outcomes has been completed. 
2. The monitor will arrange for a mutually convenient time for a site visit. Ideally this is to be scheduled early in the course of enrollment to identify potential areas of concern or areas of ambiguity.

3. The monitor will need the following documents for the site visit/source verification:
a. Implementation manual, appendices and taxonomies (available at the site).
b. Patients Medical Chart.

c. Worksheets/daily checklists, web pages kept by the SC.

d. Reports of Protocol Violations and Serious Adverse Events (refer to specific binders).
e. Relevant Note to Files (refer to Site Binder or Q drive)
f. Source Verification Forms (see page 3). 
g. Source Monitoring Visit Checklist (see page 7)
h. Kcal and protein breakdown of the enteral formulas received
i. List of outstanding regulatory documents (CVs, REB renewals, logs, etc)
j. Access to the web based data entry (administrative rights to view data only) and/or
printed web shots showing inclusion, exclusion criteria, pre-randomization, randomization, baseline forms, 2 randomly picked days of daily data, daily nutrition, vasopressors, concomitant medications, all microbiology and antibiotic data. In addition, ICU/hospital outcomes, ICU infection adjudication and 3/6 month follow up and SF 36 if completed by the time of visit. 
4. Data elements that are considered a high priority according to the outcomes of the study and the have been identified (see pages 4-5). The monitor will ensure that these elements are verified at the time of the source verification visit.
5. The medical chart is considered to be the source document and data elements entered on the web will be verified against the medical chart.  If there is more than one documented data element in the medical chart, the monitor will ensure that the one entered on the web corresponds to at least one of these. Example, if there are 3 weights in the medical chart i.e. 60 kg, 65 kg and 67 kgs, the weight entered on the web must be equal to one of these weights. 
6. The monitor will also review the medical chart to see if additional data should have been entered.
7. Every attempt will be made by the monitor to discuss the identified queries with the SC during the visit. Queries that result in a change in data entry/practice should be recorded on the Source Verification Form under the Query column in a clear and concise manner.  Although not desirable, in the interest of time, this may be done after the visit via email/phone. 
	NOTE: for sites that follow a flowsheet other than midnight to midnight, and a patient is admitted to ICU after midnight, study day 1 on the web will be the date that is reflected on the END of the flowsheet. 

For example: Patient is admitted to ICU on August 16th at 01:45 hours.

Study day 1 is from August 16th 01:45 until August 16th 06:59 and on the web this is August 16th 

Study day 2 is from August 16th 07:00 until August 17th 06:59 and on the web this is August 17th.
NOTE: For levophed, may need to convert from mg/250 mls or mg/500 mls to micrograms/kg/minute 

NOTE: kcalories from propofol is 1.1 kcal/ml



8. The SC will address the query by recording details under the Response column of the Source Verification Form. The SC will be instructed to make changes on the web, if applicable, and indicate that this has been done by signing the appropriate column in the Source Verification Form. The SC will email/fax the completed form back to the Database Manager (DM) by an established date.  
9. For locked patients, the Database Manager (DM) will unlock the chart so that the SC can make the necessary changes to the data.  For finalized patients, the DM will make the necessary changes and will indicate that this has been done by signing the appropriate column in the Source Verification Form.  
10. The monitor will review the activities listed on the Site Monitoring checklist (page 7) with the Study Coordinator to assess compliance with Good Clinical Practices (reference GCP 5.18.14). Corrective actions that need to be taken will be documented in the comments section and discussed with the Study Coordinator. 

11. The monitor will also ask the Study Coordinator for any essential documentation that is missing i.e. Delegation of Authority Logs, Lab reference ranges/accreditation, CVs, etc.

12. The monitor will complete a Site Visit Summary (see page 8), discuss this with the Sponsor and will update the Source Verification: Site Status Log (see page 9) to help keep track of patients and sites verified (Q drive>REDOXS>Source verification).
13. The Source Monitoring Visit Checklist, Source Verification Forms and Summary will be filed in the site specific binder under Monitoring Visit Reports
14. The Sponsor/delegate will ensure that pertinent issues raised during the visit are addressed in correspondence to the sites via revisions to Implementation Manual, Newsletters/FAQs as needed. 
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	Page
	Components to verify
	Comments

	Screening 1 of 2
	1. Time of screening: is this within 24 hrs of admission to ICU for included patients?

2. All other elements on the screening page. 
	

	Screening 2 of 2
	1. All criteria chosen on page. If patients are excluded, time of organ failures can be= screening time.
	

	Pre-Randomization 
	1. Is there a copy of the signed consent on the chart?

2. Timing of consent: 24 hrs from ICU admission.
	

	Randomization
	1. Verify height (any height, may also obtain from worksheets if not in chart)
2. Timing of randomization in relation to ICU admission/organ failures/consent.

3. Time that pharmacy was contacted: related to organ failures
	

	Patient Baseline
	1. Patients weight 
2. Admission type: is it medical or elective surgery/emergency surgery?

3. Primary diagnosis: is it the one most responsible for admission to ICU?

4. Etiology of shock.

5. Check Hospital/Emerg admission and ICU admit times.

6. Time of ventilation start: related to ICU admission
	

	APACHE
	Not needed
	

	Study Supplement Timelines
	1. Was start time and date within 2 hrs of randomization?

2. Was start time and date within 24 hrs of admission to ICU?

3. Check stop dates and times of start and stop against ICU admission or d/c (Patient baseline)…..minimum 5 days -28 days maximum.
	

	Baseline Nutrition 
	1. Prescribed calories and protein

2. Check dates of start of enteral and parenteral nutrition against ICU admission and stop dates.
	

	Daily Data
	1. Does ventilation stops here correlate with start/stop of ventilation on Pt baseline form?

2. Dialysis : if ARF, check status at outcomes

3. Pick 2 days of daily data to check and check all elements on these days. Check any elements that look questionable.
	

	Study Supplement Compliance
	1. Was there a min of 5 days and maximum of 28 days of supplements delivery?
2. Are volumes of study supplements delivered being recorded on a daily basis?
3. Check volumes of supplements received. Query if > 5ml difference in volume.
4. For non probation sites: If protocol violation, was the protocol violations form faxed to CERU? 
5. If deviation, check the reasons in comments.

6. If peripheral infusion and yes to phlebitis, check comments.
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	Daily Nutrition 


	For ALL study days, check:

1. Type of formulas received.
2. Calories and protein received: has propofol been included in calories received (if ≥ 6 hrs)?

2. Feeding tube location : against X rays or progress reports
3. EN or PN Interruptions including due to high urea and fluid (If yes, check comments form)

4. Adequacy of enteral nutrition: is it < 80% of prescribed? If so, use of small bowel and motility agents (concomitant medications)

5. Use of PN…are lipids received?
	

	Vasopressors
	Check 2 days (randomly picked).
	

	Concomitant Meds
	Check 2 days (randomly picked).
	

	Microbiology 
	1. Check that ALL positive cultures from 7 days prior to ICU admit to end of collection period (day 30 or d/c if before) are reported.

2. Check all elements on this form.

3. Check the response to the questions leading to suspicion of ICU acquired infection.
	

	Antibiotics 
	1. Check that ALL antibiotics from 7 days prior to ICU admit to end of collection period (day 30 or beyond) are reported.

2. Were the antibiotics started before ICU, or started before ICU AND continued in ICU or started in ICU and continued? 

3. Check all elements on this form.

4. Check the response to the questions leading to suspicion of ICU acquired infection.
	

	Adjudication 
	1. Check ALL adjudication against daily data, microbiology form and antibiotics started > 72 hrs after admission to ICU

2. Should have there been an infection reported when there isn’t?
	

	ICU Outcomes
	1. Check ICU d/c date

2. Check d/c date of ventilation 

3. Check status of dialysis if ARF
	

	Hospital Outcomes
	1. Check Hospital d/c date

2. Check d/c date of ventilation 

3. Check status of dialysis if ARF
	

	SF-36, 3 month 
	1. Was the survey administered on time?

2. Is there a hard copy in the Coordinator’s files?
	


	SF-36, 6 month
	1. Was the survey administered on time?

2. Is there a hard copy in the Coordinator’s files?
	

	SAEs
	1. Check the events leading to the SAEs reported to CERU

2. If no SAEs, review chart to see if there should have been
	


[image: image4.emf]
[image: image5.emf]
[image: image6.emf]
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