
 
 

SECTION: Clinical 

ID NO.: CPI-9-810 

PAGE: 1 of 21 

ISSUE DATE: January 17, 2017 

ISSUE.REVISION: 1.3 

REVISION DATE:  May 24, 2023 

APPROVED BY: Quality Authority 

Clinical Process Instruction Manual 

Determination of Organ Safety for Transplantation Process Instruction 

 

Policy: 

 

Trillium Gift of Life Network (TGLN) ensures safe organ recovery and transplantation in Ontario by 

having several TGLN staff thoroughly review every organ donor chart for quality assurance purposes.  

A TGLN organ donor chart is reviewed by the following roles:  Organ and Tissue Donation 

Coordinators (OTDCs), Clinical Responders (CRs), Referral Triage Coordinators (RTCs), Clinical 

Service Coordinators (CSCs), Surgical Recovery Coordinators (SRCs), Chief Medical Officer (CMO), 

Information Coordinator (IC) – Organ, Quality Chart Review Coordinators (QCRCs) and Quality 

Compliance Coordinator (QCCs).  These roles review the organ donor chart to ensure both Health 

Canada and TGLN required steps are/were successfully carried out. TGLN staff who review organ 

donor charts are qualified personnel who make informed decisions based on their clinical judgment, 

and are well-informed concerning the Canadian Standards Association (CSA) standards, Health 

Canada regulations, and TGLN Clinical Process Instructions (CPI).    

 

Process: 

 

General 

 

1. TGLN conducts safe organ recovery and transplantation in Ontario because each organ donor 

case encompasses a combination of the three major criteria for the safety conduct of organ 

recovery and transplantation. These criteria are described in detail below. The first section is titled 

“Clinical Process Instructions” which describes TGLN’s documentation of requirements and their 

respective instructions for the organ donation process. The second section is titled “Chart Review 

Staff Qualifications” which describes the qualifications of each role that performs the chart review 

process. The third section is titled “Chart Review Checks” which details the chart review steps 

that each role performs. 

 

Clinical Process Instructions 

 

2. TGLN maintains a set of approved CPIs on its Online Resource Centre (ORC) website which 

incorporate Safety in Human Cells, Tissues and Organs for Transplantation (CTO) Regulations, 

sections of the CSA’s Cells, tissues and organs for transplantation: General Requirements 
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standard, and the Perfusable Organs for Transplantation Standard required by the CTO 

regulations. 

 

3. CPIs are subdivided into six broad categories which are applicable to the donation process. The 

first two sets of documents listed below address safety of donor screening in particular.  

• Donor Referral and Intake processes 

• Donor Assessment, Screen and Suitability Testing processes 

• Donor Organ and Tissue Allocation and Waitlist Management processes 

• Donor Operating Room (OR) Planning, Perfusion Packaging and Labelling processes 

• Donor Specimen Management processes 

• Donor Case Follow-Up processes 

 

Chart Review Staff Qualifications 

 

4. On a given donor case, there is a combination of OTDCs, CSCs, RTCs, and/or CMOs involved to 

determine organ suitability. In particular, their qualifications are as follows: 

 

5. CMO or designates are clinically qualified individuals who are registered physicians with the Ontario 

College of Physicians and Surgeons. 

 

6. RTCs, OTDCs, CRs, SRCs and CSCs have the appropriate skill sets and capabilities to conduct 

safe organ donation in Ontario and on out-of-province cases. The coordinators are clinically 

qualified individuals who have a strong understanding of applied pathophysiology, and have the 

capability to make informed decisions based on their clinical judgment and problem-solving skills.  

6.1. OTDCs and CRs, both permanent and on-calls, are required to have a nursing diploma or 

a Bachelor of Science in Nursing. They must be registered with the College of Nurses of 

Ontario with a certification in Critical Care. 

6.2. CSCs are required to have a nursing diploma and/or Bachelor of Science in Nursing, or a 

combination of a minimum of 4 years of work experience coordinating organ donation with 

a diploma and/or degree in any health-related field. It is preferred that a CSC has 

experience and knowledge in critical care nursing and/or experience in organ and tissue 

donation/transplant. 
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6.3. RTCs are required to have a minimum of a nursing diploma and/or a Bachelor of Science 

in Nursing with a minimum of 2 years of critical care experience.  

6.4. SRCs are required to have a minimum of a Diploma/degree in Paramedicine; Diploma/degree 

in Practical Nursing; Experience as an Organ Recovery Coordinator; a Certificate in Surgical 

Technology or equivalent university degree is required. 

6.5. .  

7. ICs are required to have a minimum of a diploma in Health Information Management, Medical Office 

Administration, or a health-related field.  They must also have exceptional reviewing and 

proofreading skills.  

 

8. QCRCs, QCCs or designates are required to have a minimum of either a university degree in health 

sciences or related field, a diploma in medical office administration, or a university degree with 

adequate on-the-job training.  They must have the ability to apply the Plan-Do-Check-Act 

methodology in problem solving. The QCRCs/QCCs are well-informed of the Clinical Process 

Instructions at TGLN, the CSA standard, CTO regulations, and Health Canada requirements.  

 

Chart Review Checks 

 

9. Two chart review checks are conducted during the organ donation process. The first safety check 

of the organ donor chart occurs pre-organ transplantation, with the involvement of RTCs, OTDCs, 

CRs, CMOs, SRCs, and CSCs. The second safety check of the organ donor chart occurs post-

organ transplantation with the involvement of CSCs, IC – Organ, and QAs.  

 

Pre-Organ Transplantation Check 

 

10. The RTC or designate performs the following hospital chart review in the pre-organ transplantation 

process: 

10.1 RTC or designate determines preliminary medical suitability of the potential organ donor 

prior to or after the OTDC/CR having a donation discussion with the Next-of-Kin (NOK).  

The preliminary screening may involve the OTDC/CR or designate complete a thorough 

review of the patient, by reviewing the Emergency Room (ER) records or admission notes, 

with the assistance of a bedside nursing staff. This preliminary screening is performed to 
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ensure no absolute exclusion criteria listed in Appendix 1 of Donor Assessment CPI-9-208 

exist. If an absolute exclusion exists, the case does not proceed unless organs are offered 

under Exceptional Distribution (ExD). 

 

11. The OTDC/CR or designate performs the following TGLN chart review in the pre-organ 

transplantation process: 

11.1 OTDC/CR or designate completes the Consent to Donate and the Consent to 

Interventions for the Purpose of Organ Donation after Cardio-Circulatory Death (if 

applicable) forms, for legal purposes. 

11.2 OTDC/CR or designate ensures that the primary legal details, such as Approach and 

Authorization information are complete on DMS for safe organ recovery to take place.  

11.3 The OTDC/CR completes a Physical Assessment and Physical Examination of the donor 

and, completes the Medical and Social History Questionnaire (MSHx) with the NOK. An 

OTDC Checklist is used to ensure complete transcription of the Physical Assessment, 

Physical Examination, and MSHx questionnaire details have occurred in the donor chart, 

which are contained in the Donor Management System (DMS). See Exhibit 1. 

11.4 Upon obtaining consent from the NOK and completing the MSHx questionnaire, the 

OTDC/CR and/or CSC ensure the following Donor Screening and Testing steps have been 

completed, for safe organ recovery/transplantation to take place. See Exhibits 1 and 2. 

11.4.1 Blood samples drawn have been sent to the appropriate testing labs 

11.4.2 Serology testing has been ordered for the mother of a pediatric donor 

11.4.3 Physical Assessment has been completed in the donor chart 

11.4.4 MSHx questionnaire has been reviewed for completeness, and for 

identification of any contraindications to organ or tissue donation 

11.4.5 Flowsheet Page has been reviewed for any episodes of Hypotension and 

Hypertension 

11.4.6 Hemodilution calculation has been completed and documented in the 

Hemodilution Worksheet page in the donor chart 

11.4.7 Chest X-Ray (CXR) has been completed  
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11.4.8 Electrocardiogram (EKG or ECG), Echocardiogram, and Angiography tests 

have been completed, and test results entered onto the donor chart, for 

prospective heart donors 

11.4.9 Bronchoscopy test has been completed, and test results entered into the 

donor chart upon receipt, for prospective lung donors 

11.4.10 Culture results have been obtained prior to donation and are entered into the 

donor chart, upon receipt. 

 

12. The CSC or designate performs the following chart review checks, on par with the OTDC/CR, to 

ensure safety in the pre-organ transplantation process: 

 

12.1 Death determination by neurologic criteria (DNC) declaration form is completed and 

uploaded onto DMS, for a DNC case. See Exhibit 2. 

12.2 A CMO is consulted by a CSC, if required, for safety of organ recovery/transplantation 

consultation 

12.3 STAT cross-match or retrospective cross-match results are shared with the most 

responsible transplant physician, if they were obtained by the CSC. 

12.4 ABO (and subtype, if applicable) information is cross-referenced with the uploaded ABO 

hardcopy. See Exhibit 2.  

12.4.1  Four different identifiers are verified (name, MRN#, date of birth, and gender) 

in an ABO report, with information previously entered into the donor 

assessment;  

12.4.2 If applicable, antibody screen with a Rh factor is verified with the ABO 

hardcopy. 

12.5 Donor management and testing process are complete for the case by using the PRC - 

Organ Checklist. See Exhibit 2:  

12.5.1 Triple Hormonal Therapy has been given for (DNC) donors 

12.5.2 Diagnostic tests required for a particular case have been arranged or 

requested, in order for the consented organs to be recovered 
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12.5.3 At least one CXR has been completed, with report attached to the donor chart, 

and results transcribed into the donor chart. 

 

13. When required, CSCs verify ExD reasons on a case with the CMO to determine if a case must be 

exceptionally distributed or not, as per the guidelines stated in Appendices 1, 2, and 3 of 

Exceptional Distribution, CPI-9-217.   

 

13.1 If a case was exceptionally distributed, CSC ensures correct completion of the ExD form 

was done and sent to all transplant programs involved. 

14 As a final step to this process, the SRC or designate verifies the paperwork provided to them by 

the CSC and signs the Organ Donor Surgery Information Form to attest that cumulative work 

leading to and including the recovery of organs has met Health Canada requirements or that they 

do not meet Health Canada requirements and exceptional distribution is being applied. 

  

Post-Organ Transplantation Check 

 

14. CSCs perform the following chart review checks in the post-organ transplantation process. See  

Exhibit 2:  

 

14.1 Physical Assessment page (both front and back assessment) and Physical Examination 

(11 x “Evidence of” section) page have been completed by an OTDC/CR on DMS 

14.2 Withdrawal of Life Support (WLS) note, DCC Flowsheet, and DCC declaration forms have 

been completed and uploaded onto DMS, for a DCC case 

14.3 Consent process has been completed for the case by validating/verifying information on 

DMS 

14.4 Serology results have been reported to all transplant programs involved, before organ 

allocation has taken place 

 

15. CSCs ensure that the necessary surgical recovery procedures have taken place for organ 

transplantation to occur: 
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15.1 Pronouncement of Death: Organ Donation after Cardio-Circulatory Death form has been 

completed and uploaded to the donor chart 

15.2 Case verification has been complete by using the PRC - Organ Checklist. See Exhibit 2.  

 

16. Once a case has been closed by a CSC, it is passed on to the IC – Organ for their review.  The IC 

ensures if particular data has been entered into the electronic donor chart in DMS and TOTAL. 

The purpose for the IC-Organ check is to maintain fair and equitable organ allocation and 

disposition for each organ donor case. 

 

17. The IC – Organ safety check involves the following in the post-organ transplantation process: 

17.1 Donor and recipient details, such as the age, date of birth, admission date, and gender, 

on DMS and TOTAL are verified for completion and accuracy 

17.2 Donor’s name, date of birth, height and weight, serology, ABO, status of DNC/DCC/ECD, 

hospital name, cause and time of death, and cross-clamp date and time/or flush time have 

been completed on DMS and pushed to TOTAL. See Exhibit 3. 

 

18. As the IC – Organ reviews the organ donor chart, the QA reviews the chart concurrently to check 

if all the Health Canada and TGLN required fields are complete and correct.  

 

19. The QCRCs, QCCs or designates perform the following chart review checks in the post-organ 

transplantation process using the Quality Organ Chart Audit Tool. See Exhibit 4. 

 
19.1 Clinical and non-clinical fields in the donor chart are verified for accuracy and completion 

19.2 Clinical fields are validated in DMS with relevant source documents uploaded by CSCs 

and/or OTDCs/CRs: 

19.2.1 Source documents include Consent to Donate, Consent to Interventions for 

Purposes of DCC, Pronouncement of DCC, Confirmation of DNC, Organ 

Donor Surgery Information form, OR Data (Cooler) sheets, and Notification of 

Exceptional Distribution forms. 

19.3 Incomplete or inaccurate details in an organ donor chart are completed or corrected by 

the most responsible person, their designate or their manager. 
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19.4 OTDCs/CRs and/or CSCs have documented the following in an organ donor chart with no 

information missing or incomplete. Cases with the below information missing or incomplete 

has a potential to be filed as an Error, Accident, or Adverse Reaction to Health Canada: 

• culture results not being reported to all transplant programs 

• physical assessment details (both the Physical Assessment and Physical 

Examination pages of DMS) 

• hemodilution calculation  

• serology testing  

• exceptional distribution forms, if required 

• Medical and Social History questionnaire 

 

20. Once all the required fields are complete and data is clinically logical, the case is signed-off on 

DMS by a QCRC, QCC or designate. 

 

Records: 

Record Name 
Form No.       

(if applicable) 

Record 

Holder 
Record Location 

Record  

Retention Time 

(as a minimum) 

OTDC Checklist  PRC Donor Chart 16 Years 

PRC – Organ 

Checklist 
 PRC Donor Chart 16 Years 

TGLN Donor Case 

Closure Checklist 
 PRC Donor Chart 16 Years 

Quality Organ 

Chart Audit Tool 
 Quality 

Quality 

Department 
16 Years 
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 References:  

 

• Online Resource Centre 

Organ Donor 

Surgery Information 

Form 

 PRC Donor Chart 16 Years 
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Exhibit 1: Sample OTDC Checklist 
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Exhibit 2: Sample PRC - Organ checklist 

Page 1        Page 2  
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Exhibit 3: Sample Information Coordinator – Organ donor Checklist 

Page 1        Page 2 
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Exhibit 4: Sample Quality Organ Chart Audit Tool 
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