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scenario summary

Study name

Analysis of the efficacy of en-bloc kidney transplantation in

adults from donors weighing less than 5 kg

Research overview

Because of the great difficulty of surgery, en-bloc kidney
transplantation from donors weighing less than 5 kg has not
been widely used in clinical practice. In order to expand the
source of kidney supply, this study retrospectively analyzed
the postoperative efficacy of 42 cases of en-bloc kidney
transplantation from donors weighing less than 5 kg,
analyzed the postoperative efficacy, and summarized the

surgical experience.

purpose of research

This paper summarizes the clinical application data and
experience of single-center en-bloc kidney transplantation
from donors less than 5Kg, and discusses the feasibility and

efficacy of extremely low weight kidney transplantation.

research design

retrospective study

Total number of

42
patients enrolled
Number of research
groups

42
Number of control
groups
diagnose toxuria

Selection criteria

Pediatric donors with a body weight of less than 5 kg /

uremic patients

Exclusion criteria

A recipient who is not a candidate for transplant surgery

Study interventions

not have




evaluation criterion:

Primary
endpoint:

Secondary
endpoint:

safety

evaluation:

Primary endpoint: short-and long-term graft survival
Secondary endpoints: postoperative complication rates,
changes in graft kidney volume, and estimated glomerular
filtration rate levels

Safety evaluation: survival rate of transplant recipients and

incidence of postoperative complications

statistical method:
sample
capacity:

analytic set:

Sample size: 42 cases of nephrectomy were performed on all
pediatric donors weighing less than 5 kg in this center;
Method: The measurement data of both kidneys from

pediatric donors were expressed as mean =+ standard

Main efficacy deviation, the count data were expressed as frequency, the
endpoint: measurement data were applied t test, and the count data
Safety were applied to the square root analysis
endpoint: Main efficacy endpoint: short-and long-term graft survival
Safety endpoint: None
Study duration 2023.4-2023.10

Time of participant

participation

2023.4-2023.10

Research unit/ site

Domestic single center: Union Hospital affiliated to Tongji
Medical College of Huazhong University of Science and

Technology

Information on principal investigators

Name, qualification and contact information of the main researcher

Main investigator: Wang Zhendi; Doctor, associate professor, 15807142700




RB (P EARKAE
ok BT D R RAR, 2
FhAH, FRAEM, 4R
A B R P AE S

H 0 a !

1rvauzjx;a|Axa;§v' ‘
. 110420000004840

¥'?h‘l~= PAURTR
50 A ok B PRI Y
AR B AN
A o ;
MAWDEST “‘ﬁ‘f 4a
] EGt0
2008 03 13
TEEMER
E2MEH
u o il
b ny VISRILADE
[ o7 i 45 200442110420203791 rARE !
PR, s THR
SPHFEXFAFE
§ LR
e T T T B
Y L. it SRR
woa e m TR CRE 1 T2 AM
4 44 5 420203791129215 ; . :
' J AL =




Y i s
B . |

ERE @I SR EEIB/HIFIII P K
% W ik B

e WETF 2009 47 A 4 HE
2000 4.7 H 7 BHEmM WKL R
Ji & OB A v (GCP) # Il ¥ 2]
%)ﬂiiﬁﬁllﬁﬂl%%ﬁﬁﬁo

R e TE

EBms w0




1. foreword

1.1 research background

1.1.1 Basic overview

In order to expand the pool of transplanted kidneys, special kidney supply has
been gradually applied in clinical practice and discussed its efficacy. Among them,
pediatric bilateral kidney transplantation has been developed for more than 50 years,
and has continuously broken the limitation of body weight and shown promising
efficacy.l!lIn China, the infant mortality rate is about 1.393%. Considering the huge
population base, if such successful kidney supply is applied to clinical practice, it will
effectively alleviate the shortage of kidney supply.?*However, worldwide, due to the
high technical requirements, more perioperative complications and long-term
prognosis concerns, most transplant centers are still cautious about the en-bloc kidney
transplantation of low weight pediatric donors, among which, the en-bloc kidney
transplantation of pediatric donors weighing less than 5Kg is rarely used.[*]

Wijetunga et all A comparative analysis was conducted on the outcomes of
en-bloc kidney transplants in 15 donors weighing less than 5 kg and 15 donors
weighing between 5 kg and 20 kg. The one-year survival rates for the two groups
were 86.7% and 93.3%, respectively (P = 0.85). Although donors weighing less than
5 kg have a longer recovery period for kidney function and a higher risk of early graft

loss, they remain a promising source of donor kidneys.

1.2 Study type
observational study
Retrospective analysis of the efficacy of transplants in adult uremia patients with

a body weight of less than 5Kg.

1.3 Research basis

Existing literature has reported that pediatric en-bloc kidney transplantation is
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superior to living donor kidney transplantation in terms of long-term postoperative
outcomes. Due to the complex operational requirements, there is currently no
systematic experience or efficacy to draw upon. This study summarizes the outcomes
of en-bloc kidney transplantation using donors weighing less than 5 kg, analyzes risk
factors for postoperative complications, explores the feasibility of kidney

transplantation from pediatric donors, and aims to promote its application.

1.4 Risk/benefit assessment
1.4.1 Known potential risks

This study is an observational study. All the operations and treatments have been
completed, and only medical records and follow-up information are collected. There

are no intervention measures for patients and no operational risks.

The subjects are at risk of privacy leakage. In the process of collecting medical
records and follow-up information, the basic information of the relevant donor and
recipient as well as the surgical data may be leaked due to the negligence of the

collector, the theft or theft of the stored data.

For the already implemented pediatric en-bloc kidney transplantation, there are
reports that the risk of postoperative failure of the transplanted kidney, thrombosis,
delayed recovery of the transplanted kidney function, acute rejection reaction, urine
leakage and other complications may increase. This type of organ belongs to the

clinically approved source of donor kidney.

1.4.2 The probability of injury
The study will not cause harm to patients and there is a rare risk of disclosure of

subject information.

1.4.3 The extent of the harm
The observed patients will not suffer from operational injuries, and if
information leakage occurs, there is a possibility of mild physical and mental harm to

the subjects, but no fatal adverse events.
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1.4.4 Known potential benefits

The study retrospectively analyzed the short-term and long-term outcomes of
surgical patients, aiming to benefit subsequent treatment through improved disease
management. The primary investigators were the direct surgeons who performed the
surgeries, and patients still required follow-up care from these surgeons. With
repeated familiarity with the patients medical history, relevant diagnostic and
therapeutic measures would be more precise;

This study summarizes the prognosis and experience of related surgery, which is
beneficial to the follow-up implementation of this type of surgery, that is, through the
summary and analysis of existing data, the risk factors of this surgery can be judged to
reduce the possible exposure risk of patients in subsequent treatment;

As for the surgery itself, a large number of studies have shown that kidney
transplantation can significantly improve the survival rate of uremic patients
compared with regular dialysis, and the implementation of such surgery expands the
source of donor kidney, which is beneficial to the patients who undergo the operation;
at the same time, pediatric donors with long-term survival of kidney recipients may
have better survival time of transplanted kidneys than those with relatives kidney
transplantation recipients.

1.4.5 Potential risk/benefit assessment

The observational study requires regular review of the reliability and security of
data collection, regular check of the reliability of data storage, and assessment of
information leakage risk. After data analysis and sorting, subjects can benefit from
diagnosis and treatment of their conditions.

1.4.6 discussion

The application of pediatric kidney donation as an effective method to expand
the source of kidneys has gained widespread recognition. For pediatric donors
weighing less than 5Kg, due to the high technical difficulty, there are few reports.
From known experience, pediatric donors weighing less than 5Kg may increase the
risk of postoperative complications; however, compared to dialysis, it can
significantly improve survival rates for uremic patients. In the context of a shortage of

12



kidneys, this is an effective way to expand the source of kidneys.

This observational study only collects data from the medical record system and
the national follow-up system, and will not pose a risk to patients. In addition, through
systematic review of patients, it may be beneficial for subsequent treatment of the
disease, and the conclusions of the study are beneficial for the continued development

of such surgery.

2. Study objectives/endpoints

Main objective: To summarize and analyze the survival rate of short and long
term grafts, and to evaluate the feasibility of en-bloc kidney transplantation from
pediatric donors weighing less than 5Kg.

Secondary purpose: To understand the safety and effectiveness of this type of
donor kidney by summarizing and analyzing the incidence of post-transplantation

complications and the growth and development of transplanted kidneys.

3. research design

3.1 system design

This study is an observational case review study that retrospectively analyzes the
relevant clinical data of previous operations of this type and summarizes experience

The study involved four researchers responsible for data collection, which came
from two sources: the inpatient medical record system and the national kidney
transplant patient follow-up system. The data collection criteria are detailed in the
case information form, and after collection, they were organized and archived by
designated personnel for analysis. All data collection and organization were kept

confidential from external researchers.

3.2 sample capacity
A total of 42 cases of transplantation data have been collected since the operation

was carried out.

13



4. study population

4.1 Donor and recipient
Donor: Pediatric donors with a body weight less than 5Kg. The donor selection
criteria are in line with the organ donation standards for Chinese citizens after death.
Recipient: uremic patient
4.2 Selection criteria
Patients with uremia due to primary kidney disease, genetic diseases, metabolic
diseases, systemic diseases and obstruction who undergo surgery after being informed

of the type of donor and surgical risks.

4.3 Exclusion criteria

In the screening of pediatric donor kidney recipients, we follow the following
exclusion criteria in addition to applying conventional renal transplant exclusion
criteria: (1) refractory hypertension and long-standing uncontrolled diabetes, coronary
heart disease history or peripheral vascular disease history, hypercoagulable state,
urinary abnormalities; (2) PRA> 10%, positive lymphotoxicity test, second or

multiple transplants, lupus erythematosus; (3) poor compliance in the past.

5. Appraise

5.1 Primary and secondary endpoints/outcomes

Main endpoint: short and long term graft survival, renal transplant recipient
survival.

Secondary endpoint: postoperative complication rate (delayed graft function,
rejection reaction, bleeding, urinary tract complications, etc.), growth of transplanted
kidney and renal function recovery.

5.2 Safety evaluation

The survival rates of kidney transplant recipients were compared with those of
published uremic patients.

14



6. Adverse events and serious adverse events

The study was an observational study, and adverse events included data
collection errors, data leakage, and data analysis errors.

For the operation itself, adverse events: postoperative complications such as
delayed graft function, rejection reaction, bleeding, urinary leakage and other
postoperative complications occurred

Serious adverse events: failure of transplanted kidney, death of transplant

recipient

7. Statistical analysis and statistical methods

All statistical analyses were conducted using SPSS 22 and Windows Origin 9.0
versions. All quantitative data were expressed as mean and standard deviation. The
Kaplan-Meier survival curve was used to evaluate differences in graft survival rates.
Quantitative data were analyzed using the chi-square test, and t-tests were used for
comparing two independent samples. Results were considered statistically significant

if P <0.05.

8. Medical care and protection for subjects

8.1 Risk assessment of subjects in the study and risk management measures and
plans

Data collection errors and data analysis errors

Evaluation and disposal measures: A total of 4 people collected data, and each
piece of data was checked at least twice after collection. After the data collection was
completed, the dispersion of the data was evaluated uniformly. When obvious
abnormal data was found, the original data was traced back and modified at the same
time.

Data leakage

Evaluation and disposal measures: All data collected are uniformly saved on one
computer and an electronic backup. The password is set for the data folder, which is
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only available for the researcher to use.

9. Supporting documents and notes

9.1 privacy protection

All data in this study are available only to the applicants and participants, and the
information protection of donors and recipients has been clearly informed to the
participants.

9.2 Collection and use of specimens and data

There is no third party use of data in this study and all data are for the use of this
study only.

9.3 Quality control and quality assurance

1. This type of kidney supply has been approved by Chinas organ acquisition
organization and is one of the legal sources of kidney supply;

2. The operation method has been approved by the application of new
technology in our hospital in the early stage;

3. Approved by the organ transplantation ethics committee of our hospital;

4. Strict data collection standards, four people collect data and compare each
other to get the final retrospective analysis results;

5. Follow-up data after transplantation should be managed by specialists, and the
recovery of patients creatinine should be recorded regularly. At the same time, the
data should be consistent with the national system to ensure the authenticity and
reliability of the data.

9.4 Data processing and record keeping
9.4.1 Data collection and management

Organize the patients past medical records, collect relevant data for the proposed
study, and gather prognosis information; long-term follow-up data is queried through
the China Organ Transplant Follow-up Registration System. For each patient who has
undergone kidney transplantation, follow-up data must be uploaded to the system by

designated personnel. In this study, a total of three individuals were involved in data

16



collection and organization, and they mutually verified whether there were any errors
in data entry.
9.4.2 Study data retention

All medical records have been saved in the computer in the form of pictures, and
patient follow-up data have been stored in the Chinese Organ Transplant Follow-up
Registration System.
9.5 Conflict of interest statement

A conflict of interest statement has been signed, see annex.
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