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PENTEC Review Form Instructions:  
The following Instructions sheet accompanies the data (report) review form that should be completed for each report that is analyzed.  These forms will have multiple purposes:

1. To aid you in determining which reports are valuable, and their strengths and weaknesses that impact on their value.

2. To assist in summarizing the important data, and the limitations of that data, as you proceed with analysis of your normal tissue.

3. To serve as a piece of data that will be used by members of the core committee to evaluate the data collection process used in this PENTEC effort.

You will notice that comprehensive completion of this form will require the expertise of the various members of your group (radiation oncology, subspecialists, epidemiologists, physicists including normal tissue modelers). You may chose to distribute the data review form to all members with specific assignments for each, to request that all members fill out the form to the best of their ability, or have conference calls (or similar methods of communication) to review the form together.  

If you find that some component of the form is too difficult to complete, or not applicable, please proceed with the other elements and skip the item in question.

1. Reviewer: 

(Name(s): Last, First)

2.Reference: 

(1st Author; Journal; Vol: Start page; Year)

2.1 PubMed ID/Link:

Example: 
PMID 8416438


Or
http://www.ncbi.nlm.nih.gov/pubmed/8416438 

3. Endpoint: # of endpoints:

List endpoint or endpoints for which form is being filled out. A paper may have multiple endpoints, in which case (1) separate forms can be filled out for each endpoint or (2) similar endpoints can be reviewed in one form.

4. Study Classification: 

M:         Meta Analysis
RCT-P:  RCT with prospective follow-up for adverse events 

OPP:     Observational study based on a cohort with real-time accrual and prospective follow-up for adverse events; 
RCT-R:  RCT done in the past with one-time retrospective assessment of adverse events. 

ORP:     Observational study based in a cohort or patient series treated in the past (retrospective) with prospective   

             follow-up for adverse events. 

ORR:    Observational study based on a cohort or patient series treated in the past with retrospective follow-up for 
            adverse events (medical chart based or questionnaire based or record linkage based) 
Other
5. Organ/tissue/anatomical region:
 (Organ from list)

Choose organ/tissue from list. This reflects the relevant PENTEC review which this endpoint falls under.  An example: neurocognitive outcomes would fall under “Brain”

6. Is Radiation dose response analyzed according to developmental status?: 
(Yes/No)
The anticipated late toxicity of cancer therapy is related to the patient’s developmental status (i.e. age). The affect of age may vary (both in extent of the effect, and age range for which effect is most important) between different organs/tissues. This question is simply asking if the paper addressed developmental status in their analyses of late toxicity. 

7. Delineation of OAR in paper: (Y/N)
Comment: If organ at risk (OAR) was partitioned into sub volumes, (i.e. renal pelvic versus renal cortex; whole heart versus left ventricle please note this in comments) (See section 15.1 and 15.4)
The manner in which an organ is delineated may be different between different studies. Example would be definition of the cord as the thecal sac, or true cord (as defined in MRI); definition of the heart as all soft tissue within the pericardium or just the left ventricle.  This question asks if the manner in which the organ was delineated is explained, and has an option for a description of this in the comments section. 
8. Primary Cancer: 

Specify:


List the primary cancer(s) included in this study

9 Eligibility/Exclusion Criteria:

This section describes criteria used for determining if a patient was included in the study. 

9.1 Length of Follow-up: 

Yes/No/NR (not reported):

Specify:
This queries whether length of follow-up was used as criteria for inclusion (NOT whether follow-up was reported)

9.2 Age at time of childhood cancer diagnosis:

Yes/No/NR (not reported):

Specify:
This queries whether age at time of cancer diagnosis was used as criteria for inclusion (NOT whether age was reported)

9.3 Age at time of evaluation/follow-up:

Yes/No/NR (not reported):

Specify:
This queries whether attained age at time of evaluation of toxicity  was used as criteria for inclusion (NOT whether this age was reported)

9.4 Calendar period of childhood cancer treatment:
Yes/No/NR (not reported):

Specify:
This queries whether attained years/decades/eras at time of cancer diagnosis was used as a criteria for inclusion (i.e. patients treated from 1980-1990)

9.5 Other:
This queries whether any other variables were used as a criteria for inclusion (i.e. geographical region, gender, only those treated with radiation alone …)

10. Patient Numbers: 

10.1 Total number of eligible patients: (number)

This may include patients who were not analyzed, but from which study cohort was derived.
10.2 Number of patients analyzed in study:

(Number)


If not all patients were analyzed, this allows recording how many were.


This refers to the number of patients whose data were actually included in the stats analysis.

10.3 Number of events for the relevant endpoint: 
(Number): 

11. Scoring of Side Effects:
11.1 Grading System:

(Menu) or NR 
If a grading system was used to score toxicity, please choose the appropriate one here, or if not reported/not relevant check the NR box. 

11.2 Type of Endpoint analyzed:
(Menu) or NR
Dichotomous- i.e. binary: yes/no, 1/0 etc. 

Ordinal- i.e. grouped into whole numbers: any of the grading systems

Continuous- i.e. endpoint in quantified as a number along a continuum (i.e. quantifiable blood test or analytic functional assessment).

If no clinical endpoint considered, go to 11.4

11.3 If ordinal endpoint is dichotomized, threshold grade for calling an event: 
(Menu) or NR
Example: event is considered grade 4-5 toxic event. This represents an ordinal endpoint (5 point scale for toxicity grade) split into a binary endpoint: grade 1-3 versus grade 4-5.

11.4 Method of outcome evaluation:
If Yes, endpoint corrected for baseline value 
Click all that apply to the endpoint. 

Self-report indicates whether questionnaire based information was collected from children, parents, guardians, or from survivors that are adults at the time of assessment. 

11.5) Endpoint classification (check all that apply)
11.6) Method used to adjust for latency: 
(Menu) or NR
This describes the manner in which actuarial analyses or other means were used to account for the duration of time between diagnosis or end of treatment) until event or time of analysis for event
11.7 Comments for Section 11: 
12. Radiation Therapy Prescribed Dose Fractionation:
12.1 Total dose (Gy): 

12.1.1 Dose per fraction (Gy): (Min: Max:)
12.1.2 Planned overall time (days): (Min: Max:)
12.2 Dose prescribed to: (menu) or NR
12.4 Dose distribution derived from: (menu) or NR
In some reports, 3D dose-volume data is not available (options 1-3). If the radiation fields, and patient CT are available to reconstruct the plan, option 1 would apply.  If the radiation fields were available, and were planned on phantoms mimicking the patient, then option 2 would apply.  If the volume of organ receiving dose is based solely on 2D data (i.e. percent of kidney in the field), then option 3 would apply. 
13. Radiation therapy: technical aspects 
13.1 Radiation technique: (check all that apply)
13.2 Heterogeneity correction in dose calc: (menu)
13.3 Comments for section 12 and 13: 
In the comments section, please feel free to add any relevant details, e.g. cobalt/orthovoltage/LINAC for external beam radiation, radioactive source for brachytherapy, HDR or LDR for brachytherapy, type of IMRT (i.e. VMAT, fixed beam, MLC-based, etc.)
14. Chemotherapy (check all that apply):
14.1 Bone Marrow Transplant (Yes/No/NR)

If Yes, indicate conditioning with TBI: (Yes/No/NR)
14.2 Drug and/or BMT effect analyzed in paper: (Yes/No/NR)
15. Data analytic approach: (check up to 3)
15.1 Were dose volume descriptors analyzed?: (Y/N/NR) (If DVH parameters of organ sub volumes (section 7) were considered for toxicity risks, please note this. For example: Were dose volume descriptors correlated with outcome?)
15.2 Dose-volume descriptors found to be significant?: (Y/N/NA)
15.3 Parametric dose-volume modeling?: (Y/N/NR)
15.3.1 Specify Model (name the model): (Y/N/Comment)
15.3.2 Specify Model validation: (Y/N)
If organ sub volumes (see notes on section 7) or dose distribution geometry within an organ was considered for the analyzed endpoint, please note this in the comments. 
15.4 Comments: 
16. Patient Age and Follow-up:
Unlike section 9 which describes variable used for inclusion in the study, this section is used to characterize the reported age and follow-up of the study cohort. 

16.1 Length of Follow-up: (mean, median, range)
16.2 Age at diagnosis: (mean, median, range)
16.3 Age attained at end of follow-up: (mean, median, range)
16.4 Comment: 

17. Variables considered in analysis:
17.1 Age at Diagnosis: (Y/N) and Significance (Y/N) *for all in this section  
17.2 Attained Age: 
17.3 Gender:
17.4 Race: 

17.5 Genetic Abnormality: 
17.6 Other/Specify: (Connective tissue disease (RA etc), Hypertension, diabetes, Endocrine dysfunction) 
17.7 Co-morbidity: (Y/N) Specify
17.8 Lab tests: (Y/N) Specify
17.9 Other patient related factors considered in the analysis:

17.10 Calendar years of childhood cancer treatment: 
18. Bio-banking, bio-markers assessed: (Y/N)
19. Major source of variation of dose-volume histograms: (Check all that apply)
This section describes why there would be variability in the dose-volume parameters for the organ at risk to account for differences in toxicity outcomes. 
20. Authors Conclusion:
20.1 Significant volume effect?: (Y/N)
20.2 Significant dose response?: (Y/N)
20.3 recommended dose-volume constraint:
