CRIC Manual of Procedures (MOP) V2.0 - Revisions

The following is a comprehensive list of revisions to the CRIC MOP Final Version 2.0, dated

20070827.

Section 3.G.2.: EBT/MSCT Revision of eligibility requirements regarding repeat
Guidelines EBT/MSCT testing

Section 3.G.3.: Follow-Up of Clarification regarding time interval of repeat EBT/MSCT

Subcohort Participants

testing

Section 3.1.1.: Follow-Up Visit

Guidelines

Addition of information regarding Out of Clinic Visits

Section 3.1.2.: Annual Clinic
Visit — 12 Months

Addition of information regarding late Echo and EBT visits

Section 3.1.5.: Annual Clinic
Visit — 48 Months

Clarification of EBT schedule relating to subcohort

Section 4.B.1.: Missed Visits Addition of additional information regarding the completion
of the missed visit CRF

Section 4.B.2.: Participant Correction of instructions regarding completion of on-

Retention time/late visit CRF

Section 4.D.: Participant

Transfers

Addition of instructions regarding the responsibility for
communicating with and managing transfer subjects

Section 5.A.4.;

General

Instructions for all CRFs

Addition of instructions regarding completion of CRFs by
proxy

Section 5.A.6.:

ALERT_CT,

ALERT |, ALERT U

Addition of instructions relating to the timeliness of the
completion of these CRFs

Section 5.A.6.: AMPUT Clarification regarding the completion of this CRF

Section 5.A.6.: ANCILLRY Clarification of instructions regarding the timeliness of the
completion of this CRF

Section 5.A.6.: BP Correction of language i.e., “not obtained” to “not
measured”

Section 5.A.6.: CTECH Inclusion of specific instructions for selecting type of
CT/EBT equipment used

Section 5.A.6.: CTRANS Addition of specifications for reducing radioactive exposure

Section 5.A.6.: ECGTRANS Addition of instructions regarding identifiers used on ECG
Reports

Section 5.A.6.: ECHOTRANS Addition of instructions regarding fax delivery of
ECHOTRANS CRF to SDCC

Section 5.A.6.: ELIG Addition of instructions regarding completion of CRF for
genetic testing

Section 5.A.6.: EVENTS Elaboration on the purpose of the EVENTS CRF

Section 5.A.6.: GFRTRANS Elaboration on the instructions regarding the completion of
the GFRTRANS CRF

Section 5.A.6.: MEDHXUP Correction of language in directions regarding completion

Section 5.A.6.: MISSVST Addition of language regarding annual visit time frame

Section 5.A.6.: OFFSTVST Addition of information relating to this new CRF

Section 5.A.6.: PHYSASSESS Revision of instructions relating to the completion of this
CRF with respect to CRIC Plus

Section 5.A.6.: PROXY Addition of information relating to this new CRF

Section 5.A.6.: PROTRANS Clarification regarding entry and verification of

PROTRANS CRF
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Section 5.A.8.: OFFSTQA —
CRIC Accuracy Check for
Portable Scale

Addition of instructions for this CRF used to track the
portable scale for Quality Assurance

Section 5.B.1.. Queries

Inclusion of study biostatisticians in the data query process

Section 6.A.2.: Types of Alerts

Clarification of instructions regarding completion of
EVENTS CRF

Section 7.A.1.: Establishing a
CRIC DMS Account

Assignment of responsibility for contacting new users with
account information to the Project Manager

Section 7.K.2.: View Study Alert

Replacement of original DMS Menu Image

Section 7.K.3.: DHQ Reports

Replacement of original DMS Menu Image

Section 7.K.4.: CTRANS and
ECHOTRANS Data Entry

Replacement of original DMS Menu Image

Section 7.K.5.: EBT/CT Scan
Report

Replacement of original DMS Menu Image

Section 9.A.3.: Instructions for
Nail Specimen Collection

Addition of instructions regarding the proper storage of nail
clippers

Section 9.B.1.: Anthropometric
Measures

Elaboration on instructions for repeated measures of height,
weight, and waist circumference

Section 9.C.4.: Method

Addition of clarification that DMS will conduct ABI
calculations

Section 9.D.: BIA Procedure

Addition of statement that BIA is to be conducted annually

Section 9.D.2.: Testing
Procedure

Addition of statement that BIA is to be conducted annually

Section 9.E.1.: Overview of
Blood Pressure Measurement

Clarification of instructions regarding arm measurement,
cuff selection and placement, and application of BP cuff

Section 9.E.2.: Blood Pressure
Measurement Step by Step

Addition of instructions regarding pulse measurement;
Revision of instructions relating to Standing Pulse and BP
Measurement

Section 10.C.4.: “Clean Catch”
Urine Proteomics Sample
Collection

Clarification of original instructions

Section 10.D.1.: Collection,
Processing, and Shipping of 24
HR Urine Samples

Additional information regarding inadequate urine samples
and the requirements for the collection of repeat specimens;
additional instructions on participants who reach ESRD

Section 10.D.2.: Sample
Processing for Urine Proteomics

Clarification regarding definition of midstream urine
collection

Section 12.A.1.: Patient
Education

Addition of instructions relating to educating the patient
about GFR testing

Section 12.B.2.: Ordering glofil

Addition of instructions regarding ordering glofil

Section 12.B.3.; GFR Test
Procedure

Addition of instructions regarding the use of saline

Appendix F: Echo Procedures

Addition of MOP relating to Echo procedures

Appendix G: EBT Procedures

Addition of MOP relating to EBT procedures

Appendix H: Out of Clinic (OOC)
Visit Protocol

Addition of MOP relating to Out of Clinic Visits

List of MOP Revisions_Final_November 2007




