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Table 13.1 Document production and distribution sites (Produce.Tab)

When: Early in the course of planning

Who: A study officer

Purpose: To identify documents needed for the trial and to specify where they are produced
and where distributed from

1. Study name:

2. Form completed by:

3. Date completed (day-month-year) . . . . . . . . . . . . . . . . . . . . . . . . . — —

Instructions
Check at left if document exists and then indicate in the check spaces at the right where the
document is produced and where distributed from.
Legend

CC = coordinating center
OC = Office of study chair
S = Sponsor

Oth = Other; if checked specify site

4. Study documents Production site Distribution site
CC CO S Oth CC CO S Oth

( ) Protocol ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
( ) Prototype consent ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
( ) Study handbook ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
( ) Study manual of operation ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
( ) Data collection forms ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
( ) Data entry manual of operations ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )

5. Study reports
( ) Performance monitoring reports ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
( ) Treatment effects monitoring reports ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
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Table 13.1 Document production and distribution sites

Production site Distribution site
CC CO S Oth CC CO S Oth

6. Other documents
( ) Investigator’s brochure ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
( ) Policy and procedures memoranda ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
( ) Data dictionaries ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )

16 April 2011 Version 1.0 \CTForms\Produce.Tab
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WS 13.1 Integrity preservation procedures (Fraud.WS)

When: Before the start of data collection

Who: Senior study personnel

Purpose: To establish procedures for ensuring integrity in the processes and procedures of the
trial

Definitions
fabrication - 1. The act or process of fabricating. 2. The product of fabricating; lie; falsehood.

falsification - The deliberate act of making something false.

fraud - Broadly, deceit or trickery; specifically, a deception deliberately practiced to secure unfair
or unlawful gain; an act of deceiving or misrepresenting; intentional perversion of the truth to
induce another to part with something of value or to surrender a right. Usage note: Avoid as an
accusation, absent evidence of intent. To be fraudulent, an act has to be motivated by an intent to
deceive. The element of intent is evident in the definitions of fraud, as given in the Oxford
English Dictionary12 and Black’s Law Dictionary.3 Even acts of omission can be fraudulent if
intended to deceive. Oxford English Dictionary: 1. The quality or disposition of being deceitful;
faithlessness, insincerity. 2. Criminal deception; the using of false representations to obtain an
unjust advantage or to injure the rights or interests of another. 3. An act or instance of
deception, an artifice by which the right or interest of another is injured, a dishonest trick or
stratagem. 4. A method or means of defrauding or deceiving; a fraudulent contrivance; in
modern colloquial use, a spurious or deceptive thing. Black’s Law Dictionary: An intentional
perversion of truth for the purpose of inducing another in reliance upon it to part with some
valuable thing belonging to him or to surrender a legal right. A false representation of a matter
of fact, whether by words or by conduct, by false or misleading allegations, or by concealment of
that which should have been disclosed, which deceives and is intended to deceive another so that
he shall act upon it to his legal injury. Anything calculated to deceive, whether by a single act or
combination, or by suppression of truth, or suggestion of what is false, whether it be by direct
falsehood or innuendo, by speech or silence, word of mouth, or look or gesture.

plagiarism - An act or an instance of plagiarizing; something plagiarized. Usage note: Use with
caution as an implied or explicit charge or accusation, especially in the absence of specific
factual information supporting the charge or accusation.

scientific misconduct - 1. Willful disregard of norms and standards for conduct of research. 2. Any
act or representation by a person in the conduct of research that violates accepted norms or
standards for integrity. 3. Fraud, falsification, fabrication, or plagiarism in relation to the design,
conduct, analysis, or reporting of research, or in relation to credentialing or documentation. 4.
research misconduct

A. Identifying information

1. Study name:

© Curtis L Meinert 2012
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WS 13.1 Integrity preservation procedures

2. Form completed by:

3. Date completed (day-month-year) . . . . . . . . . . . . . . . . . . . . . . . . . — —

B. Integrity training
4. Persons exposed to integrity training

( ) No integrity training planned
( ) All study personnel
( ) Selected personnel (check all that apply)

( ) Center directors
( ) Study physicians
( ) Study nurses
( ) Center coordinators
( ) Data collectors
( ) Data keyers
( ) Other (specify)

5. Mode of exposure (check all that apply)
( ) No integrity training planned
( ) Didactic lectures and discussion
( ) Case studies
( ) Online course and examination
( ) Other (specify)

6. Will study leaders instruct study personnel in regard to (check all that apply):
( ) Definition of scientific misconduct and examples thereof
( ) Definitions of fraud, fabrication, and falsification and examples thereof
( ) Definition of plagiarism and examples thereof
( ) Consequences of misconduct to persons found guilty of misconduct
( ) Consequences of misconduct to the study
( ) Responsibilities of study personnel for integrity
( ) Whom persons should report suspected cases of fraud to
( ) How charges of misconduct are investigated and disposed of

C. Practices aimed at detecting aberrant data (check all that apply)
( ) Site visiting
( ) Data auditing
( ) Checking for protocol departures
( ) Indelible randomization audit trail
( ) Eligibility checks
( ) Performance monitoring

© Curtis L Meinert 2012
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WS 13.1 Integrity preservation procedures

( ) Data analyses to identify suspicious data patterns
( ) Other (specify)

16 April 2011 Version 1.0 \CTForms\Fraud.WS
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WS 13.2 Meeting planning worksheet (Meet.WS)

Use form for planning specific meetings. Indicate the meeting or group to meet item 4.

1. Study name:

2. Form completed by:

3. Date completed (day-month-year) . . . . . . . . . . . . . . . . . . . . . . . . . — —

4. Meeting
( ) Research group
( ) Steering committee
( ) Study officers
( ) Treatment effects monitoring committee
( ) Working committee (specify)

( ) Other (specify)

5. Meeting organizer/coordinator
( ) Office of study chair
( ) Coordinating center
( ) Sponsor
( ) Other (specify)

6. Purpose of meeting

7. Day(s) of meeting
( ) One day
( ) Multiple days . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Number of days

8. Day of week (start date for multi-day meetings)
( ) Monday
( ) Tue, Wed, or Thu
( ) Friday
( ) Sat
( ) Sun

© Curtis L Meinert 2012
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WS 13.2 Meeting planning worksheet

9. Meeting dates
One day meeting; date . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . — —

Multi-day meeting . . . . . . . Start: — — End: — —

10. Meeting time
Start time . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . : am/pm

End time . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . : am/pm

11. Expected number of people attending . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Number

12. Travel arrangements (hotel and plane reservations)
( ) None necessary (local meeting)
( ) By persons traveling
( ) By meeting coordinator
( ) Other (specify)

13. Meeting location
( ) Host institution
( ) Airport meeting room (specify)

( ) Hotel

City . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

Hotel name . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

Address . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

( ) Other (specify)

14. Meeting date picked to coincide with a society meeting?
( ) No
( ) Yes (specify)

15. Meeting materials
( ) Distributed prior to meeting via hard copy
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WS 13.2 Meeting planning worksheet

( ) Distributed via e-mail
( ) Distributed hard copy at meeting

16 April 2011 Version 1.0 \CTForms\Meet.WS
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WS 13.3 Conference phone meeting planning worksheet (ConfCall.WS)

Use form for planning conference calls for a group. Indicate the group meeting in item 4.

1. Study name:

2. Form completed by:

3. Date completed (day-month-year) . . . . . . . . . . . . . . . . . . . . . . . . . — —

4. Conference call meeting
( ) Research group
( ) Steering committee
( ) Study officers
( ) Treatment effects monitoring committee
( ) Working committee (specify)

( ) Other (specify)

5. Call organizer/coordinator
( ) Office of study chair
( ) Coordinating center
( ) Sponsor
( ) Other (specify)

6. Purpose of call

7. Time of conference call
Day of week . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

Time of day . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . : am/pm

Date . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . — —

8. Meeting time
Start time . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . : am/pm

End time . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . : am/pm

© Curtis L Meinert 2012
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WS 13.3 Conference call meeting worksheet

9. Number of people on the call . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Number

10. Arrangement
( ) Call in (number provided by call coordinator)
( ) Persons called by operator
( ) Other (specify)

11. Call materials
( ) Distributed via hard copy
( ) Distributed via e-mail
( ) Distributed both hard copy and via e-mail

16 April 2011 Version 1.0 \CTForms\ConfCall.WS
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CL 13.1 Checklist of forms, worksheets, and checklists to be completed (Formlist.CL)

A. Identifying information

1. Study name:

2. Form completed by:

3. Date completed (day-month-year) . . . . . . . . . . . . . . . . . . . . . . . . . — —

B. Tables to be completed
( ) Table 1.1 Questions when deciding whether to respond to an RFA or RFP (QuesRFP.Tab)4
( ) Table 1.2 Proposed budget by center (BudSum.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . 6
( ) Table 1.3 Budget analysis (BudAnal.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 8
( ) Table 2.1 Protocol content and suggested features (ProtDoc.Tab) . . . . . . . . . . . . . . . 25
( ) Table 2.2 Suggestions for development of study handbooks and manuals of operations

(HandBk.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 28
( ) Table 2.3 Sample size specification table (SampSize.Tab) . . . . . . . . . . . . . . . . . . . . 38
( ) Table 2.4 Outcome specification table (Outcome.Tab) . . . . . . . . . . . . . . . . . . . . . . . 41
( ) Table 2.5 Treatment specification table (Trt.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . 44
( ) Table 3.1 Variance control design (VarCtrl.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . 66
( ) Table 3.2 Bias control design (BiasCtrl.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 67
( ) Table 4.1 Contact and data collection schematic for ADAPT (ADAPTDC.Tab) . . . . . 81
( ) Table 4.2 Followup specification table (FU.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . 82
( ) Table 6.1 Organizational elements table (Org.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . 110
( ) Table 6.2 Study officers committee organization table (Officer.Tab) . . . . . . . . . . . . . 114
( ) Table 6.3 Steering committee organization table (SC.Tab) . . . . . . . . . . . . . . . . . . . . 116
( ) Table 6.4 Executive committee organization table (EC.Tab) . . . . . . . . . . . . . . . . . . . 123
( ) Table 6.5 Treatment effects monitoring committee organization table (TEMC.Tab) . . . 126
( ) Table 6.6 Considerations leading to a separate ARC and TEMC or a combined ARTEMC

(TEM&ARC.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 131
( ) Table 7.1 Coordinating center activities by stage of multicenter trial (CCStage.Tab) . . 144
( ) Table 7.2 Treatment effects monitoring issues and recommendations (TEMCRec.Tab) . 147
( ) Table 7.3 Guidelines for committee operations (CommOp.Tab) . . . . . . . . . . . . . . . . . 149
( ) Table 7.4 Dos and don’ts for production of format robust documents (DoTemp.Tab) . 150
( ) Table 7.5 Template and master document format specification worksheet (Format.Tab) 152
( ) Table 8.1 IRB approvals and reports to IRBs (IRBModel.Tab) . . . . . . . . . . . . . . . . . 195
( ) Table 8.2 IRB log (IRBHis.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 201
( ) Table 8.3 IRB approval monitoring (IRBMon.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . 205
( ) Table 8.4 Consent, reconsent, and deconsent design (ConPlan.Tab) . . . . . . . . . . . . . . 207
( ) Table 9.1 Masking and separation specifications table (Mask.Tab) . . . . . . . . . . . . . . 220
( ) Table 11.1 Analysis specification table (AnalSpec.Tab) . . . . . . . . . . . . . . . . . . . . . . . 260
( ) Table 12.1 Content suggestions for results study publication (PubCont.Tab) . . . . . . . . . 274
( ) Table 13.1 Document production and distribution sites (Produce.Tab) . . . . . . . . . . . . . 299

C. Worksheets to be completed
( ) WS 1.1 Budget worksheet (Budget.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 11
( ) WS 1.2 Funding specification worksheet (FundMode.WS) . . . . . . . . . . . . . . . . . . . 14
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CL 13.1 Checklist of forms, worksheets, and checklists to be completed

( ) WS 2.1 Terminology worksheet (Defns.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . 49
( ) WS 2.2 Name and acronym worksheet (BigName.WS) . . . . . . . . . . . . . . . . . . . . . 30
( ) WS 2.3 Study logo worksheet (Logo.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 34
( ) WS 2.4 Data sharing worksheet (DataGive.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . 58
( ) WS 3.1 Assignment specification worksheet (TrtAss.WS) . . . . . . . . . . . . . . . . . . . 68
( ) WS 3.2 Eligibility overrides (Override.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 75
( ) WS 4.1 Data form worksheet (DataForm.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 86
( ) WS 4.2 Identifier data worksheet (DataId.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 93
( ) WS 5.1 Data system worksheet (DataSys.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 98
( ) WS 5.2 Data access worksheet (DataGet.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 100
( ) WS 5.3 Data editing and auditing worksheet (DataEdit.WS) . . . . . . . . . . . . . . . . . 103
( ) WS 5.4 Data processing worksheet (DataKey.WS) . . . . . . . . . . . . . . . . . . . . . . . . 107
( ) WS 6.1 Research group organization worksheet (RG.WS) . . . . . . . . . . . . . . . . . . . 134
( ) WS 6.2 Committee organization and meeting rules worksheet (MeetRule.WS) . . . . . 136
( ) WS 6.3 Credits and acknowledgments worksheet (Credit.WS) . . . . . . . . . . . . . . . . 140
( ) WS 7.1 Document production and archiving worksheet (DocMake.WS) . . . . . . . . . 156
( ) WS 7.2 Investigator assurances worksheet (Assure.WS) . . . . . . . . . . . . . . . . . . . . 159
( ) WS 7.3 Study website (Website.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 161
( ) WS 7.4 Conflicts of interest worksheet (CoI.WS) . . . . . . . . . . . . . . . . . . . . . . . . . 164
( ) WS 7.5 Study training and certification worksheet (Train.WS) . . . . . . . . . . . . . . . . 167
( ) WS 7.6 Site visiting worksheet (SiteLook.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 171
( ) WS 8.1 Adverse event reporting worksheet (AE.WS) . . . . . . . . . . . . . . . . . . . . . . 212
( ) WS 9.1 Treatment masking worksheet (DrugMask.WS) . . . . . . . . . . . . . . . . . . . . . 224
( ) WS 9.2 Shielding and blackout worksheet (Shield.WS) . . . . . . . . . . . . . . . . . . . . . 229
( ) WS 10.1 Treatment effects monitoring specification worksheet (Tem.WS) . . . . . . . . 235
( ) WS 10.2 Treatment effects monitoring committee masking worksheet (TEMMask.WS) 251
( ) WS 12.1 Paper production worksheet (PaperMon.WS) . . . . . . . . . . . . . . . . . . . . . . 277
( ) WS 12.2 Authorship policy worksheet (Author.WS) . . . . . . . . . . . . . . . . . . . . . . . . 280
( ) WS 12.3 Paper proposal worksheet (Proposal.WS) . . . . . . . . . . . . . . . . . . . . . . . . . 285
( ) WS 12.4 Study CV worksheet (CV.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 288
( ) WS 13.1 Integrity preservation procedures (Fraud.WS) . . . . . . . . . . . . . . . . . . . . . . 301
( ) WS 13.2 Meeting planning worksheet (Meet.WS) . . . . . . . . . . . . . . . . . . . . . . . . . 304
( ) WS 13.3 Conference phone meeting planning worksheet (ConfCall.WS) . . . . . . . . . . 307

D. Checklists to be completed
( ) CL 1.1 Budget checklist (Bud.CL) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 17
( ) CL 2.1 Treatment design synopsis checklist (TrtDesig.CL) . . . . . . . . . . . . . . . . . . 63
( ) CL 4.1 Data collection checklist (DataMap.CL) . . . . . . . . . . . . . . . . . . . . . . . . . . 96
( ) CL 7.1 Maintenance activity checklist worksheet (KeepUp.CL) . . . . . . . . . . . . . . . 176
( ) CL 7.2 Start-up requirements checklist worksheet (StartCk.CL) . . . . . . . . . . . . . . . 182
( ) CL 7.3 Training and certification checklist (Train.CL) . . . . . . . . . . . . . . . . . . . . . 185
( ) CL 7.4 Clinic site visit checklist (SiteCl.CL) . . . . . . . . . . . . . . . . . . . . . . . . . . . . 188
( ) CL 7.5 Coordinating center site visit checklist (SiteCC.CL) . . . . . . . . . . . . . . . . . 191
( ) CL 8.1 Consent content checklist (Consent.CL) . . . . . . . . . . . . . . . . . . . . . . . . . . 217
( ) CL 9.1 Treatment unmasking and unshielding procedures worksheet (UnMask.CL) . 231
( ) CL 10.1 Monitoring and quality control specification checklist (MonSpec.CL) . . . . . 255
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CL 13.1 Checklist of forms, worksheets, and checklists to be completed

( ) CL 11.1 Interim analysis checklist (IntAnal.Cl) . . . . . . . . . . . . . . . . . . . . . . . . . . . 265
( ) CL 11.2 Results paper analysis checklist (Anal.Cl) . . . . . . . . . . . . . . . . . . . . . . . . 269
( ) CL 12.1 Content checklist for results papers (Paper.CL) . . . . . . . . . . . . . . . . . . . . . 290

26 April 2011 Version 1.0 \CTForms\FormList.CL
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CL 13.2 Log of completed forms, worksheets, and checklists (LogList.CL)

A. Identifying information

1. Study name:

2. Form completed by:

3. Date completed (day-month-year) . . . . . . . . . . . . . . . . . . . . . . . . . — —

B. Tables completed
( ) Table 1.1 Questions when deciding whether to respond to an RFA or RFP (QuesRFP.Tab)4
( ) Table 1.2 Proposed budget by center (BudSum.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . 6
( ) Table 1.3 Budget analysis (BudAnal.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 8
( ) Table 2.1 Protocol content and suggested features (ProtDoc.Tab) . . . . . . . . . . . . . . . 25
( ) Table 2.2 Suggestions for development of study handbooks and manuals of operations

(HandBk.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 28
( ) Table 2.3 Sample size specification table (SampSize.Tab) . . . . . . . . . . . . . . . . . . . . 38
( ) Table 2.4 Outcome specification table (Outcome.Tab) . . . . . . . . . . . . . . . . . . . . . . . 41
( ) Table 2.5 Treatment specification table (Trt.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . 44
( ) Table 3.1 Variance control design (VarCtrl.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . 66
( ) Table 3.2 Bias control design (BiasCtrl.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 67
( ) Table 4.1 Contact and data collection schematic for ADAPT (ADAPTDC.Tab) . . . . . 81
( ) Table 4.2 Followup specification table (FU.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . 82
( ) Table 6.1 Organizational elements table (Org.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . 110
( ) Table 6.2 Study officers committee organization table (Officer.Tab) . . . . . . . . . . . . . 114
( ) Table 6.3 Steering committee organization table (SC.Tab) . . . . . . . . . . . . . . . . . . . . 116
( ) Table 6.4 Executive committee organization table (EC.Tab) . . . . . . . . . . . . . . . . . . . 123
( ) Table 6.5 Treatment effects monitoring committee organization table (TEMC.Tab) . . . 126
( ) Table 6.6 Considerations leading to a separate ARC and TEMC or a combined ARTEMC

(TEM&ARC.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 131
( ) Table 7.1 Coordinating center activities by stage of multicenter trial (CCStage.Tab) . . 144
( ) Table 7.2 Treatment effects monitoring issues and recommendations (TEMCRec.Tab) . 147
( ) Table 7.3 Guidelines for committee operations (CommOp.Tab) . . . . . . . . . . . . . . . . . 149
( ) Table 7.4 Dos and don’ts for production of format robust documents (DoTemp.Tab) . 150
( ) Table 7.5 Template and master document format specification worksheet (Format.Tab) 152
( ) Table 8.1 IRB approvals and reports to IRBs (IRBModel.Tab) . . . . . . . . . . . . . . . . . 195
( ) Table 8.2 IRB log (IRBHis.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 201
( ) Table 8.3 IRB approval monitoring (IRBMon.Tab) . . . . . . . . . . . . . . . . . . . . . . . . . 205
( ) Table 8.4 Consent, reconsent, and deconsent design (ConPlan.Tab) . . . . . . . . . . . . . . 207
( ) Table 9.1 Masking and separation specifications table (Mask.Tab) . . . . . . . . . . . . . . 220
( ) Table 11.1 Analysis specification table (AnalSpec.Tab) . . . . . . . . . . . . . . . . . . . . . . . 260
( ) Table 12.1 Content suggestions for results study publication (PubCont.Tab) . . . . . . . . . 274
( ) Table 13.1 Document production and distribution sites (Produce.Tab) . . . . . . . . . . . . . 299

C. Worksheets completed
( ) WS 1.1 Budget worksheet (Budget.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 11
( ) WS 1.2 Funding specification worksheet (FundMode.WS) . . . . . . . . . . . . . . . . . . . 14
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CL 13.2 Log of completed forms, worksheets, and checklists

( ) WS 2.1 Terminology worksheet (Defns.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . 49
( ) WS 2.2 Name and acronym worksheet (BigName.WS) . . . . . . . . . . . . . . . . . . . . . 30
( ) WS 2.3 Study logo worksheet (Logo.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 34
( ) WS 2.4 Data sharing worksheet (DataGive.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . 58
( ) WS 3.1 Assignment specification worksheet (TrtAss.WS) . . . . . . . . . . . . . . . . . . . 68
( ) WS 3.2 Eligibility overrides (Override.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 75
( ) WS 4.1 Data form worksheet (DataForm.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 86
( ) WS 4.2 Identifier data worksheet (DataId.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 93
( ) WS 5.1 Data system worksheet (DataSys.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 98
( ) WS 5.2 Data access worksheet (DataGet.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 100
( ) WS 5.3 Data editing and auditing worksheet (DataEdit.WS) . . . . . . . . . . . . . . . . . 103
( ) WS 5.4 Data processing worksheet (DataKey.WS) . . . . . . . . . . . . . . . . . . . . . . . . 107
( ) WS 6.1 Research group organization worksheet (RG.WS) . . . . . . . . . . . . . . . . . . . 134
( ) WS 6.2 Committee organization and meeting rules worksheet (MeetRule.WS) . . . . . 136
( ) WS 6.3 Credits and acknowledgments worksheet (Credit.WS) . . . . . . . . . . . . . . . . 140
( ) WS 7.1 Document production and archiving worksheet (DocMake.WS) . . . . . . . . . 156
( ) WS 7.2 Investigator assurances worksheet (Assure.WS) . . . . . . . . . . . . . . . . . . . . 159
( ) WS 7.3 Study website (Website.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 161
( ) WS 7.4 Conflicts of interest worksheet (CoI.WS) . . . . . . . . . . . . . . . . . . . . . . . . . 164
( ) WS 7.5 Study training and certification worksheet (Train.WS) . . . . . . . . . . . . . . . . 167
( ) WS 7.6 Site visiting worksheet (SiteLook.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . 171
( ) WS 8.1 Adverse event reporting worksheet (AE.WS) . . . . . . . . . . . . . . . . . . . . . . 212
( ) WS 9.1 Treatment masking worksheet (DrugMask.WS) . . . . . . . . . . . . . . . . . . . . . 224
( ) WS 9.2 Shielding and blackout worksheet (Shield.WS) . . . . . . . . . . . . . . . . . . . . . 229
( ) WS 10.1 Treatment effects monitoring specification worksheet (Tem.WS) . . . . . . . . 235
( ) WS 10.2 Treatment effects monitoring committee masking worksheet (TEMMask.WS) 251
( ) WS 12.1 Paper production worksheet (PaperMon.WS) . . . . . . . . . . . . . . . . . . . . . . 277
( ) WS 12.2 Authorship policy worksheet (Author.WS) . . . . . . . . . . . . . . . . . . . . . . . . 280
( ) WS 12.3 Paper proposal worksheet (Proposal.WS) . . . . . . . . . . . . . . . . . . . . . . . . . 285
( ) WS 12.4 Study CV worksheet (CV.WS) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 288
( ) WS 13.1 Integrity preservation procedures (Fraud.WS) . . . . . . . . . . . . . . . . . . . . . . 301
( ) WS 13.2 Meeting planning worksheet (Meet.WS) . . . . . . . . . . . . . . . . . . . . . . . . . 304
( ) WS 13.3 Conference phone meeting planning worksheet (ConfCall.WS) . . . . . . . . . . 307

D. Checklists completed
( ) CL 1.1 Budget checklist (Bud.CL) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 17
( ) CL 2.1 Treatment design synopsis checklist (TrtDesig.CL) . . . . . . . . . . . . . . . . . . 63
( ) CL 4.1 Data collection checklist (DataMap.CL) . . . . . . . . . . . . . . . . . . . . . . . . . . 96
( ) CL 7.1 Maintenance activity checklist worksheet (KeepUp.CL) . . . . . . . . . . . . . . . 176
( ) CL 7.2 Start-up requirements checklist worksheet (StartCk.CL) . . . . . . . . . . . . . . . 182
( ) CL 7.3 Training and certification checklist (Train.CL) . . . . . . . . . . . . . . . . . . . . . 185
( ) CL 7.4 Clinic site visit checklist (SiteCl.CL) . . . . . . . . . . . . . . . . . . . . . . . . . . . . 188
( ) CL 7.5 Coordinating center site visit checklist (SiteCC.CL) . . . . . . . . . . . . . . . . . 191
( ) CL 8.1 Consent content checklist (Consent.CL) . . . . . . . . . . . . . . . . . . . . . . . . . . 217
( ) CL 9.1 Treatment unmasking and unshielding procedures worksheet (UnMask.CL) . 231
( ) CL 10.1 Monitoring and quality control specification checklist (MonSpec.CL) . . . . . 255
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CL 13.2 Log of completed forms, worksheets, and checklists

( ) CL 11.1 Interim analysis checklist (IntAnal.Cl) . . . . . . . . . . . . . . . . . . . . . . . . . . . 265
( ) CL 11.2 Results paper analysis checklist (Anal.Cl) . . . . . . . . . . . . . . . . . . . . . . . . 269
( ) CL 12.1 Content checklist for results papers (Paper.CL) . . . . . . . . . . . . . . . . . . . . . 290
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