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I. Introduction  1 

The organizational structure of the Pediatric Eye Disease Investigator Group (PEDIG) includes 2 

the Coordinating Center, the office(s) of the Network Chair(s) and the following: Executive 3 

Committee, Operations Committee, Steering Committees, Disease-Area Working Groups, and 4 

the Data and Safety Monitoring Committee. Each major protocol is developed by a Protocol 5 

Planning Committee and is then administered by a Steering Committee.  Investigators, 6 

coordinators, examiners, and other research personnel at institutional or private practice-based 7 

Clinical Sites participate in PEDIG studies.  8 

Details of the specific role and function of each of these entities are included below.  9 

 10 

A. Coordinating Center 11 

The Coordinating Center (CC) for the Pediatric Eye Disease Investigator Group (PEDIG) is the 12 

Jaeb Center for Health Research (JCHR) in Tampa.  13 

 14 

The CC is responsible for the development and maintenance of the organization of PEDIG and 15 

assuring that the policies and procedures defined in the PEDIG policies document and in this 16 

organizational structure document are followed.  17 

 18 

For each study, staff in the CC have the responsibility for overseeing the development of the 19 

protocol, development of operational and analytical methodology, the conduct of each study 20 

according to the protocol, and analysis of all data.  21 

 22 

The CC serves as an administrative resource for study investigators and coordinators. It is 23 

actively involved in facilitating IRB approval and yearly renewals.  24 

 25 

Responsibilities of the Coordinating Center include the following: 26 

 27 

• Solicit new study ideas from network members and manage non-network submissions. 28 

• Solicit ideas for secondary analyses of PEDIG study data for potential abstracts, 29 

presentations, brief reports, or manuscripts. 30 

• Assist Planning Committees with the development of study protocols. 31 

• Develop study documents such as protocols, informed consent forms, operating 32 

procedures manuals, and data collection forms. 33 

• Obtain and maintain INDs and IDEs. 34 

• Maintain version control of all protocols, study documents, publications, presentations, 35 

and the like. 36 

• Develop and implement a data management system capable of supporting multiple 37 

protocols. 38 

• Develop and maintain a multi-functional private website for use by the CC, clinical 39 

centers, reading centers when required, and committee members. 40 

• Submit each protocol to clinicaltrials.gov and update for the duration of the study.  41 

• Submit final summary of study results upon completion of study. 42 

• Develop and maintain a website for public use. 43 

• Provide datasets of studies for public use as per the guidance on National Institutes of 44 

Health’s (NIH) policy on the dissemination of NIH funded trials. 45 
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• Develop procedures for study participant enrollment and randomization. 46 

• Develop and implement a system for adverse event reporting. 47 

• Develop procedures and materials to implement a quality assurance program that 48 

includes training and certification of clinical centers and staff, monitoring of adherence to 49 

the protocol, reporting of quality control data, validation of collected data, assessments of 50 

imaging reading center(s), and assessment of drug packaging and labeling. 51 

• Assist Steering Committees to coordinate and monitor the conduct of study protocols. 52 

• Coordinate the selection process of new investigators and clinical centers in conjunction 53 

with the network Chair(s). 54 

• Develop and maintain a web-based patient tracking system to assist the clinical centers in 55 

maintaining a high rate of study participant retention. 56 

• Develop and maintain a system for drug/device distribution and accountability. 57 

• Develop and maintain a system to facilitate communication between the central units, 58 

clinical centers, and committees. 59 

• Coordinate site visits, prepare site visit agendas, and prepare site visit reports. 60 

• Develop and maintain a system for collection, review, and reporting of financial 61 

disclosures as well as Financial Conflicts of Interests (FCOI) for investigators, 62 

coordinators, and other key personnel as defined in the Network’s Financial Disclosure 63 

policy. 64 

• Develop a system for integration of central laboratories into studies when necessary. 65 

• Develop and oversee implementation of subaward contracts with clinical sites to 66 

participate in PEDIG studies. 67 

• Develop contracts with industry collaborators following PEDIG’s Industry Collaboration 68 

Guidelines. 69 

• Develop materials for IRB submissions by the clinical centers. 70 

• Track IRB approvals and expirations. 71 

• Develop study close-out procedures and materials. 72 

• Develop statistical analysis plans. 73 

• Coordinate the preparation and publication of study manuscripts, including drafting the 74 

initial manuscript in conjunction with the lead author/s. 75 

• Coordinate activities and data analyses for the Data and Safety Monitoring Committee. 76 

• Conduct analyses for manuscripts, abstracts, presentations, and ancillary studies. 77 

• Coordinate activities with the Operations Committee, Steering Committees, Executive 78 

Committee, Disease-Area Working Groups, and any other committees. 79 

• Arrange meetings, including semi-annual Coordinator/Investigator meetings, semi-annual 80 

Executive Committee meetings, semi-annual Data and Safety Monitoring Committee 81 

meetings, and PEDIG meetings hosted at national conferences.  82 

• Develop and disseminate agendas and summaries of committee conference calls and 83 

meetings. 84 

• Assist with communication with NIH, regulatory agencies, the public, and with 85 

industry/foundations. 86 

• Develop study specific budgets in conjunction with the Executive Committee and 87 

Steering Committees. 88 

• Develop and maintain directory of study group personnel. 89 
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• Develop and coordinate grant submissions and progress reports. 90 

• Develop and coordinate Press releases in conjunction with the National Eye Institute 91 

(NEI), Network Chair(s), and Protocol Chair(s). 92 

 93 

B. Network Chair(s) 94 

The Network Chair(s) works closely with the CC. Since its inception, PEDIG has been led by 95 

either a single Network Chair or two Network Co-chairs.  96 

 97 

1. Selection Process 98 

A single Network Chair or two Co-chairs may be appointed for each 5-year NIH grant cycle. In 99 

the instance of Co-chairs, ideally there would be one ophthalmologist and one optometrist, 100 

assuming strong candidates from each discipline.  101 

 102 

Approximately 2 years before the end of the tenure of the Chair or Co-Chairs, a solicitation will 103 

be made to PEDIG investigators to nominate individuals for the position of network Chair or Co-104 

chair (an individual may self-nominate). A formal application and review process will be 105 

followed and is summarized in a separate operational document. It is expected that the 106 

individual(s) will be selected and approved by the National Eye Institute (NEI) approximately 2 107 

years before the end of the 5-year term of the preceding network Chair or Co-Chairs.  108 

 109 

The incoming Network Chair(s) will join the Operations Committee (if not already a member) at 110 

this time, to serve on the Operations Committee prior to assuming the Network Chair or Network 111 

Co-Chair position.  112 

 113 

2. Responsibilities of the Network Chair(s) include the following: 114 

• Assume overall scientific responsibility for PEDIG.  115 

• Attend the Weekly Chair call with the Director of the Coordinating Center. 116 

• Chair or Co-Chair the Executive Committee. 117 

• Serve on the Operations Committee as Chair(s) during the active grant cycle and as Vice 118 

Chairs in the cycle preceding, when possible. 119 

• Lead investigator conference calls, as needed. 120 

• Lead the semi-annual PEDIG Investigator meetings. 121 

• Lead the PEDIG investigator meetings that may take place at the annual meetings of the 122 

American Academy of Optometry, the American Academy of Ophthalmology, and the 123 

American Association for Pediatric Ophthalmology and Strabismus. 124 

• Supervise and provide daily support to protocol chairs across multiple simultaneous study 125 

protocols (one Co-Chair will be assigned primarily to each active protocol). 126 

• Serve as members on each PEDIG Committee (Steering Committees, Disease-Area 127 

Working Group, Protocol Planning Committee, Writing Committee). 128 

• Attend the DSMC meetings as non-voting members. 129 

• Provide direction for future study protocols. 130 

• Review ideas for future protocols and direct the prioritization of ideas for protocol 131 

development. 132 

• Oversee the development of assigned study protocols which entails working closely with 133 

the Coordinating Center and with the Protocol planning chair(s). 134 
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• Work closely with the Coordinating Center and lead author(s) to provide input on all 135 

manuscripts, abstracts, and slide sets. 136 

• Work closely with the Coordinating Center to oversee both site monitoring and protocol 137 

monitoring, and to develop and maintain quality assurance. 138 

• Conduct site visits as needed. 139 

• Review and approve new PEDIG sites and investigators. 140 

• Communicate with site investigators as needed to resolve issues, encourage enrollment, 141 

and discuss other protocol or site-related issues. 142 

• Serve as principal media contact(s) and primary public communicator(s) regarding the 143 

Network. 144 

• Serve as principal industry contacts when PEDIG collaborates with industry.  145 

• Lead grant writing and review. 146 

 147 

C. Network Vice-chair(s) 148 

The Vice-chair position has a 1-year term after which a Vice-chair may be invited by the 149 

Executive Committee to serve a second 1-year term. Vice-chair(s) serve on the Operations 150 

Committee (OC). Funding for each Vice-chair will be provided based upon the anticipated 151 

percentage effort, and the CC will provide administrative support. 152 

  153 

The number and qualifications of the Vice-chair(s) will be determined by the Executive 154 

Committee (EC) based on the network's needs and available budget. 155 

 156 

1. Selection Process 157 

The OC will recommend to the EC the number and qualifications of Vice-chair(s).  158 

Approximately six months before the current Vice-chair(s) term ends, the CC will solicit 159 

applications from PEDIG investigators. A formal application and review process will be 160 

followed and is summarized in a separate operational document.  161 

 162 

Responsibilities of Network Vice-chair(s) include the following:  163 

• Serve as a Protocol Chair or Protocol Co-chair when possible. 164 

• Serve as a member of the Operations Committee. 165 

• Serve as a member of the Executive Committee. 166 

• Lead Disease-Area Working Group, as necessary. 167 

• Provide leadership at PEDIG investigator meetings (shared with Network Chair(s). 168 

• Provide leadership at PEDIG coordinator meetings (shared with Network Chair(s). 169 

• Lead the monthly investigator conference calls, as necessary. 170 

• Lead quarterly New Investigator conference calls. 171 

 172 

D. Leadership Development Fellows 173 

The Leadership Development Fellowship position is a 1-year, unpaid term. The purpose of the 174 

program is to provide valuable experiences for future leaders in pediatric eye research by 175 

exposing them to Executive, Planning, Steering, and Writing Committees.  176 

 177 

1. Selection Process 178 

The Coordinating Center will solicit for applications for the Leadership Development Program in 179 
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late Summer. The Operations Committee will select from the applicants for the upcoming year. 180 

Two to four LDP Fellows will be selected, and if possible, will include at least one optometrist 181 

and one ophthalmologist. Preference will be given to investigators who have enrolled 182 

participants into PEDIG studies but have not yet held PEDIG leadership positions.  183 

 184 

Responsibilities of Leadership Development Fellows may include the following:  185 

• Attend monthly Executive Committee calls and at least one in-person meeting. 186 

• Attend a DSMC meeting. 187 

• Attend a Quality Control meeting. 188 

• Attend the Meet & Greet between New Investigators & the Executive Committee the day 189 

prior to the Winter Study Group Meeting. 190 

• May be given the opportunity to serve on a protocol Planning Committee, Steering 191 

Committee, Working Group, or Writing Committee. 192 

 193 

E. Executive Committee 194 

The Executive Committee consists of the following standing members: all members of the 195 

Operations Committee (see Section below), an expert in childhood vision assessment, a 196 

representative of the National Eye Institute, and rotating members from the network including 197 

investigators and at least one coordinator. 198 

 199 

The Executive Committee is chaired by the Network Chair(s). The committee has regularly 200 

scheduled meetings and conference calls and convenes any time an issue requires its attention. 201 

 202 

1. Membership 203 

The rotating positions on the Executive Committee are filled by ophthalmologists, optometrists, 204 

and a site coordinator, all appointed for 24-month terms. Rotating members are selected by the 205 

Executive Committee. An investigator or coordinator from a site on probation is not eligible for 206 

nomination to the Executive Committee. If a site is put on probation, any investigators or 207 

coordinators serving on the Executive Committee may be asked to resign. 208 

 209 

Responsibilities of the Executive Committee include the following: 210 

• Primary responsibility for the scientific oversight of PEDIG. 211 

• Oversight of the Network budget. 212 

• Develop requirements for investigators to be members of PEDIG. 213 

• Review and approve new PEDIG sites and investigators for applications not meeting 214 

established PEDIG requirements for which the Network Chair(s) believes that special 215 

consideration should be given. 216 

• Review site performance issues brought by the Operations Committee, including sites 217 

and/or site personnel for which probation or dismissal from the network is being 218 

considered. 219 

• Select Network Chair(s) and Vice-Chairs. 220 

• Prioritize studies for protocol development.  221 

• Define Disease Area Working Groups as needed for each future study cycle. 222 

• Approve Protocol Chairs as recommended by the Operations Committee. 223 

• Review and approve all protocols, including protocol budgets, and any budgetary 224 
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increases of $25,000 or more, or greater than 20% of the study budget, after initial 225 

approval.  226 

• Any budgetary increases of $25,000 or less, or of less than 20% of the study budget, 227 

are reviewed and approved by the Operations Committee. 228 

• After initial approval of a protocol by the Executive Committee, the Steering 229 

Committee reviews and approves any subsequent changes to a protocol.  230 

• At the discretion of the Network Chair(s), any changes to a protocol can be re-231 

reviewed for approval by the Executive Committee. 232 

• Review and approve all ancillary studies that utilize network resources. 233 

• Apply the PEDIG editorial policy as outlined in the Policies document. 234 

 235 

2. Voting of the Executive Committee 236 

A quorum of 2/3 of voting members must be in attendance to complete a vote. For example, if 237 

there are 16 voting members, 11 members must be present. Voting by email prior to the meeting 238 

is allowed as long as 2/3 of voting members are in attendance for the meeting. 239 

 240 

A simple majority of voting members is required for a motion to pass. For example, if there are 241 

16 voting members, 9 constitute the majority. If a majority is reached, no action is needed by the 242 

voting members who are not in attendance. If a majority is not reached, voting members who 243 

were not on the call will be asked to review the motion and supporting materials and submit their 244 

vote by email within 10 days. 245 

 246 

If the submitter of a new protocol is an Executive Committee member, they may participate in 247 

the presentation, discussion, and vote. 248 

 249 

F. Operations Committee 250 

The Operations Committee oversees the day-to-day activities of the entire network. The 251 

Operations Committee will meet weekly via conference call, and face-to-face meetings will be 252 

scheduled as required. 253 

 254 

1. Membership 255 

Members of the Operations Committee include the Network Chair(s), the most recent past 256 

Network Chair(s), the Network Vice-chair(s), the Coordinating Center Director, Past Director, 257 

and Research Operations Manager.  258 

 259 

Additional ad hoc members may be appointed by the Operations Committee as needed. 260 

 261 

Responsibilities of the Operations Committee include the following: 262 

• Select Protocol Planning Committee, if indicated, for each protocol to be developed. 263 

• Propose a Protocol Chair for the protocol development phase, if indicated, to the 264 

Executive Committee. 265 

• Oversee Active Protocols. 266 

• Select Steering Committee members. 267 

• Select Disease-Area Working Group members. 268 

• Select Leadership Development Fellows. 269 
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• Manuscripts: 270 

• Prioritize manuscripts to be written, including review of manuscript ideas submitted 271 

by network members. 272 

• Select the writing committee for each manuscript.  273 

• Review and approve presentations/dissemination of study results 274 

• Determine professional meetings at which study results should be presented and 275 

develop general plans for publicizing PEDIG results. 276 

• Serve as the PEDIG Quality Control Committee to develop and maintain a program of 277 

quality assurance across all studies. 278 

• Monitor the performance of participating sites. 279 

• Identify sites with excessive protocol deviations and/or quality issues to be reviewed 280 

by the Executive Committee. 281 

• Review and approval of new sites and investigators 282 

• Each member of the Operations Committee is a member of the Executive Committee. 283 

 284 

G. Disease-Area Working Groups 285 

The Executive Committee may create and define Disease-Area Working Groups based upon the 286 

type of future study ideas received each cycle. Each Working Group will be led by a Network 287 

Chair, a past Network Chair, or a Network Vice-chair. 288 

 289 

1. Selection Process 290 

Members will be invited from within the Study Group to serve a 1-year rotational term and will 291 

be selected by the Executive Committee from those who apply. Working Groups may also 292 

include outside experts nominated by the Executive Committee to provide specific expertise in a 293 

disease area. 294 

 295 

Responsibilities of the Disease Area Working Groups include the following: 296 

• Assist investigators with developing new study ideas that have been submitted, solicit 297 

new study ideas as needed, and/or combine study ideas when there is overlap. 298 

• Review and coordinate which new study ideas need additional preparatory work or pilot 299 

studies prior to, or after, presentation to the Study Group at future meetings. 300 

• Consider ways future study proposals can be combined if related.  301 

• Make recommendations to the Executive Committee about which new study ideas will be 302 

presented at the annual Study Group meeting.  303 

 304 

H. Protocol Chairs  305 

Each protocol will have a designated Chair or co-Chairs. The Protocol Chair(s) will focus on the 306 

scientific aspects of a protocol. During protocol development, the Protocol Planning Chair will 307 

work with CC staff and Network Chair(s) to develop the protocol. 308 

 309 

1. Selection Process 310 

Each Protocol Chair will be proposed by the Operations Committee and approved by the 311 

Executive Committee. The Protocol Planning Chair(s) and the Protocol Chair(s) will often be the 312 

same people. The Executive Committee will appoint the Protocol Chair(s). 313 

 314 
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Responsibilities of Protocol Chairs include the following: 315 

• Develop the protocol and other documents including procedures manual if needed, 316 

certification checklist, data collection forms, protocol cards, and IRB documents with CC 317 

staff and Network Chair(s) 318 

• Present study updates at large-group meetings when needed 319 

• Conduct protocol certification calls with the investigators at protocol initiation and at 320 

critical points during implementation (e.g., when a site conducts its first masked exam). 321 

• Prompt recruitment by contacting sites for the duration of the study. 322 

• Respond to queries from clinical sites regarding the protocol. 323 

• Propose necessary modifications to the protocol, as needed. Quality control aspects will 324 

be the responsibility of the Operations Committee. 325 

• Provide study updates at study group meetings. 326 

• Chair the writing committee for the primary manuscript from the study and provide the 327 

initial public presentation of the main outcomes. 328 

 329 

I. Protocol Planning Committee 330 

A Protocol Planning Committee will be appointed for a protocol prioritized for development by 331 

the Executive Committee, as needed. 332 

 333 

1. Selection Process 334 

Members of the Protocol Planning Committee are selected by the Operations Committee. Each 335 

Planning Committee will be comprised of a Protocol Planning Chair or Chairs, the Network 336 

Chair(s), and one or more other investigators from the study group. One or more LDP Fellows, 337 

and, as needed, one or more coordinators may be added. The appointment of some committee 338 

members may require specific subcontracts (to be approved by the Operations Committee) for 339 

technical expertise, outcome measure development, and pilot testing of materials and methods.  340 

 341 

Responsibilities of Protocol Planning Committee include the following: 342 

• Development of the final protocol, informed consent form, data forms, study procedures, 343 

and other study materials. 344 

• Development of requirements for coordinators, investigators, and any other required 345 

personnel to be certified for the protocol. 346 

• Pilot testing of study forms and procedures prior to start of participant recruitment or use 347 

in the study. 348 

 349 

J. Steering Committees 350 

A Steering Committee oversees the day-to-day running of active protocols. One Steering 351 

Committee may oversee multiple protocols. A Steering Committee convenes by conference call 352 

monthly and additionally as needed. Whereas the Executive Committee is responsible for issues 353 

related to PEDIG in general, Steering Committees are responsible for issues specific to one or 354 

more particular protocols. 355 

 356 

1. Selection Process 357 

Members of each Steering Committee are appointed by the Operations Committee, and will 358 

include the Network Chair(s), members of the Executive Committee, Protocol Chairs, and other 359 
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investigators and site coordinators on a rotational basis (for an 18-month term). One or more 360 

LDP Fellows may be asked to join a Steering Committee.  361 

 362 

In general, Protocol Chairs will serve on the appropriate Steering Committee while their 363 

respective protocol is active. Protocol Chairs will rotate off the Steering Committee after the 364 

study is complete unless their term is extended by vote of the Operations Committee. 365 

 366 

Responsibilities of the Steering Committee include the following: 367 

• Consider changes or modifications to the protocol as necessary or desirable.  368 

• Advise and assist the Coordinating Center on operational matters pertaining to the 369 

protocol implementation and adherence. 370 

• Review and approve abstracts and manuscripts for each protocol in collaboration with the 371 

Operations Committee. 372 

 373 

K. Writing Committees 374 

The Writing Committee for each abstract, presentation, or publication will be defined by the 375 

Operations Committee. The selection process is outlined in the separate PEDIG Policies 376 

document.  377 

 378 

Responsibilities of the Writing Committee include the following: 379 

• Draft an abstract, presentation, or a brief report/manuscript for submission to a meeting 380 

or journal as determined by the Operations Committee in a timely manner. 381 

• Review and approval of any post submission modifications in a timely manner.  382 

 383 

L. Data and Safety Monitoring Committee (DSMC) 384 

The Data and Safety Monitoring Committee (DSMC) is responsible for reviewing the ethical 385 

conduct of a study and for monitoring data for evidence of adverse or beneficial treatment 386 

effects. Results are not available to participating investigators who are treating or examining 387 

patients until the DSMC recommends releasing this information. The DSMC is responsible for 388 

all randomized trials and is kept abreast of, but is not responsible for, unfunded data collections. 389 

 390 

A separate Standard Operating Procedures document contains more details about DSMC 391 

functions.  392 

 393 

1. Selection Process 394 

The members of the DSMC will be selected by the National Eye Institute (NEI), which will also 395 

select one member to serve as the Chair. The Committee will include individuals with expertise 396 

in clinical trials, biostatistics, and pediatric eye conditions, as well as a layperson. The NEI 397 

Project Officer will be considered an ex officio non-voting member. 398 

 399 

Responsibilities of the DSMC include the following: 400 

• Prior to the initiation of recruitment for a study, the DSMC reviews and approves the 401 

study protocol, including the informed consent procedure and form. 402 

• Periodically review study progress (at least twice each year, either at a meeting or a 403 

conference call). Both efficacy and safety are reviewed at these meetings. 404 

• Decisions made by this Committee regarding the protection of participant rights and/or 405 
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resulting from data analysis are forwarded to the NEI and, if indicated, to the Steering 406 

Committee. The Committee determines specific plans for evaluating adverse effects and 407 

efficacy, including stopping rules for each protocol.  408 

• Reviewing the ethical conduct of a study and monitoring of data for evidence of adverse 409 

or beneficial treatment effects.  410 

 411 

M. Clinical Sites 412 

Institutional or private practice-based entities may participate in PEDIG as a clinical site, 413 

provided the site has at least one individual who meets the criteria to be an investigator and a 414 

coordinator as defined in the Investigator Section below. 415 

 416 

One investigator at the site must be designated as the principal investigator who will be 417 

responsible for PEDIG activities at the site as detailed in the Primary Investigator section below. 418 

 419 

A participating site must also have at least one individual who meets criteria to be designated a 420 

primary site coordinator as defined in the coordinator section below.  421 

 422 

1. Investigators 423 

a. Full Investigator 424 

  Full Investigator status is open to all who meet the following qualifications: 425 

o Pediatric ophthalmologists who have completed a pediatric ophthalmology 426 

fellowship or have comparable clinical experience (1-year of full-time pediatric 427 

eye care or 2 years at 50%) and whose practice is at least 40% pediatric eye care 428 

and/or strabismus. 429 

o Pediatric optometrists who have completed a pediatric optometry residency or 430 

have comparable clinical experience (1-year of full-time pediatric eye care or 2 431 

years at 50%) and whose practice is at least 40% pediatric eye care and/or 432 

strabismus. 433 

o Other clinicians with the necessary expertise, as required by a particular protocol, 434 

as suggested by the Planning Committee to the Executive Committee. 435 

 436 

Each Investigator will be reviewed and approved by a Network Co-Chair prior to joining 437 

PEDIG. Specific requirements may exist for an investigator to participate in a particular 438 

protocol. For all protocols, Investigators are required to have active medical licensure in the 439 

state where they see PEDIG protocol participants (see B4 below). A PEDIG Investigator can 440 

elect to participate in any or all studies for which they meet the certification requirements. 441 

Investigators may be required to participate in at least one study to maintain Active 442 

membership. 443 

 444 

b. Associate Investigator 445 

An individual who works with a PEDIG Investigator (with Full Investigator status) and 446 

who does not meet the criteria listed above for Full Investigator can apply to be an 447 

Associate Investigator.  448 

 449 

An Associate Investigator can participate in protocols under the supervision of a Full 450 

Investigator. An Associate Investigator cannot independently enroll or randomize 451 
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participants, although they can screen patients, obtain informed consent as determined by 452 

the JCHR IRB, perform the examination that is used for enrollment or randomization, 453 

and perform follow-up exams. An Investigator with full Investigator status (i.e., not an 454 

Associate Investigator), must assume responsibility for verifying eligibility and ensure 455 

that the Associate Investigator follows the study protocol.  456 

 457 

Associate Investigators may petition the PEDIG Executive Committee to enroll 458 

participants for one or more protocols or the Executive Committee may decide that any 459 

Associate Investigator may enroll for a particular protocol. 460 

 461 

A PEDIG site cannot be active with only Associate Investigator(s) except in exceptional 462 

situations approved by the Executive Committee. 463 

 464 

Specific requirements may exist for an Associate Investigator to participate in each 465 

protocol. An Associate Investigator can elect to participate in any or all studies for which 466 

they meet the certification requirements. Associate Investigators may be required to 467 

participate in at least one study to maintain Active membership. 468 

 469 

An Associate Investigator can apply for a change in status if they should meet the criteria 470 

to become a full Investigator. 471 

 472 

If an Associate Investigator does not meet the criteria to become a Full Investigator, they 473 

can apply for Full Investigator status after two years of participation in PEDIG after 474 

satisfying alternative criteria specified below.  475 

 476 

o The Associate Investigator must submit to the Executive Committee a summary 477 

of involvement in PEDIG studies. 478 

o They should also demonstrate a consistent and active role in at least one study. 479 

 480 

c. Principal Investigator 481 

Each clinical site that is approved to participate in the Pediatric Eye Disease Investigator 482 

Group (PEDIG) will have one individual designated as the Principal Investigator (PI) of 483 

the site. The PI has ultimate responsibility for PEDIG activities at that site.  484 

 485 

Responsibilities of the Principal Investigator include the following: 486 

 487 

o Have a thorough understanding of the PEDIG policies, protocol designs, and 488 

study methods. 489 

o Ensure that local institutional requirements (if applicable) are satisfied, and that 490 

approvals and assurances are obtained annually. 491 

o Ensure that the required PEDIG-certified staff, facilities, and equipment are 492 

available to meet PEDIG responsibilities. 493 

o Provide adequate support and guidance to site investigators, coordinators, and 494 

other staff so that the PEDIG studies can be conducted according to protocol. 495 

o Respond promptly to requests from the Coordinating Center, the Network or 496 

Protocol Chair’s Office or the National Eye Institute. 497 
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o Correspond and maintain accessibility via email and phone with a PEDIG 498 

protocol monitor.  499 

o Oversee local PEDIG documentation and records. 500 

o Conduct periodic meetings of PEDIG personnel at the site. 501 

o Cooperate with PEDIG protocol monitors by working with the site coordinator to 502 

make available PEDIG personnel, PEDIG records and protocol binders, clinic 503 

charts for PEDIG study participants, and other necessary records needed for on-504 

site clinic monitoring. 505 

o Notify the Coordinating Center if any protocol adherence or data reporting 506 

problem is discovered or suspected. 507 

o Attend scheduled PEDIG meetings and conference calls, including those for any 508 

PEDIG committees to which appointed. 509 

o Review the site report card evaluating clinical site performance and to discuss 510 

with the local PEDIG personnel any areas identified to be deficient. 511 

 512 

In addition to the above, the PI is obligated to notify JCHR in writing within 30 days of 513 

them becoming aware of any investigator or other personnel at their site who experiences 514 

any of the following: 515 

 516 

o Loss of, suspension, or sanctions to their professional license. 517 

o Debarment, suspension, exclusion, or otherwise declared ineligible to participate 518 

in research by any entity. 519 

o Involuntary loss or suspension of any hospital / institutional privileges. 520 

 521 

The Operations Committee, as the Quality Control Committee, will review any 522 

notifications and pertinent additional information to determine what action(s), if any, are 523 

necessary.  524 

 525 

d. Coordinators 526 

The study coordinator plays a critical role in the conduct of PEDIG-sponsored studies in 527 

ensuring the integrity of the research data. Together with the Principal Investigator, the 528 

coordinator ensures that participants receive appropriate consent, subjects meet all 529 

eligibility criteria, study protocols are followed correctly, study procedures are completed 530 

accurately, and data is entered accurately on the PEDIG website. These responsibilities 531 

require detailed and complete knowledge of each protocol and complete familiarity with 532 

the informed consent process and data collection procedures. 533 

 534 

All sites must have a designated study coordinator responsible for the duties mentioned 535 

above as well as responsible for communications with the Coordinating Center. 536 

Orthoptists, technicians, health care personnel, and administrative support personnel may 537 

serve as study coordinators. There may be additional, institution-specific requirements to 538 

serve in this role. Coordinators will be responsible for some elements of testing consistent 539 

with their skills, completing forms, managing edits, obtain informed consent as 540 

determined by the JCHR IRB, and maintaining contact with participants and the 541 

Coordinating Center to facilitate their investigators’ participation in studies. They are 542 

recognized in the published list of study center personnel as Coordinators in PEDIG 543 
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publications.  544 

 545 

Ideally, a back-up coordinator should be available to fill in for the primary coordinator if 546 

the primary coordinator is unavailable. An investigator may act as a study coordinator 547 

with prior approval.  548 

 549 

e. Clinical Testers 550 

Any individual (e.g., orthoptists, technicians, optometrists, ophthalmologists, and 551 

administrative personnel) may serve as a clinical tester once certified by the Coordinating 552 

Center. There may be specific qualification requirements for specific tests (e.g., only an 553 

ophthalmologist, optometrist, certified orthoptist, or certified COMT may perform 554 

alignment testing). Such requirements are determined by the Protocol Development 555 

Committee and approved by the Executive Committee as part of the protocol approval 556 

process. Clinical testers are listed in the published PEDIG study center personnel list. 557 
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