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I. Procedure Title 

Application for, and Maintenance of, Consortium Member Status 
 

II. Procedure Number 

TACL-SOP-CA-12-00-06 
 

III. Effective Filing Date 

2/27/2026 

IV. Replaced SOP Number 

TACL-SOP-CA-12-00-05 
 

V. Prepared by 

A. Signature _______________________________________________ 

B. Name _Sean Bujarski____________________________________ 

C. Date ___________________________________________________ 

 

VI. Approvals 

 

A. TACL Administrative Director 

 

1. Signature  _________________________________________ 

2. Name  __Erika Shin-Kashiyama____________________________ 

3. Date  _____________________________________________ 

 

  

02/27/2026

02/27/2026
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VII. Scope 

 
This Standard Operating Procedure applies to all institutions that are members of the 
Therapeutic Advances in Leukemia & Lymphoma (TACL) Consortium. 
 

VIII. Principle 

 
In order for TACL to execute its mission, member institutions must have the capacity to contribute 
to achieving TACL’s goals and that can routinely demonstrate the ability to participate in TACL 
activities.  To insure that this occurs, and that TACL resources are put to the best use possible, 
TACL must have a process to evaluate both new membership applicant institutions, as well as 
the continuing performance of member institutions based on their ongoing participation in TACL. 
 

IX. Procedure 

 
A. Definitions 

 
1. Scientific Review Committee (SRC) Membership, Function, Meeting Format and 

Review Criteria: 
 

a. The SRC will be chaired by the Medical Director of TACL. 
 

b. The chair may appoint a designee should he be unavailable for the SRC 
meeting. 

 
c. SRC members will be designated as "Voting" versus "Non-Voting" at the time 

their institutional application for membership in TACL is approved. 
 
d. One representative from each TACL member institution will be a Voting 

Member of the SRC. 
 
e. If the Voting Member from an institution is unable to attend a monthly SRC 

meeting, the Voting Member may confer his/her voting privileges for that 
meeting to a Non-Voting Member from the same institution should there be a 
Non-Voting Member from that institution. 

 
2. SRC Voting Member   

A TACL SRC Voting Member is an individual who represents his/her institution in a 
vote regarding the membership status of another TACL institution. The Voting 
Member from an institution whose membership status is under evaluation will be 
considered a Non-Voting Member for the purposes of that institution’s evaluation. 
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3. SRC Non-Voting Member  

An SRC Non-voting Member is an individual who is a member of a TACL institution 
and who may participate in the discussion and review of a TACL institution’s 
membership status but who abstains from voting on the matter because his/her 
institution is represented by a Voting Member.   

 
4. TACL Steering & Prioritization Committee (SPC) 

The SPC will consist of members including the TACL Medical Director (current and 
past), the TACL Administrative Director, the TACL Biostatistician and 6 members 
selected from, and by, the SRC Voting Members.  SPC Voting Members will consist 
of the 9 committee members not including the Administrative Director.  One SPC 
Voting Member whom will serve as SPC Chair by majority vote of the SPC Voting 
Members. 
 

5. TACL Membership Date 
The institutional membership start date will be defined as the date of the first SRC 
meeting after the institution receives notification of membership approval and TACL 
master consortium agreement execution.    

 
6. Membership Criteria   

The TACL activities as defined below (Sections IX.B.5) in which member institution 
representatives participate, and the minimal participation in those activities by the 
institutional representatives in order to maintain TACL membership status. 
 

7. Associate Membership 
An institution may be approved as an Associate Member of TACL as per the process 
described below in section IX.B.1. Associate Membership status will relieve 
institutions from having to comply with the requirements for minimal activity 
participation as defined in sections IX.B.2-4 below and will allow institutions to 
participate in all TACL activities with the specific exemption from participating in 
human clinical research studies. Institutions that are approved for Associate Member 
status will be required to execute a TACL Associate Membership Agreement. The 
number of Associate Member institutions will not be included in the maximum 
number of institutions with full TACL membership as defined in IX.B.1.b below.  An 
Associate Member may participate in a human clinical research study on a case-by-
case basis upon obtaining approvals from both the specific Study Committee and 
the SPC.  If an Associate Member wishes to become a full TACL Member institution, 
they may apply through the normal institutional membership application process. If, 
and when, a former Associate Member becomes a Member, all relevant membership 
maintenance requirements will then come into effect for that Member. 

B. Processes 

 
1. Institution Membership Application and Approval Process 

  
a. Institutions interested in becoming TACL members will initiate the membership 

application process by filling out and submitting either a US or international 
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application form as appropriate (see appendixes). There will be two application 
deadlines each year; October 1 and April 1. 
 

b.  The maximum number of institution who will be members of the TACL 
consortium is 40. Only when the membership has dropped below 40 will new 
applications be considered. 

 
c. TACL Operations Center will receive all membership applications and review 

them for completeness, and if additional information is needed, will follow up 
with the applicant institutions to obtain any missing information. 

 
d. When the application form is complete, the TACL Operations Center will 

distribute the application form to the SPC members for consideration at the 
next regularly scheduled monthly SPC teleconference. 

 
e. The SPC will take into account various issues when considering a new 

membership application including, but not limited to, whether or not the 
applicant institution and investigator would strengthen TACL overall and 
whether or not TACL has sufficient resources and infrastructure to manage the 
increase in consortium size.  Additional criteria to be used for selection of new 
member institutions should include: 

 
1. Adequate patient population for meaningful accrual to clinical trials 
2. Institutional track record of enrollment on early phase leukemia and 

lymphoma trials 
3. Identification of a principal investigator with a demonstrated interest in 

early phase leukemia and/or lymphoma trials 
 

f. Upon conclusion of the SPC discussion, the TACL Operations Center will ask 
that the motion to admit the new member be moved and seconded after which 
a voice vote will be taken. The institution’s membership application will be 
considered approved or rejected by a majority vote of the SPC Voting 
Members. The TACL Operations Center will communicate the SPC’s decision 
and reasons for that decision to the applicant institution and the SRC.  

 
g. The SPC may consult a new membership application with SRC., The 

institution’s membership application as well as the results of the SPC vote and 
any recommendations, issues or concerns of the SPC will be presented by the 
TACL Operations Center to the SRC for consideration at the next regularly 
scheduled SRC teleconference.   
 

h. During the SRC teleconference and after conclusion of the SRC discussion 
regarding the institution’s membership application, the TACL Operations 
Center will ask that the motion to admit the new member be moved and 
seconded after which a voice vote will be taken. The institution’s membership 
application will be considered approved with at least 2/3 of the Voting Members 
participating in the SRC teleconference voting in favor of the application. The 
total number of SRC Voting Members voting in favor of the membership 
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application will in no case consist of less than half of the total number of current 
SRC Voting Members. 

 
2. From time to time, a member institution may need to change the Principal 

Investigator at that institution and may propose a new PI. The SPC will review 
and approve all proposed PI changes; such approval will not be unreasonably 
withheld. However, if it is the majority vote of the SPC Voting Members that 
the new proposed PI is not approvable, then the member institution will be so 
notified and requested to propose an alternative PI for review and approval 
by the SPC. If the institution is unable to propose a PI that is approvable by 
the SPC, then this will constitute grounds for revocation of the institutions 
consortium membership.  
 

3. TACL Membership Retention Process 
 

a. In January and July of each year, the TACL Operations Center will 
prepare an evaluation of the member institution’s participation in TACL 
activities using the criteria set out below (Sections 5 and 6) and will 
provide this evaluation to the TACL Medical Director. 

 
b. The TACL Operations Center will identify those institutions that are not 

in compliance with the Minimum Activity Level requirements (Section 
IX.B.6) and notify those institutions of such. 

 
c. After the TACL Medical Director reviews the evaluation, the TACL 

Operations Center will forward the evaluation to the SPC members 
prior to the next monthly meeting.  

 
d. TACL Operations Center will consult with the participating SPC 

members regarding TACL membership status of non-compliant 
institutions.  

 
e. If a motion to defer discontinuation is forthcoming from an SPC member 

and seconded, then, after appropriate discussion, a vote will be held on 
the motion. 

 
f. SPC Voting Members will vote on the motion so long as at least ½ of 

all the SPC Voting Members are present. 
 
g. A majority vote of the SPC Voting Members in favor of termination of a 

TACL institution’s membership will be required to approve the motion. 
 

4. Membership Retention Review Criteria: Member institutions’ participation in 
TACL will be evaluated using the following activities: 

 
 
a. Activation of TACL therapeutic trials 
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b. Active enrollment of eligible patients on TACL therapeutic trials. 
 

c. Compliance with TACL clinical and research protocols, applicable 
laws and regulations. 

 
d. Participation at monthly SRC meetings through active Principal 

Investigator (PI) or designees of the PI.  
 

5. Each TACL member institution must meet the following retention criteria to 
maintain its membership unless waived by applicable exception criteria 

 
a. At least 50% of open TACL therapeutic trials must be activated at the 

site and all necessary approvals maintained. 
Note: TACL Operations Center shall count only the therapeutic 
trials available to each member institution for participation (e.g. 
based on drug availability, global regulatory and clinical 
consideration by industry sponsors, etc.). 

 
b. At least 2 subjects must be enrolled in TACL therapeutic trials every 3 

calendar years. 
 

c. All member institutions must be represented through an active Principal 
Investigator (PI) at monthly Scientific Review Committee (SRC) 
meetings. 
Note: No more than 4 absences allowed per calendar year at scheduled 
monthly SRC meetings unless attended by designees of the PI. 
 

d. Non-compliance with TACL clinical and research protocols, applicable 
laws and regulations that could impact subject safety or that might lead 
to legal or regulatory sanctions must be reported to TACL Operations 
Center in a timely manner. It is the PI’s responsibility to report such 
non-compliance to TACL Operations Center, facilitate timely resolution 
of the non-compliance, and propose a remediation plan to prevent 
recurrent non-compliance. 
 

e. Exceptions: all above retention criteria must be met unless the retention 
criterion described in 5b is waived by the SPC as below: 

 
1. If a TACL member institution participates in TACL non-therapeutic 

research studies (e.g., retrospective data collection study, 
biorepository study, etc.) during the last 3 calendar years, 
retention criteria described in 5b may be waived. 
 

2. A TACL member institution may be waived from meeting the 
retention criterion described in 5b when any member of the TACL 
institution serves as one of the following: 
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i) Study Chair, Co-Chair, Vice-Chair, or 
Correlative Biology Chair on an open TACL 
study 

ii) Elected SPC member serving a current term 
 

6. Protocol Compliance and Deviation Reporting 
 

a. It is the requirement of each member institution to conduct clinical 
research in compliance with the study protocol and all relevant laws 
and regulations. It is the obligation of each principal investigator to 
report any deviation from this requirement to the TOC in a timely 
manner. 
 

b. Failure to report protocol deviations or lack of compliance in a timely 
manner will be reported by the TOC to the SPC at the earliest possible 
meeting for review and discussion by the SPC. 

 
c. If, after a thorough review, the SPC finds that the circumstances 

surrounding the failure to comply and/or to report are sufficient to 
conclude that continued participation by the site in clinical research may 
put patients at increased risk, the SPC will impose appropriate 
sanctions on the institution, up to and including revocation of 
consortium membership. Any sanctions imposed would require all 
voting members of the SPC to vote and will be passed if there is no 
more than one dissenting vote. 

 
7. Termination of TACL consortium membership 

 
a. A TACL member institution may voluntarily terminate its membership 

upon appropriate notification that minimizes impact to the conduct of 
any TACL study and patient care on a TACL trial. 
 

b. TACL Operations Center shall regularly review member institutions’ 
compliance with retention criteria and discuss institutional status with 
the TACL SPC on a semi-annual basis and as needed. 

 
c. Membership may be terminated due to non- compliance with the 

retention criteria unless waived by applicable exception criteria. 
 

d. Upon receipt of termination notification from TACL Operations 
Center, the member institution may submit a petition that 
includes a correction plan to address non-compliance to TACL 
Operations Center for consideration by the SPC. 

Note:  A correction plan may be submitted with corrective 
action to be completed within six months from the date of 
the notification unless the termination notification specifies a 
different timeline or that no correction plan is allowed 
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X. Appendix 

 
TACL Consortium U.S. Application for Institutional Membership 
 
TACL Consortium Non-U.S. Application for Institutional Membership 

 

XI. References 

 
Not applicable. 
 

XII.Summary of Changes 

SOP Section(s) or 
Appendix 

Revisions Made Rationale 

All -Updated the SOP number 
with the current SOP 
number and version date 
for this revision 
 
-Updated all headers and 
footers in accordance with 
this new SOP revision 
 
 

-Standard business 
practice for SOP update 
 
 
 
 
-Standard business 
practice for SOP update 
 
 
 
 

IX.A.5 -Membership date updated 
to incorporate the date that 
the TACL Master 
Consortium Agreement 
was executed 

- Decision was made 
because the formal 
membership date should 
follow the date of TACL 
Master Consortium 
Agreement execution date 

IX.B.4, IX.B.5 -Requirement for TACL 
Screening Logs to be 
updated has been 
removed 

- the TACL Screening Log 
has been retired per SPC 
approval 
 
 

IX.B.5 -Waiver of requirement 5.b 
for membership retention 
added 

- Revised for clarification 
purposes  
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