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Forward Looking Statements

This presentation and the accompanying oral presentation contain “forward-looking” statements that are based on our management’s beliefs
and assumptions and on information currently available to management. Forward-looking statements include all statements other than
statements of historical fact contained in this presentation, including information concerning our future financial performance, business plans
and objectives, current and future clinical activities, timing, design and success of our ongoing and planned clinical trials and related data,
updates and results of our clinical trials and related data, timing and success of our planned development activities, our ability to obtain and
maintain regulatory approval, the potential opportunities and benefits of Luvelta and the Company's other product candidates and platform,
financing plans, potential future milestone and royalty payments, competitive position, industry environment and potential market opportunities
for Luvelta and the Company's other product candidates.

Forward-looking statements are subject to known and unknown risks, uncertainties, assumptions and other factors, including risks and
uncertainties related to our cash forecasts, our and our collaborators’ ability to advance our product candidates, the receipt, feedback and
timing of potential regulatory submissions, designations, approvals and commercialization of product candidates, the design, and timing and
results of preclinical and clinical trials. It is not possible for our management to predict all risks, nor can we assess the impact of all factors on
our business or the extent to which any factor, or combination of factors, may cause actual results to differ materially from those contained in
any forward-looking statements we may make. These factors, together with those that may be described in greater detail under the heading
“Risk Factors” contained in our most recent Annual Report on Form 10-K, Quarterly Report on Form 10-Q and other reports the company files
from time to time with the Securities and Exchange Commission, may cause our actual results, performance or achievements to differ materially
and adversely from those anticipated or implied by our forward-looking statements.

You should not rely upon forward-looking statements as predictions of future events. Although our management believes that the expectations
reflected in our forward-looking statements are reasonable, we cannot guarantee that the future results, levels of activity, performance or events
and circumstances described in the forward-looking statements will be achieved or occur. Moreover, neither we nor our management assume
responsibility for the accuracy and completeness of the forward-looking statements. We undertake no obligation to publicly update any forward-
looking statements for any reason after the date of this presentation to conform these statements to actual results or to changes in our
expectations, except as required by law.

This presentation also contains estimates and other statistical data made by independent parties and by us relating to market size and growth
and other data about our industry. This data involves a number of assumptions and limitations, and you are cautioned not to give undue weight
to such estimates. In addition, projections, assumptions, and estimates of our future performance and the future performance of the markets in
which we operate are necessarily subject to a high degree of uncertainty and risk.
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Who Is Sutro Biopharma?

Sutro Biopharma is a clinical stage company 
pioneering a compelling and unique way of 
discovering, developing and manufacturing 
therapeutics. Our focus is aimed primarily on next-
generation cancer therapeutics – antibody drug 
conjugates, bispecific antibodies and cytokine 
derivatives. Unconstrained by traditional methods of 
cell-based discovery, we can design and develop 
targeted medicines by innovating outside the 
constraints of the cell.

Our Technology Not Only Kills The Tumor But Also 
Elicits Immunogenic Cell Death

Sutro and our partners are dedicated to 
transforming the lives of cancer patients by creating 
medicines with improved therapeutic profiles for 
areas of unmet need.
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Fast Track Designation

Orphan Drug Designation

Orphan Drug Designation

Robust Pipeline of Candidates in Clinical Development are Enabled by Sutro’s Platform
Unique engineering prowess in the field of precisely conjugated biologics, including next-gen ADCs

4



NON CONFIDENTIAL5

Aligning Designing (QbD) the Clinical Trial Ecosystem to be Operationally Efficient To
Reduce Delays In Supply Deliverables
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Quality-by-Design principles incorporate identifying 
factors critical to the quality of the study and then 
working to reduce risk associated with those 
factors.

The Quality-by-Design approach has been around 
for quite some time. Do you use this approach?

NUGGET: In 2023, the top 2 most common FDA 483 Clinical
Investigator observations involved:
1. General Responsibilities of Investigators Conducting Study
2. Investigator Recordkeeping and Record Retention



NON CONFIDENTIAL6

Fine-tuning the Clinical Supply Vendor Partnerships: How Can Sponsors & 
Service Providers Start Using Guidance in Totality Instead Of In Silos?
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Sites, Sponsors, and CROs now perform the bulk 
of their clinical trial operations by logging into 
cloud-based systems.

Creating seamless integration across Sponsor, 
CRO and Site digital platforms starts with 
examining the Clinical Trial processes that utilize 
each platform and identifying challenges within 
the current system.

Clinical studies typically follow three distinct 
phases: Start-up, Conduct & Closeout. Within 
each of these phases are essential processes to 
ensure the study is on track and progressing.

Highlighted are the most impactful clinical study 
process challenges in this diagram.
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Fine-tuning the Clinical Supply Vendor Partnerships: How Can Sponsors & 
Service Providers Start Using Guidance in Totality Instead Of In Silos?
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Sponsors and CROs can rapidly accelerate clinical 
trial timelines and reduce the overall cost by 
creating a digitally connected ecosystem.

Key Takeaways:
1. Convergence of electronic Investigator Site 

File (eISF) solutions enables remote 
connectivity.

2. Remote eISF connectivity transforms core 
study processes.

3. Sponsor and CROs accelerate timelines and 
reduce costs.

4. Sponsors and CROs gain real-time site 
oversight and management.
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Fine-tuning the Clinical Supply Vendor Partnerships: How Can Sponsors & 
Service Providers Start Using Guidance in Totality Instead Of In Silos?
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Virtual Study Site Access:
1. Document Completion, Collection and Submission

1. Access and collect documents in real-time by turning on direct remote 
access to the site’s eISF.

2. Site Monitoring and Management
1. A constant, digital site presence for regulatory document review, collection, 

and study-related communication.

3. Source Data Review and Verification (SDR/V)
1. Site staff collects Source documents from any platform (EMR, EHR or paper 

Source documents) and transmits them to the appropriate location within 
the eISF while redacting sensitive PHI.

4. TMF Oversight and Management
1. Eliminate reliance on email, site visits and shipping to exchange documents 

during the review and approval process.
2. All documents, tasks and communications are retained within the system 

and readily accessible to CRAs.
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Fine-tuning the Clinical Supply Vendor Partnerships: How Can Sponsors & 
Service Providers Start Using Guidance in Totality Instead Of In Silos?
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NUGGET:
2022 75th World Health Assembly a Resolution (WHA75.8) recognizes:

”…that well designed and well-implemented clinical trials are indispensable for assessing the 
safety and efficacy of health interventions.”

WHO is soliciting inputs on possible recommendations “on best practices and other measures to 
improve the global clinical trials ecosystem.” – opportunity for any current initiatives and clinical 
trials stakeholders to summarize lessons learned from COVID-19 for improvements to the clinical 
trial ecosystem.
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Clinical Trials Quality Management System?

Are There Different QMS Requirements Specifically For Clinical Trials?
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Maintaining Open Communication with Manufacturers to Address 
Precise Trial Needs and Perfect Demand Planning

Phase Appropriate Quality & Regulatory Expectations/Requirements
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What’s Expected At EVERY Stage/Phase??

Phase Appropriate Quality & Regulatory Expectations/Requirements
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ALCOA+

Attributable: Who performed an action or changed a record

Legible: Data must be recorded permanently in a durable medium and be readable

Contemporaneous: Data must be recorded at the time it is generated

Original: Original record (pen to paper)

Accurate: Data must contain no errors or editing performed without documented amendments

Complete: All entries are documented, and document/record has been reviewed/approved

Consistent: Data must be documented the same throughout document, record and others

Enduring: Documentation will last for the lifetime of the document/record

Available: Accessible for review/audit for the lifetime of the document/record

Good Data Integrity & Documentation Practice Standard

Phase Appropriate Quality & Regulatory Expectations/Requirements
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Good Data Integrity & Documentation Practice Standard

Good Data Integrity & Documentation Practice Standard

Objectives of GDDP

Good Data Integrity and Documentation Practices describe standards by which records are created and maintained

Applies to both paper and electronic records

Required by the FDA, EMA, other worldwide regulatory guidelines

Ensure product Safety, Identity, Strength, Quality, Purity/Potency (SISQP)

Provides evidence to regulatory agencies that procedures were followed, and you are manufacturing your products as 
claimed

Preserves data integrity and prevents fraud

Impacts regulatory scrutiny and oversight

Establishes confidence in the quality of your manufacturing, testing and final products AT EVERY STAGE/PHASE

Establishes your employees & organization’s reputation
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Maintaining Open Communication with Manufacturers to Address 
Precise Trial Needs and Perfect Demand Planning

Quality Assurance On The Floor Production Record Review (Real Time During Manufacturing)
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2023 MOST COMMON CLINICAL INVESTIGATOR INSPECTIONAL OBSERVATIONS

• Failure to comply with Investigator Statement (Form FDA 1572)
requirements, protocol compliance

• Failure to follow the Investigational Plan; protocol deviations

• Inadequate and/or inaccurate case history records; inadequate study records

• Inadequate accountability and/or control of the investigational product

• Safety reporting; failure to report and/or record adverse events

• Inadequate subject protection; Informed consent issues
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2023 MOST COMMON INSTITUTIONAL REVIEW BOARD INSPECTIONAL OBSERVATIONS

• Failure to have minutes of IRB meetings in sufficient detail to show attendance at 
the meeting; vote actions, quorum issues

• Failure to conduct initial and/or continuing review of research

• Failure to have a majority of IRB members present for review of proposed research 
    for other than expedited reviews

• Failure to keep members of the IRB advised of research proposals that have been 
    approved under an expedited review procedure

• Failure to follow FDA regulations regarding expedited review procedures

• Failure to prepare and maintain documentation of IRB activities; inadequate copies 
of research proposals and related documents
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2023 MOST COMMON SPONSOR/CRO INSPECTIONAL OBSERVATIONS

• Failure to ensure proper monitoring of the study and ensure study is conducted in 
accordance with the protocol and/or investigational plan

• Failure to meet the abbreviated requirements for investigational device exemptions 
    (IDEs)

• Failure to maintain and/or retain adequate records in accordance with 21 CFR 
    312.57; accountability for the investigational product; Investigator Statement 

(Form FDA 1572); Financial disclosures

• Failure to submit an Investigational New Drug (IND) application; IND safety report 

• Failure to submit current list of all participating investigators to FDA at six-month 
interval after FDA approval of the study
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2023 MOST COMMON SPONSOR-INVESTIGATOR INSPECTIONAL OBSERVATIONS

• Failure to maintain and/or retain adequate records in accordance with 21 CFR 
    312.57; accountability for the investigational product; Investigator Statement 

(FDA 1572); Financial disclosures

• Failure to select qualified investigators and/or monitors, ensure proper monitoring 
    of the study and ensure the study is conducted in accordance with the protocol 

and/or investigational plan.

• Failure to submit an Investigational New Drug (IND) application

• Inadequate subject protection; Informed Consent issues.

• Failure to notify FDA of termination of investigator
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

Is Meeting 21 CFR Part 11 Enough?

- WHAT: Electronic Records; Electronic Signatures
- WHEN: Pre-Study through Study Close-Out
- WHY: Ensure Authenticity, Integrity, & 
  Confidentiality of Clinical Trial Data
- HOW: Approvals, Traceability, Audit Trails, etc.

Is This Enough? How Do You Know?
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

Most QMSs DO NOT serve the needs of Clinical Trial Management

1. Controlled Document Management Module
2. Training Management Module
3. Change Management Module
4. Audit Management Module
5. Issue/Event Management Module
6. CAPA Management Module
7. Risk Management Module

These are all great QMS features, but how does an organization KNOW 
what and where to focus on in terms of clinical trial management areas 
of responsibility?
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

1. Project & Study Management

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

2. Site Management

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

3. Site Feasibility

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

4. Subject Management

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

5. Clinical Monitoring

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

6. eTMF/eReg

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

7. Randomization & Trial Supply Management

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

8. Budget Management

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

9. Payments

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

10. Patient Recruitment

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

11. eConsent

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

12. Protocol Deviation & Adverse Events

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

13. Other Features: Investigator Portal

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

13. Other Features: Patient Portal

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

13. Other Features: Reports & Dashboards

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Gaps in Quality Management Systems In Clinical Trials

All Quality Management Systems Aren’t Built The Same

CTMS SOLUTION OPTIONS

1. Florence eBinders
2. Viedoc
3. Clario CTMS
4. Rave CTMS
5. CloudByz
6. OnCore CTMS
7. TrialHub
8. BSI CTMS

Disruptive Clinical Trial Management Solutions (Built by Clinical Regulations)
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Working in Tandem Across the Trial Ecosystem to Better Manage 
Demands for Increasingly Complex Clinical Supply Needs
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QUESTIONS?
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