


Aubrey Walker
PIcc Project Manager

q B.S. in Hospitality and Business Management

q Previous experience from the Hospitality and Tourism Industry, I 
changed career paths during the COVID-19 Pandemic 

q You can reach me at digipathalliance@gmail.com

q Fun Fact: I love to travel; I have been to 43 of the 50 States! 
(And 7 Countries!)

Looking forward to positively contributing to the 
Alliance as it works towards its aim of coming 

together to transform the field of digital pathology. 

mailto:digipathalliance@gmail.com
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FDA



FDA Superoffice: Office of Therapeutic Products (OTP)

CTP/OTP => not center for tobacco products
OTP (CMS) => also not Opioid Treatment Program



TPLC Advisory Program (PILOT) 
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First-Ever FDA 510(k) 
Clearance of an AP control



First-Ever FDA 510(k) Clearance of an AP control



Tissue Agnostic Drug Dev.



Cancer diagnostics

“is not mentioned”

Diagnostic 
considerations simply 
assume that 
The “diagnosis of 
cancer” has been 
rendered



Immune-Mediated Adverse Events



Presentation to: Oncology Center 
of Excellence (“across center”)







LEGISLATIVE 
UPDATES









https://mdic.org/

MDIC Updates 

https://mdic.org/


Noor Falah, MS

• Project Manager for Cybersecurity at 
MDIC and PIcc
• Bench research- Effect of Neuropeptide 

Y on development of Ewing sarcoma
• Clinical research- Early Identification of 

Maternal CV Risk
• Georgetown University- MS, 2021
• George Mason University-BS, 2020
• Fun fact- avid baker 



MDIC Updates 
• Cybersecurity Threat-modeling Virtual Bootcamps: 12/12-12/16, 2022 and 3/13-3/17, 2023

• https://mdic.org/project/2022-threat-modeling-bootcamps/
• Medical Device Cybersecurity Maturity: MDIC Industry Benchmarking Report 2022 has been 

released
• https://mdic.org/resource/cybersecurity-benchmarking-report/

• MDIC Partners with PerkinElmer’s Horizon Discovery to Improve Accuracy of Next Generation 
Sequencing-Based Cancer Diagnostics (SRS Project)
• https://mdic.org/news/medical-device-innovation-consortium-mdic-partners-with-

perkinelmers-horizon-discovery-to-improve-accuracy-of-next-generation-sequencing-based-
cancer-diagnostics/

• MDIC Live Online Series: On Medical Extended Reality (MXR) November 10, 2022 @ 1:30pm 
• LinkedIn Live 

• Coming Soon: 
• AI/ML in IVDs: A framework for a predetermined change control plan for AI/ML-enabled IVDs, 

including both software as a medical device (SaMD) and in a medical device (SiMD)
• 5G enabled healthcare technologies: MDIC landscape Report (Coming November 2022)
• Computational modeling & simulation (CM&S) in medical device & diagnostics: case studies 

and landscape analysis (Coming November 2022) 
• Please contact Noor Falah nfalah@mdic.org or Jithesh Veetil jveetil@mdic.org with any questions 

about MDIC initiatives

https://mdic.org/project/2022-threat-modeling-bootcamps/
https://mdic.org/resource/cybersecurity-benchmarking-report/
https://mdic.org/news/medical-device-innovation-consortium-mdic-partners-with-perkinelmers-horizon-discovery-to-improve-accuracy-of-next-generation-sequencing-based-cancer-diagnostics/
mailto:nfalah@mdic.org
mailto:jveetil@mdic.org
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WHO/IARC

• https://www.iarc.who.int/vacancy/it-
database-and-web-developer-req-
2207536/

• https://www.iarc.who.int/vacancy/scie
ntist-exposure-req-2207524/

• https://www.iarc.who.int/vacancy/scie
ntist-epidemiology-req-2207525/

• https://www.iarc.who.int/vacancy/scie
ntist-toxicology-req-2207533/

• https://www.iarc.who.int/vacancy/scie
ntist-toxicology-req-2207526/

• https://careers.who.int/careersection/
ex/jobdetail.ftl?job=2207525

https://www.iarc.who.int/vacancy/it-database-and-web-developer-req-2207536/
https://www.iarc.who.int/vacancy/scientist-exposure-req-2207524/
https://www.iarc.who.int/vacancy/scientist-epidemiology-req-2207525/
https://www.iarc.who.int/vacancy/scientist-toxicology-req-2207533/
https://www.iarc.who.int/vacancy/scientist-toxicology-req-2207526/
https://careers.who.int/careersection/ex/jobdetail.ftl?job=2207525
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Diversity &
Inclusion



Human Rights 
Campaign
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Human Rights Foundation

https://www.hrc.org/resources/workplace

HRC works to provide employers the resources
they need to improve and promote fairness in the 
workplace.

https://www.hrc.org/resources/workplace


Article: 5 Specifications That The FDA's 
Diversity Plan Needs To Include

• In April 2022, the FDA made available for public comment 
its Diversity Plans to Improve Enrollment of Participants 
from Underrepresented Racial and Ethnic Populations in 
Clinical Trials

• https://www.regulations.gov/docket/FDA-2021-D-0789
1. Implement A Community Engagement Plan

2. Be More Inclusive With Your Eligibility Criteria

3. Provide Resources For Patients To Address/Overcome 
Barriers To Trial Adherence

4. Include Sites In Diverse Areas
5. Take On Accountability For Diversity Plan Adherence

Maimah Karmo is the founder and 
CEO of the Tigerlily Foundation and 
is also a 16-year survivor of breast 
cancer. 

Link to article: https://www.clinicalleader.com/doc/specifications-that-the-fda-s-diversity-plan-needs-to-include-0001

https://www.regulations.gov/docket/FDA-2021-D-0789
https://www.clinicalleader.com/doc/specifications-that-the-fda-s-diversity-plan-needs-to-include-0001


https://implicit.harvard.edu/implicit/takeatest.html



Patient advocacy



Pre-analytics: http://appiagroup.org/tops/



Resources



NIH-National Center for Advancing 
Translational Sciences: 4D MAPS 



https://ncats.nih.gov/translation/maps





Publications

























Events

Next 
steering 
committee
meeting

11/30/2022



Digital Pathology AI Workshop



Other events

• https://epredia.com/events/unlock-the-power-of-digital-pathology-
cambridge/

• https://web.cvent.com/event/c495b5a4-ab5c-4ec4-a5b9-
df63bba5eae6/websitePage:6eb3a7c7-6dc4-467c-b55f-4f7652b1f6cd

https://epredia.com/events/unlock-the-power-of-digital-pathology-cambridge/
https://web.cvent.com/event/c495b5a4-ab5c-4ec4-a5b9-df63bba5eae6/websitePage:6eb3a7c7-6dc4-467c-b55f-4f7652b1f6cd

