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Housekeeping
• This call is being recorded to facilitate accurate minutes (recording will not be 

disseminated)
• Please enable video so we can see each other
• Use the chat for questions/comments or technical difficulties
• Keep yourself muted when not speaking. Click on the microphone button on the 

meeting controls (or dial *6 if using phone audio) to unmute
• If you are using computer audio and your connection becomes unstable, please 

try disabling video or dial in by phone (number is on agenda and in calendar 
appointment)
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Agenda
• Welcome and Introductions
• PATH Updates 

• PATH overview
• Review of priority hormone list
• Educational and communications 

activities
• Work with insurers

• Member Updates
• ATA
• CDC
• Others
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Introductions
• New participants

• ATA: Vivian Lee Weiss, MD, PhD
• Avalon Healthcare Solutions: Michael 

Lemieux, PhD
• PCOS Challenge: Melanie Cree-Green, 

MD and Megan Murphy
• Others?

• Attendees by organization



PATH Updates



PATH 
Overview

Dr. Hubert Vesper



PATH Vision

Improved patient care and public health through universal use of accurate and reliable 
hormone tests in healthcare and research.

PATH Mission

To advance the development of standardized hormone assays that are traceable to a 
single higher order reference material and method, and to advocate for the universal 
adoption of these assays in medical practice and research.



• Goal 1: Standardization
Increase the number of hormone assays that are standardized

• Goal 2: Education
Deepen the knowledge of relevant stakeholder about the importance of accurate
and reliable hormone assays, and assay quality in patient care, research and public health

• Goal 3: Implementation
Increase the use of standardized assays in patient care, public health and research

• Goal 4: Sustainability
Establish a sustainable system to standardize hormone assays and to keep hormone assays 
accurate and reliable

Further details are outlined in PATH’s Strategic and Communication Plans



PATH Member Organizations and Observers (in alphabetical order)

American Association for Clinical Chemistry

American Society for Bone and Mineral Research 

American Thyroid Association 

American Urological Association 

Androgen Excess and Polycystic Ovary Syndrome Society 

Association of Public Health Laboratories 

Avalon Healthcare Solutions

Centers for Disease Control and Prevention 

College of American Pathologists 

Endocrine Society 

Food and Drug Administration

International Society for Andrology

Laboratory Corporation of America

Mass Spectrometry & Advances in the Clinical Lab

National Association of Chronic Disease Directors 

National Polycystic Ovary Syndrome Association – PCOS Challenge

NIH National Institute of Child Health and Human Development

North American Menopause Society 

Pediatric Endocrine Society 

Quest Diagnostics

Roche Diagnostics Corporation

Siemens Healthineers

PATH welcomes its new members and looks forward to a productive collaboration!



PATH’s work is addressing a long-standing critical need that is common across different organizations and stakeholders

2008 20002001 20142006

Endocrine Society 
Clinical Practice Guideline 
highlights poor accuracy of 

testosterone assays 

20172012

PATH supported NIH 
Workshop on estrogen 
testing in research and 

patient care emphasized 
the need for 

standardizing estrogen 
tests

American Cancer Society 
stakeholder meeting on poor 

comparability of hormone assays 
used in cancer studies

CDC/Endocrine Society
Workshop 

on improving steroid 
hormone measurements 
concluded that accurate 

hormone assays is a 
problem affecting all 

stakeholders

PATH-initiated study to define 
normal ranges for testosterone 

in men  using standardized 
assays 

PATH developed
analytical performance 
criteria for testosterone 

measurements

2019

PATH supported NAMS 
Workshop on normal 
ranges for estradiol in 

postmenopausal women 
is using PATH’s study as 

template 

Endocrine Society Consensus 
Conference on testosterone 

measurements

PATH was established 
to implement consensus 

recommendations 

Start 
CDC HoSt - TT

Start 
CDC HoSt – E2

2021
Start 

CDC HoSt – fT4

2013
Start 

CDC VDSCP

First List of Priority 
Analytes Developed

2022

PATH developed
and made available 

training modules



Priority 
Hormone List

Dr. Hubert Vesper



PATH list of hormones with high need for standardization

• Adrenocorticotrophic hormone (ACTH)
• Aldosterone
• Anti-Mullerian hormone
• CEA
• Cortisol
• DHEAS
• D-dimer
• Estradiol
• Estrone
• Folate
• Follicle Stimulating Hormones (FSH)
• Growth hormone
• Inhibin B
• Insulin-like growth hormone 1 (IGF-1)

• Insulin-like growth factor binding protein-3 (IGFBP-3)
• Luteinizing hormone (LH)
• Parathyroid hormone
• Progesterone
• PSA
• Serum Albumin
• Testosterone, including free-testosterone
• Thyroglobulin
• Thyroid hormones (T3, T4), including free-T4
• Thyroid-stimulating hormone (TSH)
• Thyroid peroxidase (TPO) antibodies
• Vitamin D
• 17-Hydroxyprogesterone
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PATH list of hormones with high need for standardization

• Creates awareness among PATH members and the public

• Assists with prioritization of standardization activities and resources

!PATH initially focused on testosterone only and has now activities on 
15 hormones 

13



PATH list of hormones with high need for standardization

• Adrenocorticotrophic hormone (ACTH)
• Aldosterone
• Anti-Mullerian hormone
• CEA
• Cortisol
• DHEAS
• D-dimer
• Estradiol
• Estrone
• Folate
• Follicle Stimulating Hormones (FSH)
• Growth hormone
• Inhibin B
• Insulin-like growth hormone 1 (IGF-1)

• Insulin-like growth factor binding protein-3 (IGFBP-3)
• Luteinizing hormone (LH)
• Parathyroid hormone
• Progesterone
• PSA
• Serum Albumin
• Testosterone, including free-testosterone
• Thyroglobulin
• Thyroid hormones (T3, T4), including free-T4
• Thyroid-stimulating hormone (TSH)
• Thyroid peroxidase (TPO) antibodies
• Vitamin D
• 17-Hydroxyprogesterone
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PATH 
Educational and 

Communications 
Activities

Mila Becker, JD
Endocrine Society



Accurate Hormone Testing Course
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Module Title Faculty Released

1 The Importance of Hormone Measurements and Assay 
Standardization

Dr. Alvin 
Matsumoto 

December 2020

2 Hormone Types 
Characteristics of an Ideal Assay 

Dr. Christina Wang, 
Dr. Frank Stanczyk

May 2021

3 Methods Used to Measure Hormones 
Validation and Judging the Quality of a Hormone Assay

Dr. Rob Fitzgerald,
Dr. Nanette Santoro

August 2021

4 Factors Affecting Interpretation of Hormone Concentrations for 
Diagnosis of Endocrine Disease

Dr. Jack Fuqua November 2021

Peer-reviewers: Dr. Hubert Vesper, Dr. Rob Fitzgerald, Dr. Alvin Matsumoto



Process and 
Composition 
of Each 
Module
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Evaluations So Far
• Module 1: 520 total enrollees, 149 evaluations
• Module 2: 189 total enrollees, 76 evaluations
• Module 3: 116 total enrollees, 48 evaluations
• Module 4: 112 total enrollees, 34 evaluations
• 98% of evaluated learners say the activity was clinically sound and evidence 

based, and that they would recommend the course to a colleague.
• Many learners found the content to be an important subject, unique, helpful, and 

welcome – and that the content addresses common issues in clinical practice.
• 98% said the activity has expanded medical knowledge and improved clinical 

practice skills, leading to benefits to patients.
• 62% said this would improve interpretation of testing results, and 78% said this 

would improve the accuracy of diagnosis.
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What Learners Are Saying

"A much-needed topic that isn't taught during the fellowship."
"This is an important topic, and more should be dedicated to increase 
awareness."
"Thank you for taking the time to create this module! Very helpful as 
education at my current fellowship program is pretty limited and I am 
depending on utilizing secondary materials and sources."
"Good session with clear overview and practical points."
"Every clinical endocrinologist should be reviewing this info all the 
time."
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How We’re 
Promoting



PATH Member Feedback

• https://www.hormoneassays.org/social-media-toolkit/
• Other promotion opportunities

• Future opportunities to leverage module content
• Adapt for meeting presentations
• Share with primary care associations
• Other ideas
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https://www.hormoneassays.org/social-media-toolkit/


PATH 
Communications 
Activities
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PATH Website 
(www.hormoneassays.org)

PATH Quarterly Newsletter

PATH Member 
Communication Collaboration

http://www.hormoneassays.org/


PATH Website Activity: January 2021 – March 2022



PATH Member 
Engagement 
Opportunities
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PATH Website

• Seeking workgroup members to assist with creating a user-
friendly list of CDC-certified assays to include on the site

• Encourage your organizations to link to the site 

PATH Newsletter

• Next issues May and July
• Encourage your organizations to contribute

Collaboration with PATH Member 
Communications Staff
• Opportunity to broaden PATH’s messages and support 

members
• Encourage greater collaboration related to website, 

education, and meetings



Work with 
Insurers

Laura DeStigter, MPH
NACDD



Overview



Member 
Suggestions

• What other activities should we consider for 
next project year (Aug. 1, 2022-July 30, 
2023)?
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BREAK



Member Updates



ATA 
Presentation

Kelly Hoff & Amanda Perl



ATA Highlights
April 29, 2022 



Vision – Optimal Thyroid Health For All 

Mission – Transforming care through clinical 
excellence, education, scientific discovery, and 
advocacy in a diverse, collaborative community



Key initiatives and Lab Focused Resources/Priorities 

CLINICAL PRACTICE 
GUIDELINES AND 

STATEMENTS

MONTHLY THYROID 
HEALTH BLOG

LAB RELATED AND 
GENERAL PATIENT 

RESOURCES

LAB RELATED 
PUBLICATIONS & 

EDUCATION

LABORATORY 
ADVANCES & 
CHALLENGES



Guidelines 
and 

Statements 
Update

Guidelines In-progress: 

-Differentiated Thyroid Cancer (DTC) 
-Thyroid Nodules

-Pediatric Thyroid Cancer

-Medullary Thyroid Cancer (MTC) Systemic Therapies
-Thyroid and Pregnancy

Consensus Statement (to be published in May):

-ATA & ETA Consensus Statement on Management of Thyroid Orbitopathy

Statements In-progress:

-Thyroid Function Tests 
-Ablation Techniques for Benign Nodules

-Molecular Testing of Thyroid Nodules



ATA Monthly Thyroid Health Blog 

Member Posts Discussing Thyroid Conditions and Thyroid Cancer Topics
Published to ATA Website and Social Media

https://www.thyroid.org/category/thyroid-health-blog/



Thyroid Patient Information

2022 Brochure Updates

! Hashimoto’s 
Thyroiditis

! Hyperthyroidism

! Iodine Deficiency 

! Multiple Endocrine 
Neoplasia (MEN) 
Type 2

! Radioiodine

! Thyroid Eye Disease 

ATA’s Patient Information Portfolio includes 50+ downloadable patient brochures for 
adult and pediatric audiences and their families in both English and Spanish. 

https://www.thyroid.org/thyroid-information/



2022 Annual Meeting
Program Co-Chairs: 

Christopher McCabe, PhD & Maria Papaleontiou, MD

• Plenary sessions
• Radiation-Related Genomic Profile of 

Papillary Thyroid Carcinoma After the 
Chernobyl Accident
• Precision Thyroid Care: Avoiding Over-and 

Under Treatment of Thyroid Cancer

• New in 2022
• Diversity, Equity, and Inclusion Networking 

Sessions
• Poster tracks – pediatrics and surgical
• Women in Thyroidology Plenary & 

Networking
• Interesting Clinical Cases (Non-Cancer)
• Standardization of Thyroid Hormone Tests Symposium & Workshop

• Highlighted Symposia
• Highlighting Disparities in Access to Care for Patients With 

Thyroid Disease and Cancer

• Molecular landscape of pediatric thyroid cancer

• Thyroid Disease in Women: Understanding Sex-based 
Differences

• Living Beyond Thyroid Cancer: Improving Thyroid Cancer 
Survivorship

• Surgical Approach to Thyroid Cancer Informed by Molecular 
Testing

• Universal Screening for Thyroid Dysfunction

• Management of Graves’ Ophthalmopathy and New Monoclonal 
Treatments

• Thyroid Disease, Endocrine Disruptors, Nutrition and Health

Event Website: https://www.thyroid.org/91st-annual-meeting-ata/



ATA’S LAB RELATED 
PUBLICATIONS 

AND 
EDUCATIONAL 

CONTENT



Lab
Services 

Library for 
Professionals

https://www.thyroid.org/professionals/laboratory-services-library/



Recently Published Articles



2022 Lab Focused Education

• 2022 Sawin Lecture: Neonatal Screening for Congenital 
Hypothyroidism

• 2022 Publication in Thyroid® Expected for Special Article on 
Thyroid Function Tests

• ATA 2022 Annual Meeting Program planned for Sunday, 
October 23: 

Updates on Thyroid Testing: Symposium & Workshop



Laboratory Advances & Challenges
Vivian Weiss, MD, PhD, Vanderbilt University Medical Center

Chair, ATA Lab Services Committee 



THANK YOU!

ATA Website
www.thyroid.org

ATA Social Media Channels

• https://twitter.com/AmThyroidAssn

• https://www.facebook.com/ThyroidAssociation

• https://www.linkedin.com/company/american-thyroid-association

• https://www.instagram.com/amthyroidassn

http://www.thyroid.org/
https://twitter.com/AmThyroidAssn
https://www.facebook.com/ThyroidAssociation
https://www.linkedin.com/company/american-thyroid-association
https://www.instagram.com/amthyroidassn


CDC Updates
Dr. Hubert Vesper



National Center for Environmental Health
Agency for Toxic Substances and Disease Registry
Division of Laboratory Sciences

CDC Clinical Standardization Programs (CSP)
Hubert W. Vesper, Ph.D.
Director, Clinical Standardization Programs 

Division of Laboratory Sciences

PATH Meeting April 29, 2022



CDC engages in standardization/harmonization activities 
to ensure that laboratory test measurements are accurate and reliable

Standardization is a process in which the accuracy, precision, and other relevant analytical performance parameters of a 
laboratory test are improved and maintained to meet certain clinical needs 

A standardized laboratory test has demonstrated through a thorough, independent assessment that its analytical 
performance meets relevant analytical performance goals

CDC CSP Goal
Improve diagnosis, treatment, and prevention of selected diseases by standardizing clinical laboratory 
measurements

CDC CSP Objective
Create measurement results that are traceable to one accuracy basis and thus are comparable across methods,
location, and over time



CDC’s Clinical Standardization Programs 
provide unique services at every step in the standardization process 

Develop and Maintain 
Reference System

• Reference Methods
• Reference Materials
• Laboratory Networks
• Protocols and Standards

CDC
Reference Laboratories

(Lipids, Hormones, Glucose, Proteins)

Verify Test Results
Obtained in Patient Care and 

Clinical Research  

• EQA Materials
• Monitoring Reports

CDC Laboratory Monitoring 
Programs 

(LSP, AMP, ab-EQA/PT)

Standardization Steps CDC’s Program Components Main Products

Establish Metrological Traceability
and Comparability of Test Results 

at the Test Manufacturer Level

• Calibration/Verification Materials
• Certificates 
• Evaluation Reports
• Performance Research Findings

CDC Standardization -
Certification Programs

(HoSt, VDSCP, CRMLN)



CDC’s Clinical Standardization Programs 
provide unique services at every step in the standardization process 

CDC
Reference Laboratories

Reference Methods
Total testosterone

Free testosterone by ED new
Estradiol

Free thyroxine (fT4) by ED new
25-OH Vitamin D2 and D3

PTH (fall 2022)
Glucose

TC, HDLC, LDLC, TG, 
Lp(a) (spring 2023)

CDC Laboratory Monitoring 
Programs 

CDC Standardization - Certification 
Programs

CDC Programs
HoSt – Testosterone

HoSt – Estradiol
HoSt – free Thyroxine

VDSCP
CRMLN

Reference Materials
CDC Single Donor Sera: 

Total testosterone, Estradiol, Vitamin D, fT4 
Lp(a)

Traditional reference materials (pooled sera):
NIST 971a (Testosterone, Progesterone)
NIST 1949 (FT4, prenatal serum)
NIST 1595 (tripalmitin)

CDC Supported Programs
IFCC Committee for Standardizing Thyroid Function Tests (TSH, 

fT4)
IFCC – Committee on Bone Metabolism (Vitamin D, PTH)

National Glycohemoglobin Standardization Program (A1c)

CDC Programs
AMP – Testosterone

AMP – Vitamin D
LSP

CDC Supported Programs 
CAP accuracy-based surveys:

ABS (steroids), ABTH (thyroid), ABVD (Vitamin D)
ABGIC (glucose), ABU (creatinine), ABL (Lipids)

CDC Programs: Accuracy-based Monitoring Program (AMP); Cholesterol Reference Method Laboratory Network (CRMLN); Hormone Standardization (HoSt); Vitamin D Standardization-Certification Program (VDSCP); Lipid Standardization Program (LSP)



28 Oral/Poster Presentations 
at 10 meetings/conferences

10 Publications 
3 Guidelines

>3,000 emails, phone calls 
and other communications 

9 Reference Methods operational (ISO compliant)
4 Reference Methods in development
>10,300 measurement results generated

283 Performance assessments 
for hormones reported

261 Certificates for hormone 
tests issued

>60 formal collaborations
and projects 

10 Routine Methods (CLIA compliant) operational
6 Routine Methods in development
80,000 measurement results generated

CDC 
Clinical 

Standardization 
Programs 

CDC Clinical Standardization Programs
2021 Activities in Numbers



Summary 

CDC Clinical Standardization Programs

• Show notable improvements in accuracy of hormone tests used in patient care and public health

• Develop new reference methods and standardization programs to further improve patient care

• Expand activities to include development of reference intervals that can be used by laboratories 
operating assays standardized by CDC

• Expand to include new technologies (such as Point-of-Care Testing Devices)
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For more information, contact NCEH/ATSDR
1-800-CDC-INFO (232-4636)
TTY:  1-888-232-6348           www.atsdr.cdc.gov          www.cdc.gov
Follow us on Twitter   @CDCEnvironment

The findings and conclusions in this report are those of the authors and do not necessarily represent the official position of 
the Centers for Disease Control and Prevention and the Agency for Toxic Substances and Disease Registry.

Use of trade names and commercial  sources is for identification only and does not constitute endorsement by 
the U.S. Department of Health and Human Services, or the U.S. Centers for Disease Control and Prevention.

Thank you!

For further information, please contact
standardization@cdc.gov

or visit
www.cdc.gov/labstandards/vdscp.html

Hubert W. Vesper, PhD
Director, Clinical Standardization Programs

hvesper@cdc.gov

mailto:standardization@cdc.gov
http://www.cdc.gov/labstandards/vdscp.html
mailto:hvesper@cdc.gov


Wrap-up



THANK YOU


