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In 2018, SNMMI created the Value Initiative and Industry Alliance to 
advance nuclear medicine and molecular imaging. The strategic vision 
includes collaboration with industry, sister societies, our membership and 
others to showcase the crucial role of nuclear medicine and molecular imaging 
to the medical community, regulators, patients, and the public. 
 While our strategy and goals in R&D, Quality of Practice, Advocacy, 
Outreach and Workforce Pipeline are long-term, we have achieved key 
milestones in a short timeframe. 

 A small sample of these accomplishments in 2018-2019:

• Quality of Practice: Achieved 36 measurable outcomes, including 
completing three AUC: prostate cancer imaging, gastrointestinal transit 
scintigraphy, and evaluation and treatment of diff erentiated thyroid cancer, all 
of which have been submitted to JNM.

• Outreach: Achieved 20 key benchmarks, advancing patients’ and the medical 
community’s understanding of the value of nuclear medicine, molecular 
imaging and radionuclide therapy. Examples include holding a Patient 
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Continued on page 5. See Value Initiative 2.0.
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 There was a great deal of 
enthusiasm for radiopharmaceutical 
therapy evidenced by the sold-out 
SNMMI Therapeutics Conference: 
Therapies, Theranostics and Building 
your Radionuclide Clinical Practice
in Las Vegas Nevada this past 
October. A superb group of speakers 
covered a wide range of topics from 
the basic nuts and bolts of starting 
and growing a radiopharmaceutical 
therapy practice through the nuances 
of medical management and the 
role of the authorized user as an 
integral member of the patient care 
team. This is of critical importance as 
therapeutic radiopharmaceuticals do 
not cleanly fi t into existing cancer care 
workfl ows as the work up, delivery, 
toxicity, precautions are all distinct 
from chemotherapy and external beam 
radiotherapy. Thus, authorized users for 
therapeutic radiopharmaceuticals need 
to have the requisite specifi c training 
and knowledge, though authorized users 
can and should come from multiple 
backgrounds and must be capable of 

making treatment decisions. 
 While the authorized user must 
make treatment decisions and is 
responsible for the overall delivery of 
therapeutic radiopharmaceuticals, a 
nurse navigator or similar position 
can be an invaluable resource as a 
single point of contact amidst complex 
logistics. Furthermore, it is important 
to have champions of the treatments. 
At fi rst glance, starting or growing a 
program may seem burdensome, but 
the champion must elucidate all of 
the patient benefi ts of these unique 
and effi  cacious treatments to counter 
the challenges. For example, radiation 
safety concerns must be considered in 
the context of patient benefi t (as well 
as the real patient risks in the absence 
of life-extending treatment options). 
Armed with knowledge and expertise, 
radiopharmaceutical therapy teams 
that are integrated into patient care 
decisions can help to determine the 
most appropriate treatment for a given 
patient at a given time. When that best 
option is a radiopharmaceutical, they 

can lead the informed consent process, 
ensure appropriate coding and billing 
and provide a safe venue for treatment 
delivery as well as expert follow up so 
patients can optimally benefi t.
 The multi-disciplinary emphasis of 
the conference was an eff ective tool to 
give our diverse group of attendees a 
very well-rounded educational experience 
regarding the value of therapeutic 
radiopharmaceuticals when treating 
patients with neuroendocrine, prostate 
and thyroid malignancies.  We sincerely 
appreciate our industry sponsors 
for giving the SNMMI the support 
necessary to provide high quality 
education that will help disseminate 
the latest data and best practices to a 
wide range of practices nationally and 
internationally. We eagerly look forward 
to expanding our partnerships with 
oncologists, technologists, physicists, 
radiopharmacists, administrators, and 
our industry partners as we incorporate 
these game changing tools into 
our patient facing nuclear medicine 
practices.

Sold Out Clinical Therapeutics 
Education and Training Conference 
Highlights the Sector’s Rapid Growth 
PHILLIP J. KOO, MD, BANNER MD ANDERSON CANCER CENTER
DANIEL A. PRYMA, MD, UNIVERSITY OF PENNSYLVANIA
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 Jubilant RadiopharmaTM is an 
industry leading pharmaceutical 
company specializing in nuclear 
medicine. Our Radiopharmaceuticals 
and Radiopharmacies Divisions are 
focused on developing, manufacturing, 
commercializing and distributing high 
quality diagnostic and therapeutic 
agents for the sole purpose of 
Improving Lives Through Nuclear 
MedicineTM on a global scale. 
 We are committed to advancing 
the utility of nuclear medicine through 
research and drug development. Our 
expert team is working to build the most 
robust product pipeline of generic and 
next generation radiodiagnostics and 
radiotherapeutics in the industry. These 
new products will help enable early 

and accurate diagnosis and treatment 
of disease, ultimately leading to better 
patient outcomes.
 Our state-of-the art cGMP 
manufacturing facilities are staff ed by 
highly skilled technical personnel, who 
are dedicated to providing high quality 
and reliable products to healthcare 
professionals around the world. They are 
unwavering in their eff orts to produce 
the most cutting-edge technologies and 
superior services, so our customers can 
feel secure knowing every step is taken 
to assure the integrity and dependability 
of our products. 
 We have assembled a team of 
experts from across the industry, who 
work tirelessly to advance the utility 
and expansion of nuclear medicine. 

Providing Solutions Today, While 
Advancing the Practice of Nuclear 
Medicine, for Tomorrow
Our Radiopharmaceuticals and Radiopharmacies Divisions 
are Focused on Improving Lives Through Nuclear Medicine

JAMES KAUFMAN, VP, MARKETING, JUBILANT RADIOPHARMATM

Our global regulatory fi ling experts, 
international sales teams, accomplished 
medical staff , and reimbursement 
support teams allow us to bring new 
targeted theragnostics to the market 
faster, which helps us provide even 
greater access to best-in-class products 
to healthcare professionals and their 
patients.
 Our expanding radiopharmacies 
network is staff ed by board certifi ed 
pharmacists and technologists. Quality 
is at the core of everything we do. Our 
team procures, prepares and delivers the 
highest quality FDA-approved products. 
We fully support USP compounding 
standards and
prepare the exact dose requested in 
compliance with all state and federal 
regulations to ensure delivery where it 
is needed, when it’s needed. This allows 
our customers to focus on the care of 
their patients. 
 We are continually working to 
expand our infrastructure and develop 
our people to better provide the nuclear 
medicine community with customized 
solutions that combine the clinical 
expertise of a global manufacturer with 
the local reach of a leading pharmacy 
network; to support our customers 
today, while advancing the practice of 
nuclear medicine, for tomorrow. 

An article by Jubilant RadiopharmaTM, a SNMMI 

Value Initiative Industry Alliance Leadership Circle 

Partner.
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  The Targeted Radionuclide Therapy 
Conferences have been a combined 
eff ort of SNMMI, NCI, and the FDA 
for the past two years. Recently the 
third conference was held at the NCI 
Shady Grove facility on December 
16, 2019. The theme of this year’s 
conference was “What is the goal with 
radionuclide therapies - palliative, 
curative, or adjuvant treatment?”. All 
major stakeholder groups were robustly 
represented in the nearly standing room 
only venue. Participants included senior 
FDA offi  cials, pharmaceutical company 
executives, NCI offi  cials, and academia. 
 The full day of lectures and 
discussion was divided into four 
sessions that migrated over the course 
of the day from the basic underlying 
science of targeted radionuclide 
therapies both in terms of the physics 
and radiation biology, through clinical 
trial design strategies, and fi nally 
strategies toward achieving and 
measuring clinical response.
 On the basic science side, the 
challenge associated with the physical 
and biological complexities associated 
with alpha-emitting decay chains was 
presented. Stunning alpha-camera 
images of the kidney were displayed 
demonstrating the necessity of 
microdosimetry to truly understand 
biological eff ects. Other presentations 
summarized current state-of-the art 
image-based dosimetry applications, 
including their current capabilities and 
limitations on quantitation. The concept 
of applying the quantitative paradigms 
of external beam radiation therapy (like 
Dose-Volume Histograms) to TRT was 
convincingly presented.
 Trial design talks summarized 
the current status of Phase 1 and 
Phase 2 theranostic trials in the US, 
Australia, and Germany. The regulatory 
approaches of the three countries vary 

The Targeted Radionuclide 
Therapy Conferences

Dose Volume Histograms

Continued on page 9. See Targeted Radionuclide. 

JOHN SUNDERLAND, PhD, UNIVERSITY OF IOWA; MICHAEL GRAHAM, PhD, MD, UNIVERSITY OF IOWA

Michael Hofman, MBBS, FRACP, FAANMS, FICIS from Peter MacCallum Cancer Centre 
presented a talk titled “Meeting the Challenges of Randomised Multi-Centre Clinical trials: 
Experience from PPSMA Imaging & Theranostics in Australia”.  Above is a map of ARTNet – 
Australasian Radiopharmaceutical Trials Network.
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Education Day, educating 80 patients, caregivers and advocates; and conducting ten regional CME roadshows on 
NETs and sentinel lymph node mapping, educating more than 300 medical professionals.

• R&D: Achieved 27 key benchmarks, including completing the ‘Mars-Shot’ for Precision Molecular Imaging and 
Molecular Radiopharmaceutical Therapy, detailing the possibilities of MI; creating an AI Task Force; establishing 
grants for NM/MI research by medical or science students; and completing two NCI Targeted Radionuclide 
Therapy Consensus Conferences with more than 250 expert participants.

• Advocacy: Achieved 14 major milestones in health policy and regulatory aff airs, including leading and 
participating in two major legislative fl y-ins with SNMMI doctors and patients and conducting more than 
100 Congressional offi  ce visits, which helped secure ten co-sponsors for the bipartisan Medicare Diagnostic 
Radiopharmaceutical Payment Equity Act of 2019 (HR 3772).

• Workforce Pipeline: Achieved 18 success indicators, including creating a comprehensive database of residency 
training programs for all diagnostic radiology/nuclear radiology/nuclear medicine residents and fellows with 
thousands of new residents identifi ed and off ered SNMMI membership/training. 

SNMMI is the oldest and most prestigious nuclear medicine and molecular imaging society worldwide. With 3 centers 
of excellence, 10 councils and 14 chapters, SNMMI has a robust governance structure underpinning the Value Initiative 
strategy. 

 As we enter 2020, SNMMI builds on its 2018 and 2019 success with Value Initiative 2.0 and three goals:

• Empower all members via councils/centers/chapters.

• Increase collaboration with providers and medical societies.

• Increase awareness of NM/MI in general public.

 Within these strategic goals, VI 2.0 will advance the fi eld’s innovation by:

• Creating theranostics practice and training, 

• Continuing to advocate for appropriate reimbursement

• Filling gaps identifi ed in NM/MI research, 

• Providing research funding for trainees, 

• Expanding AUCs with care pathway strategy, 

• Engaging hospitals and payors

• Creating a framework for MI and population management

• Increasing diversity and empowering WINM

• Creating a more robust leadership program

 This is an exciting time for nuclear medicine and molecular imaging. New therapies and imaging agents are 
transforming the fi eld, helping nuclear medicine professionals improve patients’ lives. This is the time to aggressively 
invest in strategies that make a diff erence for patients.
 We sincerely appreciate our partnership to advance the value of nuclear medicine and molecular imaging.

Satoshi Minoshima, MD, PhD

Chair, SNMMI Value Initiative 2.0

Professor and Anne G. Osborn Chair

Department of Radiology and Imaging Sciences

University of Utah, Salt Lake City, UT

Value Initiative 2.0 Continued from page 1. 
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 In May, 2016, the US. Food and 
Drug Administration approved Blue 
Earth Diagnostics’ Axumin® (fl uciclovine 
F-18) injection for use in PET imaging 
of recurrent prostate cancer. As the fi rst 
F-18 PET imaging agent approved for 
this purpose, Axumin is an innovative 
nuclear medicine product that has since 
been included in major clinical guidelines 
supporting its use as an imaging 
option for prostate cancer recurrence or 
progression.1,2 Since approval, Axumin 
coverage has grown to include more 
than 145 million commercially insured 
lives and is covered by all Medicare 
Administrative Contractors (MACs).* 
The effi  cacy of Axumin was established 
in two clinical studies. Published results 
from the LOCATE trial demonstrated 
that Axumin scans aff ected clinical 
management decisions in 59% of 
patients with recurrent prostate cancer, 
with 78% of those changes considered to 
be major such as a change in treatment 
modality.3 Axumin has changed disease 
management for many recurrent prostate 
cancer patients. 
 The Centers for Medicare and 
Medicaid Services (CMS) designed the 
transitional pass-through model to ensure 
appropriate payment for innovative new 
products by paying separately for them 
for up to three years. After the transitional 
pass-through period expires, diagnostic 
radiopharmaceutical payment is bundled 
with the payment for the procedure. 
On January 1, 2020, Axumin, along with 
other PET radiopharmaceuticals, lost its 
pass-through designation with CMS. This 
has left hospitals with the unfortunate 

Innovative Radiopharmaceutical 
Products, Patient Access and the 
E� ects of CMS Pass-through 
Payment Loss
Results From a Preliminary Survey on Axumin®

(Fluciclovine F 18) Usage

TERRI WILSON, CHIEF COMMERCIAL OFFICER, BLUE EARTH DIAGNOSTICS, A BRACCO COMPANY  

Continued on page 8. See Innovative

choice to perform these scans on Original 
Medicare benefi ciaries at a signifi cant loss 
or to discontinue the service upon which 
patients and physicians have come to rely. 
 In the last quarter of 2019, Blue 
Earth Diagnostics reached out to more 
than 250 U.S. hospitals to assess the 
potential impact of loss of pass-through 
payment on patient access to Axumin. 
These institutions spanned academic and 
community hospitals and included both 
for-profi t and not-for-profi t hospitals, 
all facilities use the Hospital Outpatient 
Prospective Payment System (HOPPS) 
for billing. The objective of the survey 
was to determine the eff ect of loss of 

pass-through on Axumin use in a given 
institution. Although results were mixed, 
the overarching conclusion was that there 
will be a signifi cant number of patients 
who will not receive Axumin who may 
have otherwise benefi ted from its use. 
Results indicated that:

• 53% of respondents are unsure 
whether they will off er Axumin PET 
scans with the loss of pass-through 
payment in the hospital setting; 

• 25% indicated they will not continue 
to use the product with the loss of 
pass-through payment; and  

Toni Timura and Jennifer Horak (left to right) from Blue Earth Diagnostics, A Bracco Company 
meeting with Representative Dan Crenshaw (Texas) and Brian Mast (Florida) to discuss H.R. 3772.
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 When industry, academia, the U.S.
government and scientifi c and professional 
societies share a common vision to 
address a medical supply need, the results 
can benefi t patient healthcare. Such was 
the case in securing a reliable domestic 
supply of molybdenum-99 
(Mo-99), the parent isotope of technetium-
99m (Tc-99m), for the United States. 
Tc-99m is the most widely used imaging 
radioisotope. When used in conjunction 
with FDA-approved cold kits, Tc-99m is 
used to help diagnose and stage serious 
medical conditions such as heart disease, 
cancer, infection and infl ammation. Tc-
99m radiopharmaceuticals represent the 
standard of care for cardiac imaging, which 
represents approximately 
55-60% of the 40,000 Tc-99m imaging 
procedures performed daily in the United 
States.

Domestic Radioisotope Supply – 
Driving Solutions for Patient 
Healthcare Through Innovation, 
Collaboration and Shared 
Commitment
STEVE MERRICK, PRESIDENT AND CEO, 
NORTHSTAR MEDICAL RADIOISOTOPES 

reliable radioisotope supply, and worked 
to develop commercial applications in 
partnership with other organizations. 
 The fi rst success of collaborative 
eff orts to establish U.S. Mo-99 
production to help minimize reliance 
on highly enriched uranium-based 
supply came when the FDA approved 
NorthStar’s novel technology, the 
RadioGenix® System, which elutes 
Tc-99m from domestically produced 
non-uranium based Mo-99 sources. As 
a result, U.S.-produced, non-uranium 
based Mo-99 is now available, helping 
to alleviate ongoing Tc-99m supply 
shortages. Radiopharmacies using 
NorthStar technology have had access to 
more than 12 months of uninterrupted 
Tc-99m supply2, despite consistent 
supply shortages due to issues with 
uranium-based Mo-99 production. The 
RadioGenix® System is an innovative 
high tech radioisotope separation 
platform for use in producing Tc-99m 
from non-uranium based Mo-991. 
 Various agencies across the U.S. 
government played instrumental roles 
in the project’s success, particularly the 
Department of Energy’s National Nuclear 
Security Administration (DOE/NNSA). 
Through its cooperative agreement 
program, the DOE/NNSA partners with 
industry and brings U.S. government 
resources to bear in addressing issues 
around national security and medical 
isotope supply. The objective of its 
eff orts is to establish reliable supplies 
of Mo-99 to meet U.S. patient needs for 
Tc-99m, while advancing U.S. nuclear 
nonproliferation policy by eliminating 
the use of proliferation-sensitive highly 
enriched uranium in medical isotope 
production around the world. DOE/
NNSA has partnered with NorthStar and 
provided funding to accelerate its eff orts. 
DOE/NNSA has also made available 
technical expertise and specialized 
facilities at the National Laboratories to 
advance development of the company’s 
technology. Additionally, the FDA and 
Nuclear Regulatory Commission worked 
alongside NorthStar in providing guidance 
throughout the process.
 Partnerships with academic 
institutions can be critical in developing 

Continued on page 8. See Domestic Radioisotope.

 For decades prior to 2018, the United 
States was dependent on importing 
Mo-99 produced using highly enriched 
uranium. In light of frequent and 
sometimes prolonged Mo-99 supply 
interruptions impacting the availability 
of Tc-99m for U.S. patients’ imaging 
procedures, and out of national security 
concerns about the use of highly 
enriched uranium in producing Mo-
99, the U.S. government, industry and 
scientifi c and professional organizations 
took action. Legislation was enacted, 
technology development incentives were 
implemented and companies sought 
solutions. One company, NorthStar 
Medical Radioisotopes, a global innovator 
in the production and distribution of 
radioisotopes used for medical imaging, 
recognized the challenges faced by 
nuclear medicine in obtaining secure and 
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• 22% will most likely continue to 
use Axumin regardless of its pass-
through payment status.

 In 2019, the Medicare Diagnostic 
Radiopharmaceutical Payment Equity 
Act (H.R. 3772) was introduced in 
the U.S. House of Representatives to 
preserve Medicare beneficiary access for 
certain diagnostic radiopharmaceuticals 
under the Medicare hospital outpatient 
prospective payment system. Our industry 
is dedicated to supporting patient access 
to innovative nuclear medicine products 
today and in the future. Therefore, we 
urge you to reach out to your members of 
Congress in support of H.R. 3772.
 Members of Congress are particularly 
interested in hearing about your personal 
experience and how the loss of pass-
through will impact you and your patients 
rather than simply receiving numerous 
pre-written letters.  You can email your 
members of Congress directly, or you can 
edit the suggested letter(s) linked here 
before submitting.  

• www.rightscanrighttime.org/act_pet 
• www.snmmi.org/NewsPublications/

NewsDetail.aspx?ItemNumber=32244 

Axumin® (fluciclovine F18) 
Injection Indication
 Axumin injection is indicated for 
positron emission tomography (PET) 
imaging in men with suspected prostate 
cancer recurrence based on elevated 

blood prostate specific antigen (PSA) 
levels following prior treatment.

Axumin® (fluciclovine F18) 
Injection Important Safety 
Information
• Image interpretation errors can occur 

with Axumin PET imaging. A negative 
image does not rule out recurrent 
prostate cancer and a positive image 
does not confirm its presence. The 
performance of Axumin seems to be 
affected by PSA levels. Axumin uptake 
may occur with other cancers and  
benign prostatic hypertrophy in  
primary prostate cancer. Clinical  
correlation, which may include  
examination of tissue samples, is 
recommended.

• Severe allergic reactions, including 
anaphylaxis, may occur in patients 
who receive Axumin. Emergency  
resuscitation equipment and  
personnel should be immediately 
available.

• Axumin use contributes to a patient’s 
overall long-term cumulative radiation 
exposure, which is associated with an 
increased risk of cancer. Safe handling 
practices should be used to minimize 
radiation exposure to the patient and 
health care providers. 

• Adverse reactions were reported in 
≤1% of subjects during clinical studies 
with Axumin. The most common  
adverse reactions were redness and 

Innovative Continued from page 6. 

pain at the injection site, and an  
unusual taste in the mouth. 

 To report suspected adverse reactions 
to Axumin, call 1-855-AXUMIN1 (1-855-298-
6461) or contact FDA at 1-800-FDA-1088 
or www.fda.gov/medwatch. Full Axumin 
prescribing information is available at: 
www.axumin.com.
1. Referenced with permission from the NCCN 

Clinical Practice Guidelines in Oncology (NCCN 
Guidelines®) Guideline for Prostate Cancer(Version 
2.2018). ©National Comprehensive Cancer 
Network, Inc. 2018. All rights reserved. Accessed 
03/30/2018. To view the most recent and complete 
version of the guideline, go to NCCN.org. NCCN 
makes no warranties of any kind whatsoever 
regarding their content, use or application and 
disclaims any responsibility for their application or 
use in any way.

2. Froemming AT, Verma S, Eberhardt SC, et al., for 
the Expert Panel on Urologic Imaging. American 
College of Radiology, ACR Appropriateness 
Criteria® (Post-treatment Follow-up of Prostate 
Cancer). ©2017 American College of Radiology. 
https://acsearch.acr.org/ docs/69369/Narrative/. 
Accessed 03/3/2018.

3. Andriole GL, Kostakoglu L, Chau A, et al. The 
impact of positron emission tomography 
with 18F-Fluciclovine on the management of 
patients with biochemical recurrence of prostate 
cancer: results from the LOCATE trial. J Urol. 
2018;doi:10/1016/ j.juro.2018/08.050.

*  As of January 1, 2017, all local MACs  confirmed 
that Axumin is covered for its label indication. 
Please check with the MAC that covers your 
Medicare patients to determine their specific 
coverage policies.

 An article by Blue Earth Diagnostics, A Bracco 
Company, a SNMMI Value Initiative Industry 
Alliance Leadership Circle Partner.

radioisotope technology. Beginning in 
2009, NorthStar worked in collaboration 
with the University of Missouri Research 
Reactor (MURR®), the highest-power 
university research reactor in the United 
States. With a shared vision to alleviate 
radioisotope supply shortages and advance 
research, NorthStar and MURR refined and 
developed Mo-99 production technology 
based on stable molybdenum rather 
than enriched uranium. With neutron 
capture technology, the isotope Mo-98 is 
irradiated to form Mo-99. Neutron capture 
avoids potential national security and 
environmental concerns associated with 
enriched uranium. 
   Through advocacy and outreach, 
scientific and professional organizations 
such as SNMMI encouraged development 
of new technologies and domestic 

production facilities to secure reliable 
domestic Mo-99 supply. Educational 
programs and support for technology 
innovation help advance the role of nuclear 
medicine to the medical community, 
regulators, patients and the public.  
 As seen in this case of U.S. Mo-99 
supply, effective collaboration combined 
with well-executed technology development 
can help advance concepts into real-world 
solutions to benefit patient healthcare. 
With FDA approval and commercial 
availability, NorthStar’s initial technology 
success is translating into ongoing 
expansion, development of increasingly 
efficient radioisotope production 
using neutron capture and accelerator 
technologies and research to produce 
additional radioisotopes. New production 
technologies will enable the United States 

to diversify the means of Mo-99 production 
so that industry is no longer reliant solely 
on a technology with its acknowledged 
limitations and risks. Through the efforts 
of companies like NorthStar Medical 
Radioisotopes working in partnership 
with government, academic institutions 
and professional societies, the future for 
U.S. radioisotope supply to meet patient 
and research needs appears dynamic and 
promising.
1. For Important risk information for the RadioGenix 

System click here. For full RadioGenix® System 
prescribing information, visit:  https://www.
northstarnm.com/wp-content/uploads/2019/08/
radiogenix-system-pi-july2019.pdf.

2. Duration as of December, 2019

An article by NorthStar Medical Radioisotopes, 
a SNMMI Value Initiative Industry Alliance  
Corporate Member Partner.

Domestic Radioisotope Continued from page 7. 
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Targeted Radionuclide Therapy Continued from page 4. 

substantially, largely due to diff ering 
guiding philosophies. Australian 
Therapeutic Goods Administration 
(ATGA) recognizes the tracer mass levels 
associated with PET drugs and therapeutic 
drugs and allows for local hospital-level 
regulation of radiopharmaceutical use 
for experimental agents. Sites must 
inform ATGA about the research. This 
has enabled rapid adoption and testing 
of radiopharmaceuticals in Australia. 
In turn, Australia created a clinical trial 
network made up of multiple academic 
sites throughout the country. ARTNet 
has has facilitated well-designed, 
prospective, randomized trials that 
will very likely demonstrate the clinical 
effi  cacy of the theranostic approach. The 
German approach is markedly diff erent 
and allows early trials in humans, under 
local authority and for compassionate 
use and does not require approval of 
the equivalent of an FDA IND. However, 
this arrangement does not allow the use 
of these agents in properly designed 
prospective clinical trials and explains 
why almost all of their studies are 
retrospective, non-randomized and 
without tightly controlled inclusion and 
exclusion criteria. The US approach is 
inherently longer, involving Phase 1 studies 
fi rst to demonstrate safety, followed by 
phase 2 studies to demonstrate effi  cacy. 
Although there are a number of NCI 
funded clinical trial groups (SWOG, COG, 
ECOG-ACRIN, NRC, and Alliance) there is 
currently no eff ort in the US that is similar 
to the Australian approach, although the 
model appears to be an enticing one to 
mimic.
 The FDA discussed the regulatory 
considerations particularly relevant to 
theranostics. While it is possible to get 
both the diagnostic and therapeutic agents 
approved simultaneously, it is easier and 
often more practical to get the diagnostic 
agent approved fi rst. Examples were 
given for a PD-L1 blocker with testing 
for PDL-1 status of tumors and for Ga68 
DOTATATE and In111 Octreotide. The 
FDA speakers emphasized the need to 
contact the FDA early and often during 
the drug development/approval process 
to maximize speed and effi  ciency of the 
process. Look for the proceedings of 
this meeting to be published in the near 
future.

Small Scale Dosimetry–211At-PSMA

177Lu
90Y/86Y

Cover article, JNM November 1, 2017; 58(11)

Curative Multicycle Radioimmunotherapy
Monitored by Quantitative SPECT/CT-based
Theranostics Using Bispecific Antibody
Pretargeting Strategy in Colorectal Cancer

Courtesy Sarah Cheal PhD, MSKCC

Bispecific mAb Pretargeting
Anti-tumor/anti-DOTA

Bispecifi c mAb Pretargeting
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SNMMI’s Volunteer Leaders and 
Industry Partners Play an 
Indispensable Role in the Progress 
and Success of SNMMI Value 
Initiative E� orts

Immediate Past-President, SNMMI 
Value Initiative Board Chair  
Satoshi Minoshima, MD, PhD
University of Utah, Salt Lake City, UT

President-Elect, SNMMI
Alan B. Packard, PhD 
Boston Children’s Hospital/
Harvard Medical School, Boston, MA

President, SNMMI and Outreach Domain Chair   
Vasken Dilsizian, MD 
University Maryland School of Medicine, 
Baltimore, MD 

Quality of Practice Domain Chair     
Gary Dillehay, MD, FACNM, FACR, FSNMMI 
Northwestern Memorial Hospital, Chicago, IL

Vice President-Elect, SNMMI
Research and Discovery Domain Chair     
Richard Wahl, MD, FACNM, FACR 
Mallinckrodt Institute of Radiology, St. Louis, MO

Advocacy Domain Chair       
Munir Ghesani, MD, FACNM  
NYU Langone Medical Center, West Windsor, NJ

CEO, SNMMI and Organizational Strength and 
Stability Domain Chair
Virginia Pappas, CAE
Society of Nuclear Medicine & Molecular  Imaging, 
Reston, VA

Speaker of House of Delegates, SNMMI and 
Workforce Pipeline Domain Chair     
Frederick D. Grant, MD 
Boston Children’s Hospital / Harvard Medical 
School, Brookline, MA

I I  Value Initiative Board
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VIIA Co-Chair
James Williams, PhD 
CEO, Siemens Healthineers Molecular Imaging

VIIA Co-Chair
Terri Wilson
Chief Commercial Offi  cer, Blue Earth Diagnostics, 
A Bracco Company

I I  Value Initiative Industry Alliance
Advisory Committee Co-Chairs

Domain 1: Quality of Practice 
• Committee on Medical Internal Radiation Dose (MIRD) 
• Committee on Procedure Standards 
• Committee on Quality Assurance (Phantom) 
• Committee on Radiation Dose Assessment Response (RADAR) 
• Dose Optimization Task Force 
• Oversight Committee for Guidance Documents 
• Quality and Evidence Committee 

Domain 2: Research, Discovery, and R&D 
• Committee on Radiopharmaceuticals 
• CTN 
• CMIIT 

Domain 3: Workforce Pipeline 
• Committee on Young Professionals 
• Future Leaders Academy Task Force 
• Academic Council 
• Program Directors Committee 
• Qualifi ed Training Program Task Force 
• Committee on Young Professionals 

Domain 4: Outreach 
• Committee on Outreach 
• Brain Imaging Outreach Working Group 
• Targeted Radioisotope Therapy Working Group 
• Patient Advocacy Advisory Board 
• Prostate Cancer Working Group (NEW) 
• Bone Scan Outreach Working Group 
• HIDA Outreach Working Group 
• V/Q Outreach Working Group 
• PET/CT Outreach Working Group  
• Community Based Nuclear Medicine Committee  

Domain 5: Advocacy 
• Committee on Government Relations 
• FDA Task Force 
• Committee on Coding and Reimbursement 
• Third Party Payer Subcommittee 
• Joint Compounding Task Force

Domain 6: Organizational Strength and Stability 
• Committee on Awards 
• Committee on Finance 
• Subcommittee on Audit 
• Subcommittee on Investments 
• Committee on Publications 
• Committee on Scientifi c Program 
• Committee on Continuing Education 
• Committee on Education 
• Committee on Women in Nuclear Medicine 
• Committee on History 
• Committee on Membership 
• Committee on Public Relations 
• Committee on Bylaws 
• Committee on Chapters 
• Committee on Councils and Centers 
• Committee on Ethics 
• Committee on Membership 
• Committee on Nominations 
• Real Estate Task Force 
• Committee on Development

SNMMI’s Volunteer Leaders and 
Industry Partners Play an Indispensable 
Role in the Progress and Success of 
SNMMI Value Initiative E� orts



SNMMI would like to thank our Value Initiative Industry Alliance Member Companies:

Leadership Circle

A Bracco Company

Principal Member

Corporate Member

Learn more about becoming a Value Initiative Member Company:
valueinitiative.snmmi.org

CONGRATULATIONS

$99 GIFT CERTIFICATE

CURIUM STAFF SNMMI STAFF

This $99 certificate is redeemable for educational resources at the SNMMI Online Store,
or to be applied towards SNMMI membership dues, or SNMMI Virtual Meeting fees.

SNMMI would like to thank Curium for supporting the 2019 Annual Meeting.
If you would like to use this certificate towards SNMMI membership dues, please contact Rshida Meth at rmeth@snmmi.org

If you would like to use this certificate towards a purchase at our online store (http://www.snmmi.org/store)
or for the Virtual Meeting, please contact Steve Klein at sklein@snmmi.org.

This certificate has no monetary value and expires on July 1, 2020.

RECIPIENT NAME

Visionary Member


