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FDA New Rule for cGMP:   
Updates for Radiopharmaceutical Manufacturers 

On December 9, 2009, the U.S. Food and 
Drug Administration (FDA) issued a regu-

lation (21 CFR Part 212) establishing current 
Good Manufacturing Practices (cGMP) for 
positron emission tomography (PET) drugs. 
All PET drugs, such as 18F-FDG, 18F-NaF and 
13N-Ammonia, used in the clinical practice of 
molecular imaging, regardless of whether 
they are obtained from a commercial vendor 
or an academic facility, must be manufac-
tured in compliance with 21 CFR Part 212 by  
December 12, 2011. The rule requires the 
submission of a new drug application (NDA) 
or abbreviated new drug application (ANDA) 
for any PET drug product marketed for clini-
cal use in the United States. Production of 
research PET drugs under an Investigational 
New Drug application (IND) or under the  
authority of an institutional Radioactive Drug 
Research Committee (RDRC) may follow  
either the cGMP regulations 21 CFR Part 212, 
or the current United States Pharmacopeia 
(USP) 32nd Edition, General Chapter <823> 
titled “Radiopharmaceuticals for Positron 
Emission Tomography–Compounding.”
 Since the announcement of the rule, con-
siderable discussion has taken place among 
molecular imaging societies, including SNM,  
PET drug manufacturers, and academic in-
stitutions, to try and determine what exactly 
needs to be done before the deadline; how-
ever many questions went unanswered. As a 
result, FDA held a public meeting on March 2, 

2011, to discuss the process and other cGMP-
related issues. The day-long meeting, “Pre-
paring NDAs or ANDAs for fludeoxyglucose 
(FDG) F-18 injection, ammonia N-13 injection, 
and sodium fluoride F-18 injection used in 
PET imaging,” brought together industry and 
regulatory professionals at the FDA White 
Oaks Campus in Silver Spring, Md. Meeting 
presentations covered drug registration and 
the general inspection process as well as the 
following topics:

	 •	 Chemistry,	 Manufacturing	 and	 Controls	 
  (CMC) – Submission Information for 
  ANDs/NDAs
	 •	 Microbiology/Sterility	Assurance	
  Information for PET Applications
	 •	 PET	Products	and	User	Fees
	 •	 Submitting	PET	IND/PET	NDA	
  Applications

 The complete archived webcast of the 
meeting is available at http://www.fda.gov/
Drugs/NewsEvents/ucm236825.htm

Submitting an application
 When submitting applications, the FDA 
prefers the use of the electronic Common 
Technical Document (eCTD) format and sub-
mission through the agency’s electronic por-
tal. The agency also accepts hybrid applica-
tions in .pdf format submitted on CD/DVD; it 
is recommended that the documents be in 

Continued on page 2. See FDA New Rule for cgmp.
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CTD format with hyperlinks. Paper submissions will also be accepted; 
however, it is discouraged because of the complexity of handling pa-
per documents. All applications must be validated and accepted for 
review by the December 12, 2011, deadline. The FDA will allow those 
facilities that have submitted an ANDA or NDA before this deadline to 
continue to market and sell their products during the review and ap-
proval of their application. Failure of an existing facility to file an ANDA 
or NDA prior to the December deadline means the facility must stop 
marketing and selling their PET products until their applications are 
approved by the FDA, which may take up to three years. 
 For regulatory submissions in electronic format, information is avail-
able at www.fda.gov/downloads/Drugs/GuidanceCompliance-
RegulatoryInformation/Guidances/ucm072339. 

manufacturing facility inSpectionS
 After the December 12, 2011, deadline for submission of the NDA 
or ANDA, the FDA will gradually increase the number of inspections 
of all registered PET facilities to verify conformance with the new Part 
212 rule. The agency has indicated special training will be provided to 
inspectors so they will be familiar with the unique characteristics of 
PET products and how to inspect Part 212. 
 CTN, through its Manufacturer’s Registry, works with SNM and the 
Coalition for PET Drug Approval to keep members informed about PET 
cGMPs. As the deadline nears, CTN will update its Web site and pro-
vide additional support where possible so that clinical trials using PET 
research drugs will not be interrupted.

Excerpts from JNM Newsline – May 2011: Jeffrey P. Norenberg, Phar-
mD, BCNP, FASHP, FAPhA; Sally Schwarz, MS, BCNP, FAPhA; Henry 
VanBrocklin, PhD

FDA New Rule for cgmp  Continued from page 1. 
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Annual Meeting Highlights
ctn categorical
Molecular Imaging in Clinical Trials
7:30 am – 4:15 pm
Saturday,	June	4		•		Room	212AB

cmiit categorical
Lost and Found in Translation: Developing 
Molecular Diagnostics and Therapeutics 
for Human Use.
7:30 am – 4:15 pm
Saturday,	June	4		•		Room	209

ctn SeSSionS
Implementing Imaging in Clinical Trials 
and Update on PET Radiopharmaceuticals 
10:00 – 11:30 am
Monday,	June	6		•		Room	217C

Standardization in Clinical Trials
8:00 – 9:30 am
Tuesday,	June	7		•	Room	217C

SnmtS reSearch SeSSion 
Research, Regulations and Policies -  
Why Nuclear Medicine Technologists  
are Essential!
2:30	–	4:00	pm		•		Room	203B
Sunday, June 5

Molecular imaging is a powerful tool for drug discovery, allowing faster, cheaper, more efficient therapeutic develop-
ment to speed access to patients. Effectively employing molecular imaging requires expertise and vision to be successful.  
Research is not handled like clinical practice; specialized training and resources must be provided for imaging to meet required 
research standards and conformity. CTN has developed programs to facilitate drug development and is now ready to re-intro-
duce the molecular imaging community to our proven resources.

CTN Relaunches Programs

the ExPERTISE to get the  
job done
	•	Successful	scanner	validation	 
  program to standardize image  
  acquisition in multicenter trials
	•	Education	and	training	for	molecular		
  imaging professionals performing  
  clinical research 
	•	Web-based	imaging	site	and	manu- 
  facturers registries to facilitate  
  selection of qualified sites and  
  improve access to molecular imaging  
  biomarkers

the vISIoN to get the job 
done effectively
	•	Powerful	tools	and	resources	that		
  have never existed before
	•	A	novel	pathway	to	access	central- 
  ized molecular imaging biomarkers  
  via INDs available for cross-reference  
  for multicenter clinical trials; 18F-FLT  
  is currently available and in use
	•	Unique	partnerships	with	key	groups,		
  such as Uniform Protocols for Imag- 
  ing in Clinical Trials, to enhance the  
  use of molecular imaging biomarkers 

RESULTS you can truSt
	•	 In	multicenter	clinical	trials,	CTN	is		
  the key to:

  – Faster study start-ups

  – Higher-quality imaging

  – Fewer queries

  – Better data

www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm072339
www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm072339


 The National Comprehensive Cancer Network (NCCN®) and SNM, in 
March 2011, announced a collaboration to advance research for cancer 
imaging and therapies. Through its Oncology Research Program (ORP), 
NCCN obtains funding to support clinical trials at their 21 NCCN Member 
Institutions. As a new initiative of the ORP, the NCCN Specialized Imaging 
Research Consortium™ (SIRC) aims to advance the treatment of patients 
with cancer through the clinical application of specialized imaging tech-
nologies.  SNM’s CTN will lend its experience and proven programs to 
work with NCCN in qualifying designated imaging facilities that support 
their member institutions.
 It is well known that using molecular imaging agents in multicenter 
clinical trials has been problematic partially due to a lack of qualified imag-
ing sites and image standardization. Since its inception, the CTN’s goal 
has been to facilitate the use of molecular imaging biomarkers in clini-
cal trials, with standardization of images being the key objective. To this 
end, CTN relies on the expertise of its Site Qualification and Monitor-
ing Committee and Scanner Validation Phantom Program to ensure that 
high-quality imaging is conducted in clinical trials.  Both NCCN and the 
CTN recognize that achieving this goal is only possible through education 
and training of molecular imaging professionals performing the clinical 
research imaging.  
 “As personalized medicine continues to emerge rapidly as a major 
force in health care, the research questions answered by studies con-
ducted through the SIRC will be invaluable to patients,” said Diane Paul, 
MS, RN, vice president of the NCCN Oncology Research Program. “We 
are pleased to collaborate with SNM as we embrace our mission to  
improve the quality and effectiveness of care provided to patients with 
cancer.” 
 CTN’s collaboration with the NCCN is a key opportunity to help advance  
imaging in oncology research and will serve as an integral step in filling a 
gap in molecular imaging research. This joint endeavor is a positive step 
forward in promoting standardization in imaging, and the CTN is honored 
to be working with an organization of such high-caliber reputation.  Its 
ongoing efforts and standing in improving the quality, effectiveness, and 
efficiency of oncology practice so patients can live better lives is a priority 
for the entire research community. 

 See press release “National Comprehensive Cancer Network and  
Society of Nuclear Medicine Join to Advance Oncology Imaging  
Research” (March 8, 2011)
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Message from the Co-Chairs:  
CTN Collaborates with the National 
Comprehensive Cancer Network 
a communication from ctn co-chairs: michael m. graham, phd, 
md;  peter S. conti, md, phd;  and john m. hoffman, md 

peter conti

Snm clinical trials network co-chairs

michael graham john hoffman

CTN  
Spotlight

100th Scanner validated  
Paul Christian, CNMT, BS, PET

 CTN validated its 100th scanner the week 
of April 4—a significant milestone in the CTN 
imaging site qualification program. Scanner 
validation is a required component of a site’s 
qualification,* as it measures the imaging 
equipment’s capabilities as well as assesses 
the technical and diagnostic skills of the imag-
ing site’s personnel.  This validation process is 
integral to ensure that high-quality quantitative 
imaging data can be obtained in multicenter 
clinical trials.  
 The validation of over 100 scanners in less 
than three years demonstrates the strength, 
viability and maturity of the CTN program. 
These validated scanners provide standardized 
image quality, lesion detectability and quantita-
tive accuracy of the PET/CT scans performed 
on these systems. Industry sponsors can rely 
on the accuracy of images and standardized 
uptake value measurements from these scan-
ners. *by CTN
 See SNM press release “SNM Clinical Trials 
Network Validates 100th Scanner” (April 15, 2011)

CTN Chest Phantom

Scanning the Phantom

Mock Lesions in 
Chest Phantom



In the
NewS
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Coalition for pet Drug Approval 
Jenny Keppler, MBA, President, ImaginAb, Inc.

On December 10, 2009, the U.S. Food and Drug 
Administration (FDA) published 21 CFR Part 212 
(current Good Manufacturing Practice require-
ments for PET drugs) which applies to all produc-
ers of PET drugs—academic institutions as well as 
commercial manufacturers. The rule requires that 
producers of PET drugs for clinical use complete 
the following prior to December 12, 2011:

•	 Register	as	a	drug	establishment
•	 File	a	new	drug	application	(NDA)	or	abbrevi- 

  ated new drug applications (ANDA) for FDG,  
  NH3 and NaF 

•	 File	investigational	new	drug	(IND)	 
  applications for any other PET compounds,  
  including those with a monograph in the   
  U.S. Pharmacopeia (USP)

Meeting the new requirements and navigating 
the FDA system has been problematic for aca-
demic as well as commercial producers of FDG. 
In November 2010, SNM took a leadership role in 
organizing the Coalition for PET Drug Approval. The 
coalition represents key organizations from the nu-
clear medicine community and provides a mecha-
nism for them to interact with the FDA about the 
challenges related to the implementation of the 
rule and submission of PET NDAs or ANDAs. 

If you manufacture FDG, NH3 or NaF for clinical  
use, email coalitionforpetdrugapproval@snm.org  
to receive updates or visit www.coalitionforpet- 
drugapproval.org. The FDA and the coalition con-
tinue to address outstanding issues, as well as 
new ones as they arise, so check the site for ongo-
ing updates.

LIST oF CoaLITIoN MEMbERS:
Academy of Molecular Imaging
American Association of Physicists in Medicine
American Pharmacists Association, Nuclear  

       Pharmacy Practice Section
Council on Radionuclides and 
    Radiopharmaceuticals
Medical Imaging & Technology Alliance
National Association of Nuclear Pharmacies
Society for Molecular Imaging
Society of Nuclear Medicine
Society of Radiopharmaceutical Sciences
United Pharmacy Partners, LLC

  

Working with CTN:  
An Imaging CRO Perspective 
Neil Stoddart
Project Manager, ICON Medical Imaging

 ICON Medical Imaging (IMI) and CTN were contracted by a pharma-
ceutical partner to work together on an ongoing trial. This collaboration 
was put in place to help with the qualification of PET/CT cameras and 
to help improve standardization across each manufacturer’s equip-
ment.  The variability of these factors often creates difficulty in obtain-
ing repeatable and reliable image results in a multicenter study.  Some 
benefits IMI expects to gain from the CTN partnership are high-quality 
imaging, precision and accuracy of imaging statistics, along with ef-
ficiencies in site education and a decrease in site queries.  
 By having CTN pre-qualify sites, we anticipate smoother study ex-
ecution and an increased level of consistency in patient data.  The 
working relationship between all three companies has been seamless 
to date. IMI looks forward to the continued interactions and complet-
ing a successful trial. 

Proposed Collaboration with the  
Japanese Society of Nuclear Medicine   
Peter S. Conti, MD, PhD

   CTN and the Japanese Society of Nuclear Medicine 
(J-SNM), in conjunction with the National Institute of 
Radiological Sciences, are considering a joint collabo-
ration to promote standardization and harmonization 
using PET imaging biomarkers in multicenter clinical 
trials in Japan.  Over the past year, Dr. Chieko Kuri-
hara, on behalf of the interested Japanese groups, 
and CTN leadership have been discussing methods 

to help establish a structure within Japan that provides image stan-
dardization and manufacturing regulatory oversight. 
 A key item to furthering this effort is encouraging imaging and man-
ufacturing sites to register in the CTN database and undergo the ap-
propriate qualification requirements.  The incentive for sites is they 
will be able to participate in global clinical studies using PET imag-
ing biomarkers, not just those performed within Japan by Japanese 
companies.  To help prepare the imaging sites, CTN could assist by 
providing Japan with several of the CTN chest oncology phantoms 
and provide training and supervision of the image review.  Additionally, 
discussion has included a potential SNM/CTN half-day session at J-
SNM 2012 with topics covering clinical research imaging, PET cGMPs 
and audits, and standardized imaging protocols.  Based on these ini-
tial discussions, we all recognize the merits of such a union and look 
forward to working together on this important project. The group will 
meet at the SNM 2011 Annual Meeting to move this initative forward.

What’s happening

mailto:coalitionforpetdrugapproval%40snm.org?subject=Manufacture%20FDG%2C%20NH3%20or%20NaF
www.coalitionforpetdrugapproval.org
www.coalitionforpetdrugapproval.org
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CTN CoURSE LIST (*core courSe)

CTN101* Source documentation in  
 clinical trials 
CTN102* the language of clinical trials 
CTN103* introduction to gcp and  
 21 cfr 312 
CTN104* adverse events and Serious  
 adverse events 
CTN105 vital Signs, ecg, and other  
 physical measurements in  
 clinical trials (30 min)
CTN106* following the protocol in  
 clinical trials 
CTN107 Quality control for  
 Standardized clinical trials 
CTN108 the importance of Sops in  
 clinical trials (30 min)
CTN109 a close-up look at the 1572:  
 the investigator’s responsibili- 
 ties in clinical trials 
CTN110 pharmacokinetic Sampling:  
 blood and urine collection  
 techniques (30 min)
CTN111 reciSt and other response  
 measurement criteria 
CTN112 conflict of interest: financial  
 and otherwise (30 min)
CTN113 institutional review board [irb]  
 and review process
CTN114 Site inspections:  
 are you ready? 
CTN115 phases of drug development 

CTN Educational Program
It is well known that research training materials for molecular imaging technologists and investigators are limited. 
Ample information exists for enhancing clinical practice performance; however, clinical research is very different 
and requires specialized training. CTN attempts to close that gap by offering a number of options to educate and 
train molecular imaging personnel on the practice of clinical trials. The curriculum is developed by molecular imag-
ing technologists and investigators experienced in performing multicenter clinical research protocols within the 
current regulatory framework. The courses, offered both at SNM meetings and through online presentations, are 
invaluable to ensure that even the very basic elements of research are performed correctly. All courses are ap-
proximately 60 minutes in length unless otherwise noted.

CTN Registry Data Entry Tips
The “Administer Personnel” page is the screen used to add imaging  
staff to the database. Pre-defined positions include: technologist, 
physicist, physician/investigator, research coordinator, and other. All 
personnel working on the study should be entered into the database. 

To add a new person, click the “Add a Person” button in the top green 
band. Below the table, a generic list of data fields will open. All fields 
should be completed; however, those marked with an asterisk (*) 
MUST be completed to save the page. 

Note: If the position box is selected to read “All Positions,” only the 
generic information is collected, which is helpful if you are entering 
basic information for others. If the position box has a particular posi-
tion selected (e.g., technologist), all of the detailed questions for that 
position will also be available to complete. This is best left to the indi-
vidual person to complete on their own. 

JUNE 23 
identifying and report-
ing adverse and Serious 
adverse events

SPEakER:  
eileen Smith, mba, cnmt 

aUGUST 11  
radiation risks in clini-
cal research: putting it in 
perspective

SPEakER:
john Sunderland, phd 

oCTobER 13
obtaining vital Signs, ecg 
and pharmacokinetic Sam-
pling in research Studies 
 
SPEakER:
marybeth devine, bSrt, 
cnmt

DECEMbER 8 
fdg pet – Standardized 
protocols for ind

SPEakER:  
jeffrey yap, phd 
 

CTN Webinar Schedule 2011

CoMING SooN:  check www.snm.org/ctn for updates on the ctn 2012 webinar schedule.



Tech talk
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education leaderShip  
tranSition
LisaAnn Trembath, MSM, CNMT, CCRA, NCT, 
FSNMTS

 Education is the driver for the CTN Site 
Orientation Committee, and we are proud of 
consistently providing high-quality programs 
for physicians, technologists and other nu-
clear medicine personnel involved in multi-
center clinical trials. The CTN curriculum in 
presentation format, which started out as 
technologists helping other technologists 
learn the “ropes” in research, has developed 
into one of the most sought after offerings 
of CTN. Topics include source documenta-
tion in clinical trials; following the protocol in 
clinical trials; quality control for PET imaging 
in clinical trials; and adverse event reporting. 
Most of these programs offer CE credit and 
are recorded in webinar format for access at 
any time and from anywhere in the world.
 As outgoing chair of this committee, I want 
to express my pleasure in working with so 
many dedicated individuals during the past 
two years. Their hard work helped raise the 
knowledge level and skills of our research 
colleagues around the world. At the 2011 
SNM Annual Meeting, I pass the leadership 
of the committee and its activity to our new 
co-chairs, Marybeth Devine, and Raymond 
Taillefer, both excellent in their own profes-
sional fields and as educators. I encourage 
you to support them and the CTN Site Orien-
tation Committee in their dedication to pro-
viding exceptional educational programs for 
the entire molecular imaging community.

Research Essentials:  
Following the protocol
 Clinical research can be full of what ifs. What would you do if 
a study patient arrives two hours late for an image that is sup-
posed to occur 24 +1 hours after the injection? Or if you are 
supposed to inject 10 mCi of the study drug but there is only 7.5 
mCi in the syringe? What would you do if you believed you could 
get better looking images with higher resolution if you “tweak” 
the acquisition parameters just a bit?
 To be a great clinical research site, the answer must always be 
to follow the protocol or if you can’t, call the sponsor.
 So, what does “protocol” actually mean in the context of re-
search? According to International Conference on Harmonisation 
Guidelines (E6: Good Clinical Practice): Protocol is a document 
that describes the objective(s), design, methodology, statistical 
considerations, and organization of a trial. The U.S. Federal Code 
Title 21, Part 312, contains a more detailed description of what 
a protocol must contain:

	 •	 A	statement	of	the	objectives	and	purpose	of	the	study
	 •	 The	criteria	for	patient	inclusion/exclusion
	 •	 An	estimate	of	the	number	of	patients	to	be	studied	(this	is	 
  determined by statistical methods)
	 •	 A	 description	 of	 the	 design	 of	 the	 study,	 which	 must	 
  include a description of the control group (if one is being  
  used) and methods to minimize bias of subjects, investiga- 
  tors and analysts 

 Following the protocol will minimize deviations and violations, 
something you should always strive towards. The two terms 
mean something very different and have varying degrees of 
affect on the study. A deviation is a variation from processes 
or procedures defined in a protocol, but does not preclude the 
overall evaluability of subject nor affect the safety of subject, 
whereas a violation is a significant departure from processes or 
procedure that may affect the evaluability of the data
 Nothing is worse than asking a patient to give their time to 
a study, often when they are physically or emotionally compro-
mised, and then have the data thrown out because the protocol 
was not followed. 

Marybeth Devine, Raymond Taillefer, MD
BSRT, CNMT Center Hospitalier de 
Lantheus Medical l’Universitéde Montréal
Imaging 

Tech tip
Know the detailS 
Deb Gibbs, MEd, PET, CNMT

When presented with a new clinical trial, it’s a great idea to produce 
a teaching video or PowerPoint to ensure each step is followed in the 
proper sequence. This is a great way to streamline staff questions before 
actually starting the trial. Beginning with quality control of the phantom 
through patient procedures, your staff will easily overcome intimidation 
by demonstrating the required methods. The PowerPoint or video may 
also serve as documentation for staff CEU purposes as well as your in-
stitution’s accreditation documentation. Don’t get caught by the devil in 
the details!
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SNM/CTN Outreach
CTN’s mission to facilitate the use of molecular imaging biomarkers 
in clinical trials includes participating in meetings that reach outside of 
our own molecular imaging community. We are pleased to be part of 
the following two symposia.

american Society of clinical oncology  
annual meeting 2011  
Date/Time:  June 3, 3:30 – 4:45 pm
Title:  Molecular Imaging in Cancer Clinical Trials
Speakers:   David Mankoff, MD, PhD, and  
  Anthony Shields, MD, PhD

world pharma congreSS  
Date/Time:  June 9, 9 am
Title:  Molecular Imaging in Clinical Trials: Advancing Drug   
  Development
Speakers:   Peter S. Conti MD, PhD

drug information aSSociation  
annual meeting 2011
Date/Time: June 22, 10:00 – 11:30 am 
Title:   Quantitative PET Imaging with F-18 FDG and F-18 FLT:  
  Using Imaging Biomarkers in Multicenter Clinical Trials
Speaker:  Peter S. Conti, MD, PhD

Meet our CTN Intern and Fellow
ctn pet fellow
aarti KauShiK, md 
The SNM PET Fellow for the 2011/2012 academic 
year is Dr. Aarti Kaushik, a nuclear medicine fellow at 
the University of Southern California in Los Angeles.  
As the PET fellow, she will be instrumental in helping 
develop a course for residents and fellows on per-

forming clinical research using PET imaging biomarkers.  Dr. Kaushik 
will also assist CTN on projects related to PET imaging and clinical 
research during this year of fellowship. 

ctn intern 
Xiaofei wang, md, phd

SNM has had an intern program for Councils and 
Centers in place since 2009. The purpose of the 
internship program is to identify and train future 
leaders of SNM in the structure, governance, and 
operations of the organization and ensure effective 

leadership that advances the mission and goals of the organization. 
This year, CTN was fortunate to be able to select one of these can-
didates, Xiaofei Wang, MD, PhD, who will serve as an intern of the  
Center for 2011-2013.  Dr. Wang is currently a resident in nuclear medi-
cine at Johns Hopkins University and is excited to expand his training 
to include PET imaging in clinical trials. 

NCI CENTERS oF  
QUaNTITaTIvE IMaGING  
ExCELLENCE PRoGRaM
Michael V. Knopp, MD, PhD, and  
Nathan C. Hall, MD, PhD
Ohio State University, James Comprehensive 
Cancer Center

 In April 2010, the National Cancer In-
stitute (NCI) launched a new program to 
qualify existing NCI Comprehensive Can-
cer Centers with an added designation 
as Centers of Quantitative Imaging Excel-
lence (CQIE). The primary objective of the 
CQIE program is to establish a resource 
of experienced “trial ready” sites within 
the NCI Comprehensive Cancer Centers 
program capable of conducting advanced 
clinical trials where there is a key mo-
lecular and functional imaging endpoint.  
Qualification started in August 2010 and 
participation is currently open only to the 
58 NCI-designated Comprehensive Cancer 
Centers. 
 The qualification consists of advanced 
phantom morphological and functional 
testing that goes beyond the current ACR 
credentialing. It requires active participa-
tion by the institution’s imaging science 
team to ensure technological implemen-
tation and consistency for the testing pro-
tocols. Once a center is initially qualified, 
mandatory ongoing testing and review 
with a follow-up audit are anticipated. This 
effort can simultaneously serve as an or-
ganizational starting point to further refine 
standards in advanced imaging procedures 
that go beyond clinical care, but are es-
sential for the success of NCI-designated 
Comprehensive Cancer Centers. 
 Our experience has been very posi-
tive and the expectations are reasonable; 
however, it does require inclusion of local 
expert teams as the sites are designed to 
qualify at a level of excellence necessary 
for advanced trials. This effort will certainly 
facilitate a much more rapid and consis-
tent implementation of advanced imaging 
procedures in multicenter trials and should 
help to better establish molecular imaging 
readouts as important biomarkers in clini-
cal trials.
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Save the Dates
Society of Radiopharmaceutical Sciences
August	28	–	September	2,	2011		•		Amsterdam,	The	Netherlands

CmoD – Critical markers of Disease
September	12	–	13,	2011		•		Bethesda,	MD

SNm Nuclear medicine week
October 2 – 8, 2011  www.snm.org/nmw

AACR-NCi-eoRtC: molecular targets and Cancer therapeutics
November	12	–	16,	2011		•		San	Francisco,	CA

RSNA 97th Scientific Assembly and Annual meeting
November	27	–	December	2,	2011		•		Chicago,	IL

SNm mid-winter meeting
January	26	–	29,	2012		•		Orlando,	FL

multimodality Cardiovascular molecular imaging Symposium
April	19	–	21,	2012		•		NIH,	Bethesda,	MD

SNm Annual meeting
June	9	–	13,	2012		•		Miami,	FL

CTN Web Site: New and improved!
Check out our new look and enhanced information on 
imaging in research trials at www.snm.org/ctn. 

www.snm.org/nmw 
www.snm.org/ctn

