HL7 Professional Credentialing Program
Business Plan
20176
Table of Contents
Executive Summary	2
Introduction – Hans	3
Landscape	3
Summary/Analysis of survey.	3
Certification Program Description - Hans	6
Eligibility Criteria – Ginny / Calvin	6
Certification Process & Maintenance - Ginny	6
Program Development and Maintenance Strategy - Sharon	8
New Exam Development	9
Exam Maintenance Plan	10
Reference Maintenance Plan	10
Accreditation	10
Auditing	10
Tracking Tools	10
Pricing & Member Discounts – Calvin/Hans	10
Risk Assessment & Mitigation Plan - Austin	10
Program Plan	11
Staffing Plan	11
Technology Plan	11
Marketing & Advertising Plan	11
Communication Plan	11
Financial Plan	11




[bookmark: _Toc461961025]Executive Summary
To be completed as final step.

[bookmark: _Toc461961026]Introduction – Hans
HL7 currently offers certification opportunities in the areas of V2, V3 RIM, and CDA.  While well received and popular, these opportunities result in limited interactions with HL7 and do not provide the marketplace with a broader understanding of an individual’s qualifications as an HL7 implementer in general with specific focus in one or more areas.  More recently we have started to see a decline in the V2, V3 RIM and CDA certifications, while interest in a FHIR certification is growing.
The goal of the HL7 Professional Credentialing Program is to establish a curriculum, process, and infrastructure to enable individuals to become an HL7 Credentialed Professional with specialization in one or more areas (e.g., V2, CDA, Public Health, FHIR, etc.) that entitles them to use a formal, recognized title, while creating a lasting membership relationship of those individuals with HL7 as members to create a stronger HL7 community.
The HL7 Professional Credentialing Program is built on the certification programs available today, but substantially extends on it by requiring ongoing commitment of the participant to maintain currency and proficiency, while the current certification program only requires a one-time test to be certified on a particular topic.
[bookmark: _Toc461961027]This program is different from the HL7’s Fellow program, which is a peer recognition program that recognizes the contributors of long-term HL7 members to the organization and the industry.  

Landscape
HL7 currently offers three exams focused on certification of knowledge:
· Clinical Document Architecture (CDA®)
· HL7 Version 2 (V2) 2.7
· HL7 Version 3 (V3) RIM 2.36 

Efforts are in progress on two more:
· Arden
· FHIR ?? (Graham)

To date, 4,743 certifications of knowledge have been issued:
· V2	3,581
· CDA	808
· V3	354

[bookmark: _Toc461961028]Summary/Analysis of survey.
To determine whether there is an opportunity to expand this program, the HL7 Board approved funding of a survey to gauge interest and value of an expanded program.
Publicom conducted a survey during March-April 2016 with the following goals:
· To identify the relative level of interest in a professional certification program.
· To understand what respondents perceive are the benefits of professional certification.
· To understand respondents’ views on key components of the program.
· To help identify key marketing messages in the event that there is a positive response to developing a professional certification program.

The survey received 470 responses, of whom 63% were HL7 members already, 26% were not, while the remaining 11% did not know.
Of the 470, varying number of respondents answered the subsequent 17 questions.  Questions addressed both those who would potentially employ HL7 Certified Professionals, as well as those who would be themselves HL7 Certified Professionals.
Respondents were mostly representative of software developers, consultants, and providers, those we expect to be mostly involved in the implementation of our standards.
[image: ]
While most of the responders were located in the US considering the available mailing lists, it was valuable to also receive input from outside the US as well.  This area needs to be further explored with the International Council to determine how much the program can be extended beyond the US.
[image: ]
Based on the responses, the following key findings could be summarized:
· 95% of respondents are very or somewhat interested in learning more about HL7 professional certification
· 92% of respondents believe HL7 professional certification would be beneficial to employers seeking to hire HL7 implementers
· 92% of respondents believe HL7 professional certification would be beneficial to individuals who are HL7 implementers
· 85% of respondents say HL7 should offer a professional certification program
While there was overwhelming support to introduce an HL7 Professional Certification Program that establishes an HL7 Certified Professional, we did receive a number of cautionary comments, including skepticism on the value of this program.  These considerations have been carefully reviewed and included as appropriate as requirements that the program must address to be successful.
Based on these survey outcomes, the HL7 Board agreed to proceed with the development of this business plan.
[bookmark: _GoBack]

[bookmark: _Toc461961029]Credentialing Program Description - Hans
The proposed HL7 Credentialing Program would provide for the following:
· Accredited HL7 Credentialinged Professional credentials (e.g., CHL7)
· Valid for 3 years

This requires the following commitments from the individual:
· Active HL7 member through their organization (see note in Financial Plan)
· Ongoing education and practical experience to qualify for re-certification

The program must meet the following requirements to be successful:
· Establish a core set of capabilities the individual must demonstrate
· Knowledge of standards (tests using current/new certification tests)
· Assessed periodically based on changes in the standards, guidance, and landscape
· Practical implementation experience (e.g., peer references)
· Apply to integration developers across software developers, consultants, providers, government, etc.
· Be affordable globally, but may have stratified fee schedule
· Qualified staff to manage and maintain the program
· Education
· Certification Process
· Marketing
· Enable further tailoring to specific:
· Mandatory: Areas of focus / specialization (product family and/or setting)
· Optional: Geographic area / realm
· Include recognized implementers to develop and validate the program content
· Provide continuous feedback loop on the value and quality of the program
· Provide a registry of current HL7 Certified Professionals to enable validation of credentials
· Accredited program and credentials through ICE (International Certification ??).

We addressed the question whether this is a credentialing or a certification program.  To avoid confusion with certifications issued to date for individual tests and to be consistent with terminology used in the industry, e.g., NEHA’s terminology, we opted to consider the program and the credentials received the credentialing program, while individual tests that validate the participant’s knowledge a certification test.

[bookmark: _Toc461961030]Eligibility Criteria – Ginny / Calvin

Organize based on what is needed for the first step, vs. a maintenance step.
Candidate Preparation:

To sit for the exam, the applicant must have prior formal education and HL7 implementation experience:

□	Bachelor’s degree or higher plus 2 or more years full time experience implementing HL7 
	standards.
□	Bachelor’s degree or higher plus 4  years part-time experience as an HL7 standards
	Implementer.
□	Associate’s degree (2 years) plus 3 or more years full-time experience as an HL7 standards
	Implementer.
□	Associate’ degree (2 years) plus 5 years part-time experience as an HL7 standards
	Implementer.
-	Post-baccelareate training (masters, certificate, certification MD, pHD, etc) in informatics or Health IT and 1 year full time experience implementing HL7 standards.
□	No degree plus 4 or more years full time experience as an HL7 standards Implementer.
□	No degree plus 6 years part time experience as an HL7 standards Implementer.

They need 50 points of the following:	Comment by Buitendijk,Hans: Is this for the initial step, or maintenance step?
Training and participation: At least 10 points
1) HL7 training (HL7 or other organization) within the last 3 years – 1 point for 1 hours of training with HL7 .5 points for one hour of HL7 training outside of HL7.  Full day of WGM tutorials = 6 pts.  This can also count if you are the trainer.
2) Standards development – 10 points for each year of active involvement (attending WGMs, WG conference calls, balloting, connectathons, list servers or other HL7 communities.
Implementation experience: at least 20 points.
3) Implementation experience: Developed, supported, configured, analyzed, managed, or tested HL7 CDA implementations – 1-25 pts:10 pts per personyear of full time experience.  
4) Implementation experience: Developed, supported, configured, analyzed or tested or managed HL7 V2 implementations. – 1-25 pts:10 pts per personyear of full time experience.  
5) Implementation experience: Developed, supported, configured, analyzed, managed, or tested HL7 FHIR implementations.  – 1-25 pts:10 pts per personyear of full time experience.  
6) Implementation experience: Developed, supported, configured, analyzed, managed, or tested an HL7 standard implementations using an HL7 standard that is not V3/CDA/FHIR/V2.  – 1-15 pts:10 pts per personyear of full time experience.  (examples, EHR, SOA, Arden Syntax, CCOW, others)
Certification: at least 10 points
7) Successfully passed an HL7 V2/V3/CDA/FHIR/other certification test (at least one required)  10 pts per certification.

They need to submit their resume or CV and provide a reference who can attest that they have at least a year of implementation experience with any HL7 standard.

Candidates fill out the application on the website, pay fee, upload resume or CV, and provide a reference.

We can grandfather in existing HL7 members who meet certain criteria (TBD). These members would also have re-certify periodically. Need to capture the implementation experience of existing members as part of that.

[bookmark: _Toc461961031]Certification Process & Maintenance -– Ginny/Austin
Need a description of the overall process, not just the candidate entry criteria.

Application for Certified HL7 Professional Implementer Examination.



Applications are reviewed automatically by a tool to determine if acceptable and then are able to choose a test date/time.

Applicants sit for test.  If applicant passes the test, they are informed they are certified.
They are sent digital badge, and directions for certification maintenance and use of the certification.
Certifications are added to the HL7 site and announced publicly.  Test is developed and maintained using a formal certification test development process to ensure fair relevant and legally defensible criteria.

Applications are picked randomly for audit.  Auditing is manual by an established audit team and consists of reviewing application and CV and making contacts with references, etc. as needed.

Renewal requirements?
Either keep with continued education/webinars/efforts (verifiable), or re-do as if new.
[bookmark: _Toc461961032]Program Development and Maintenance Strategy - Sharon
To have a viable professional certification program it is essential that is kept up-to-date and fresh.  The proposed strategy is to:
·  Create new exams
· Keep exams current
· Validate/surveillance of references and practical experiences
· Maintaining a registry of credentialed professionals

Tie back to the risks in the Risk Management topics that are applicable to this topic.

This involves the following steps and efforts:
· Exams
· New Exam Development
· Exam Maintenance
· References
· ??
· Accreditation
· ??
· Auditing
· Certified Professionals
· Program

[bookmark: _Toc461961033]New Exam Development
· Conduct Job Task Analysis
Purpose: To describe what the individual holding the certification should know and be able to do (job description).
· Select Subject Matter Experts (SME) who can define the job description/tasks.
· Create survey instrument based on analysis to validate the job description. 
· Develop Test Blueprint
Purpose: To define attributes of the exam.
· Includes competencies based on Job Task Analysis survey results (2 days)
· Blueprint reviewed for completeness, redundancies and identification of gaps (3 days)
· Blueprint reviewed by SMEs and/or Certification committee (4 hours)
· Develop Test Items
Purpose: To create a pool of items (questions) developed and based on the Blueprint.
· Item Writing for exam
· Select Item Writers (Sharon and committee)
· Train Item Writers (2-4 hours)
· Assemble Reference Materials for question verification (2 weeks)
· Write multiple choice questions (5-7 8-hour working days)
· Assemble Expert Technical Review Panel
Purpose:  To review items for validity, reliability, difficulty, references, Certification committee (2-3 days depending on the length of the exam)
· Create Beta Exam
Purpose: Enter questions into exam form through Webassessor
· Invite volunteers to beta test the exam
· Offer an incentive 
· Market the opportunity
· Beta testing: 3-6 months
· Analyze Beta Exam Results
Purpose: To select the best performing items for the final exam
· Review item performance and have committee members review problematic items. (Webassessor provides statistics for statistical review) (8 hours)
· Select items for exam and place others in item bank for use with Sample tests and Qsteam “Ed to Go” mobile test preparation app.
· Develop Cut Score
Purpose: To determine a fair and reasonable passing score
· Select method: generally the Modified Angoff or Extended Angoff method for our purposes
· psychometrician recommends to committee (2 hours)
· Committee agrees and approves
· Launch Final Version of Exam
Purpose: To deploy valid, reliable and legally defensible exam
· Determine qualifications to take the exam
· Establish review board to vet applications
· Set pricing
· Create Training Resources
· Market availability of exam
· Determine interval between unsuccessful attempt and next attempt to pass the exam.

More in-depth descriptions of these processes can be found here:  Althouse, L. A. (2000). Test development: Ten steps to a valid and reliable certification exam. In Proceedings of the Twenty-fifth Annual: SAS Users Group International Conference, April (pp. 9-12).
[bookmark: _Toc461961034]Exam Maintenance Plan
Please see document below:
?? - Sharon
[bookmark: _Toc461961035]Reference Maintenance Plan
?? - Sharon
[bookmark: _Toc461961036]Accreditation
To ensure our program is reputable and recognized, we must obtain an accreditation of the program.  We propose this to be done through IACET..  There is a 6-9 month process to get IACET accreditation and the cost to maintain the accreditation is ~$1000 per year (not including HL7 time to prep)
?? Austin – Are these numbers in the financial plan?

[bookmark: _Toc461961037]Auditing
??
[bookmark: _Toc461961038]Tracking Tools
What tracking tool capabilities do we need to track the development/maintenance of exams?
Develop and/or select tools that can:
· Provide program descriptions and qualification requirements.
· Enable registration of interested candidates
· Provide on-line exams
· Track what candidates have taken (exams) and their references.
· List certified individuals.

For more information see: http://www.scdm.org/sitecore/content/be-bruga/scdm/Certification.aspx.  Also, see SCDM Handbook: 



[bookmark: _Toc461961039]Pricing & Member Discounts – Calvin/Hans
Use Austin’s spreadsheet as the starting point.
[bookmark: _Toc461961040]Risk Assessment & Mitigation Plan - Austin
The survey identified a number of potential risks.  The project team reviewed these risks and identified potential mitigations that have been reflected in the program definition.  For further details on this analysis, see the spreadsheet attached.

 	
[bookmark: _Toc461961041]Program Plan
Initial Rollout – FHIR
Timelines/Roadmap/Implementation Plan
Phase 2 and beyond – V2, C-CDA, etc.
[bookmark: _Toc461961042]Staffing Plan
Cover both HQ and volunteer staffing.
[bookmark: _Toc461961043]Technology Plan
Based on the requirements defined to date we need to consider the following types of tools:
· ATutor Learning Management Tools: http://www.atutor.ca/
Moodle: https://moodle.org/		
Diego may know about this platform

· iHRIS: http://www.ihris.org/about/

[bookmark: _Toc461961044]Marketing & Advertising Plan
?? -– HQ - Melanie
[bookmark: _Toc461961045]Communication Plan
?? -– HQ - Melanie
[bookmark: _Toc461961046]Financial Plan



Sharon: Considering the FHIR certification efforts to date, how does that impact the $75,000 startup estimate of the credentialing program. 

FIVE YEAR PROJECTION OF INCOME AND EXPENSE

REVENUES			Year 1		Year 2		Year 3	b	Year 4		Year 5
Start-up Funding		$75,000
Certification Revenue		    -		$25,000	$37,500	$50,000	$62,500
Other Income (licensing fees)*			$20,000	$25,000	$30,000	$35,000

TOTAL REVENUES				$45,000	$62,500	$80,000	$97,500

EXPENSES

General & Administrative 
Expenses			$25,000	$25,000	$10,000	$10,000	$20,000
Marketing			     -		
Program Development		$50,000	$25,000	     -	   	    -		$10,000
Program Delivery Expense	      -		$10,500	$15,250	$20,000	$25,000		
Infrastructure (license fees, maintenance, etc. of tools used)

TOTAL EXPENSES		$75,000	$60,500	$25,250	$30,000	$55.000

NET INCOME (LOSS)		    -	  	($24,500)	$37,250	$50,000	$42,500

We need to adjust for multiple modules.  Was based on singular set of content.

Assumptions for Projections
Revenues:
Source(s) of start-up funding and support during development and initial operating phase are HL7 funds from reserves, and potentially contributions from member organizations as well as a “surcharge” on member dues.

Revenues are generated mainly by testing fees in the early years and are dependent upon potential candidates, and company support. Certification renewal fees and other ancillary income from certification-related products and services are not included, but these revenues would most likely occur after Year 3 of program operation.

Revenue estimates are based on volume estimates calculated from HL7 certification activity for current certification exams and an estimated certification fee of $250 which averages member ($199) and non-member fees ($350) and weights the number in favor of more member participation.

Model Discussed:
· Initial Step
· Prerequisites + test (FHIR, V2, or CDA) + administrivia gets CHL7 behind your name for 3 years.
· $360 for members, TBD for non-members (should we offer to non-members?  Most other organizations require membership)
· Maintenance Step every 3 years
· Choice of 
· re-doing the then most current test + pre-requisites + administrivia = $360
· education credits (classes, volunteering, etc.) + pre-requisites + administrivia = $200 + whatever each education credit cost

To be discussed in other sections:
· What are valid education credits?  How much do you need?
· How much does V2 and CDA need to be bolstered to be equivalent of FHIR?
· How do we support someone who wants to cover FHIR and V2 and CDA and be recognized to be a specialist in that?

Expenses:

· Program development costs include testing and software consultants, honoraria to volunteer subject matter experts, and so forth.
· Marketing and sales cost include development and distribution of marketing collateral materials, events, travel associated with marketing functions and social media outreach.
· Test delivery and administration costs include cost of registering, administering, tracking the examination results, and providing recognition on the HL7 website as well as pins and digital badges for successful candidates.
· General administration and overhead expenses include equipment, telecommunications, headquarters staff support.

Financial Contingencies:

· In Year 1 consider assessing members a one-time cost of $15 to be a partner in the development of the implementer certification program. These funds would support the next year of development.
· In Year 2 of development, consider a fund-raising campaign during which organizations contributing $500 or more would be considered “gold card partners” in the program and would be eligible for group discounts for their employees in the first year that Implementer certification is offered. The discount incentive could be based on the size of the company’s contribution and the number of candidates certified.

Consider that individual members in good standing who are not part of a larger organization can be a certified implementer.  Discounts?  Other?


Appendix A
Include full Publicom report.

FHIR
· Focus of FHIR is on the “instructor/consultant/advise” who can help/train those creating implementation guides, not the implementer community per se.
· Initial focus on Certification
· Submit resource (part of eligibility criteria first)
· Questions
· Don’t have test test yet.
· Interested in Credentialing with STU 3.
· Concerned charging too much.  Reviewed equivalent, but no conclusion.  Saw anything between $200 and $2000.  Depends on how much it comes with.
· ?? Need to distinguish between “instructor” vs. “regular” implementer.??
· How much is really different though?  So far no indication that some of the “instructor” type questions are irrelevant to the “regular” implementer.
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Society for Clinical Data Management 


CERTIFICATION HANDBOOK 


 


Introduction 
Thank you for your interest in the Society for Clinical Data Management’s (SCDM) Certified Clinical 


Data Manager (CCDM
®
) examination and for choosing SCDM as your certifying organization. 


 


About SCDM 


The Society for Clinical Data Management 


(SCDM) is a nonprofit professional 


society founded to advance the discipline 


of Clinical Data Management. The binding 


interest of all members is quality clinical 


data management practices. 


 


SCDM was founded in 1994 and has 


grown to be a premier data management 


organization which embodies upwards of 


2,600 domestic and international members 


who represent the biotechnology, medical 


device and pharmaceutical industries; as 


well as members of the academic, 


regulatory and scientific research 


communities.  Third party organizations 


that support these groups include: Contract 


Research Organizations, consultants, 


hardware and software vendors and 


placement firms and represent an 


important portion of the Society’s 


membership. 


 


 


 


 


 


SCDM Core Values 


Knowledge and Experience of our 


Members 


The intellectual capital and collective 


experience of our members are our greatest 


assets. SCDM relies on and embraces the 


participation and contributions of our 


members and volunteers. 


Scholarship 
SCDM encourages and promotes rigor and 


discipline in the research of topics affecting 


our industry. Our positions, publications and 


programs are the result of scholarly 


investigation. 


Quality and Continuous Improvement 
SCDM is committed to the development and 


enhancement of products, services and 


relationships of the highest quality. 


Open Communication 
SCDM encourages open communication and 


information sharing. We provide our 


members with insight to the organization’s 


initiatives and activities. 


Integrity 
SCDM exemplifies and expects honesty and 


integrity. 


 


SCDM Certification Philosophy 


The Society for Clinical Data Management established the certification program for clinical data 


managers to institute a standard of knowledge, education and experience by which clinical data 


managers would be professionally recognized by the medicinal, biological development and 


medical device therapies community.  Through a rigorous application and examination process 


certified clinical data management professionals are able to demonstrate a high level of 


competence and expertise in their field. 


 


The SCDM certification program was designed to meet the following goals: 


 Establish and promote professional practice standards throughout clinical data 


management 


 Identify qualified professionals within the profession 


 Ensure recognition of expertise 


 Enhance the credibility and image of the profession 
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About the CCDM
®
 Exam 


The CCDM
®
 exam, revised and released in September 2008, contains 130 multiple choice 


questions. Candidates are allotted 3.5 hours for this exam. 


 


Application Process 
Certification application is available online at https://www.scdm.org/certification/ 


application/Default.aspx. An application is also included in the back of this handbook and 


marked as Appendix 1. 


 


Please send all certification applications to your relevant office: 
 


American Office Global Headquarters India Office 


Society for Clinical Data Management, Inc 


1444 I Street, NW, Suite 700 


Washington DC, 20005, USA 


Tel:  +1-202-712.9023 


Fax: +1-202- 216.9646 


info-am@scdm.org 


Society for Clinical Data Management, Inc 


300 Avenue de Tervueren 


B-1150 Brussels, Belgium 


Tel:  +32-2-740.22.37 


Fax: +32-2-743.15.50 


info@scdm.org 


Society for Clinical Data Management, Inc 


410, Madhava, Behind Family Court 


Bandra Kurla Complex, Bandra (East)  


400051 Mumbai, India 


Tel:  +91 22 61432600  


Fax: +91 22 67101187 


Info-in@scdm.org 


 


What are the Costs? 


The cost to sit for the SCDM CCDM
®
 exam is $250 (US).  The Society for Clinical Data 


Management will accept check, money order or credit card.  


**Note: if we are unable to process your application, a portion of the application fee less 


administrative costs, will be returned to you.  However, once your application is accepted, the 


fee is nonrefundable.  


 


Certification Application Status 


Once your application has been processed, approximately 14 days after it is submitted, you will 


receive a letter of acceptance, denial, or a request for further information. The letter of 


acceptance will include an eligibility ID required to schedule your exam. You will have 90 days 


from the date of your acceptance letter to take your exam. The “90 days” is referred to as your 


eligibility period. We recommend that you schedule your exam immediately upon receipt of your 


acceptance letter.  


 


Rejection of Certification Application 


Applicants must meet at least one of the eligibility requirements listed on the Eligibility 


Requirements Document marked as Appendix 2. If an applicant does not meet the requirements, 


they will be entitled to a full refund. 


 


Testing Agency 


The certification exam will be offered at Prometric test centers, the professional testing agency 


secured by contract to assist SCDM in the administration, scoring and analysis of the  



https://www.scdm.org/certification/%20application/Default.aspx

https://www.scdm.org/certification/%20application/Default.aspx

mailto:info-am@scdm.org

mailto:info@scdm.org

mailto:Info-in@scdm.org

file:///G:/SCDM/Certification/Web%20updates/Eligibility%20update%202008.pdf

file:///G:/SCDM/Certification/Web%20updates/Eligibility%20update%202008.pdf
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certification examination throughout North America and internationally. Once your application 


has been accepted, you will schedule the date and time of your exam directly through Prometric. 


 


 


What to provide when scheduling your exam 


Candidates must provide Prometric with eligibility ID number, exam name and preferred exam 


date when making an appointment. Prometric will only schedule appointments for paid exam. 


When candidates make appointments, Prometric will provide instructions about ID requirements 


and test center locations. 


 


Scheduling Your Exam 
To schedule your exam online, access the Prometric Web site www.prometric.com.  


In the United States and Canada, Prometric will use best efforts to provide Candidates with a test 


seat within fifty (50) miles and thirty (30) days of his/her requested date and location. Outside 


the United States and Canada, Prometric will make reasonable efforts to provide each Candidate 


a test seat within one hundred (100) miles and thirty (30) days of his/her requested date and 


location. 


 


Thirty (30) days is defined as fifteen (15) calendar days before Candidate’s requested 


appointment and fifteen (15) calendar days after Candidate’s requested appointment. 


 


Extensions 


Applicants may request an extension of their eligibility period due to serious medical reasons, 


personal tragedy, or unforeseen events. The following rules apply: 


 Must request extension two weeks prior to scheduled examination (if possible) 


 Must be seriously ill (or member of immediate family seriously ill) 


 Documentation may  be requested 


Applicants must contact the SCDM office directly for all extensions by phone, mail or e-mail. 


 


No Show, Late Arrival and Rescheduling 


The Exam Cancellation/Change Deadline for any exam that has been scheduled is as follows: 


 United States and Canada – two business days notice prior to exam before noon EST 


 Outside the US and Canada – five business days notice prior to exam before noon   


Regional Registration Center (RRC) time 


 


Cancellations/changes must be made and confirmed direct contact with RRC, CSCC or test site 


personnel, or through the Prometric Registration Web site. Leaving a message on a recorder or a 


voice mail (except through the IVR system) is not sufficient to confirm cancellation/change. 


 


Once the Candidate has registered and is scheduled for an appointment time at a Prometric test 


site, the Candidate cannot transfer his or her appointment to another Prometric test site that is not 


served by the same Regional Center. 



http://www.prometric.com/
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Candidates will be charged the entire certification exam fee in the event that they negligently “no 


show” for the certification exam. SCDM realizes that there are extreme cases, i.e., sudden illness,  


death of an immediate family member or an accident on the way to the exam that prohibits you 


to sit for the exam. Candidate will be expected to present a physician’s note, death 


certificate/obituary, police/accident report, or other valid documentation to reschedule. Candidate 


will be assessed a fee to reschedule the exam. This fee covers SCDM costs for adjusting 


eligibility and registration records.  


 


What to expect when you get to the Test Site 
Identification and Check-in 


Prometric check-in procedures will include Candidate identification verification either through 


verification of one photo ID containing a signature or verification of one signature ID. Prometric 


will require all Candidates to sign a Prometric logbook. Signature in the logbook will be checked 


against the Candidate ID signature. Candidates will be required to sign the logbook upon 


completion of the Exam as well as at check-in.  


If Candidate has no valid ID, Candidate must, prior to an appointment, arrange with SCDM for 


approval of an alternate form of ID. SCDM will in-turn contact Prometric at a telephone number 


designated by Prometric before Candidate's scheduled appointment date specifying exactly what 


ID is acceptable. Candidates who do not produce a valid ID at the scheduled appointment will 


not be allowed to take the Exam.  


Candidates will be charged a cancellation fee equal to the Per-Exam Delivery Charge for the 


appointment time scheduled, and Candidate will not receive a refund of the Candidate testing 


fee. If Candidate arrives more than fifteen (15) minutes late for a scheduled appointment, the test 


center staff may choose not to seat the Candidate if doing so disrupts the test center's other 


scheduled appointments. If the test center staff does not seat the Candidate, due to late arrival, 


there will be no refund of the Candidate testing fee. 


Taking the test 


There is ample time (3.5 hours) allocated to take the test. During the exam, you are permitted to 


take unscheduled breaks, however please note, the clock will not stop. You should plan to bring 


a snack or beverage with you since these provisions may not be available at all test centers.  


 


Equipment provided at the test center 


Minimum standard test center equipment is a Pentium based computer with at least a 100 Mhz 


CPU, 32 MB RAM, 17" SVGA Color Monitor, 8Mb Video RAM, Creative Sound Blaster Sound 


Card, and headphones (for listening to passages during an assessment). Workstation Operating 


System is Windows 98. The certification exam is compatible with these operating parameters. 


 


ADA Compliance 


The physical construction of test centers located in the United States will at all times conform in  
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all material respects to the standards established by the Americans with Disabilities Act of 1990 


(ADA). The test centers located outside the United States will make reasonable efforts to  


accommodate Candidates in a manner substantially similar to the standards of ADA, but 


Prometric will not guarantee complete conformance with ADA. 


In the event special accommodations are needed such as a reader, amanuensis, or signer, the 


candidate must contact SCDM for assistance; Prometric testing centers are not required to have 


these services available. 


Refunds 


Once you schedule your test date it will be important that you take the test on your scheduled 


date. A fee will be assessed if you miss your scheduled test date without following the 


rescheduling procedures listed on the Prometric website.  


 


Preparing for the Exam 


SCDM offers a webinar series at least four times per year on topics related to the exam as well as 


for professional development. SCDM also offers face-to-face workshops twice per year in 


collaboration with Duke University’s Clinical Research Institute. The Annual Conference 


sessions are also a significant source of information and are archived on our website. Finally, 


Good Clinical Data Management Practices (GCDMP) is a foundational resource that will also 


help with exam preparation and is available in print form and as podcasts. 


 


The SCDM Education Web Portal (http://portal.scdm.org) is an excellent source for additional 


resources to help candidates prepare to sit for the exam. This portal includes a self-assessment 


tool to help identify areas needing further study and direct users to helpful resources. These 


resources will include online short courses, reference materials and the DataMatters listserv to 


help answer questions and coach candidates as they study for the exam.   


 


After the Exam 
 


Notification of Results 


Upon completion of the exam your results will appear on your screen. You will receive a print 


out of your results at the test site.  


  


If you pass the exam 


After completing the examination, candidates will receive, via mail, a CCDM
®
 certificate, 


CCDM
®
 pin and test results. Those who successfully complete the examination are asked to fill  


 


 


 


 


 



http://portal.scdm.org/
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out a survey which will be incorporated into SCDM publications. Candidates who pass may use 


the appropriate credential immediately. 


 


If you do not pass the exam 


The applicant may retake the exam within one (1) calendar year of the formal notification letter 


date of your original exam results. After that, a full application must be submitted and the full fee 


structure applies. 


 


The fee to retake the CCDM
®
 exam is $225 (US).  


 


A retake exam application is available online and can be found at the back of this handbook, it is 


marked Appendix 3. 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 



file:///G:/SCDM/Certification/Web%20updates/2008%20Exam%20updates/2008%20Retake%20Application.pdf
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CCDM
®
 Renewal   


SCDM Certified Clinical Data Management professionals (CCDMs) are required to renew their 


certification every three years from the time of their original certification. By renewing, CCDMs 


demonstrate their willingness to continue to advance within the field and commitment to 


continued growth in both knowledge and competency in clinical data management. 


The CCDM
®
 renewal application must be submitted along with: 


 Renewal or exam fee 


 CEU submission form, Appendix 4 (required for non-SCDM CEU courses only) 


 CEU certificates from all educational events (Non-SCDM)  


The renewal application can be found at the back of this handbook; it is marked Appendix 5. 


To renew certification, candidates must acquire a minimum of 1.8 CEUs within 3 years. 
This time frame begins from the date of certification until the date the CCDM


®
 eligibility 


expires. 


Obtaining CEUs through Educational Training and Conferences 
SCDM requires that at least 60% of CEUs come from clinical data management (CDM) specific 


training.  


SCDM allows up to 40% of CEUs to come from non-CDM specific training such as Society 


volunteer activities. SCDM recommends that CEU applicants consider the CCDM
®
 Core 


Competencies when choosing any non-CDM specific training. For further explanation, view the 


CEU percentage breakdown chart (Appendix 6) 


SCDM will accept CEU certificates for training completed within organizations that offer 


IACET CEUs. CEU certificates must be provided for each training course completed. 


Certificates for CEUs from public/nonprofit organizations (SoCRA, DIA, ACRP, Universities)as 


well as private organizations (Barnett, EDC and Beyond, etc), will be considered equally; 


however, internal company training is not applicable. 


CEU certificates for training completed by organizations that do NOT offer IACET CEUs are 


accepted only when the applicant has submitted the Non-IACET CEU Affidavit Form to the 


SCDM Administrative Office and said provider is approved by SCDM. The affidavit can be 


found in the back of this handbook, marked Appendix 7. 


 


 



http://www.scdm.org/certification/renewal_app.pdf

file://BE-BRUGA-FS1/GroupFolders$/BE_Clients/SCDM/Public/Certification/Certification%20Handbook%20-%20updated/Renewal/Renewal%20Documentation%202008/CEU%20submission%20form.doc

http://www.scdm.org/professionals/new_competencies.pdf

http://www.scdm.org/professionals/new_competencies.pdf

http://www.scdm.org/certification/ceu_chart.pdf

http://www.scdm.org/certification/affidavit_non_ceu.pdf
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* CEU Certificates must include the following: 


 Workshop title 


 Date of offering 


 Name of sponsoring organization 


 Specific number of CEUs issued 


 Signature and date of representative from sponsoring organization 
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Appendix 1 


 


Application for Certified Clinical Data Manager (CCDM
®
) Examination 


 


 


Please type or print all information within this application, indicate responses where required, sign in the 


appropriate spaces, and return with a check, money order or credit card information for a non-


refundable application fee of $250 (US) and required enclosures to:  


 


 


American Office Global Headquarters India Office 


Society for Clinical Data Management, Inc 


1444 I Street, NW, Suite 700 


Washington DC, 20005, USA 


Tel:  +1-202-712.9023 


Fax: +1-202- 216.9646 


info-am@scdm.org 


Society for Clinical Data Management, Inc 


300 Avenue de Tervueren 


B-1150 Brussels, Belgium 


Tel:  +32-2-740.22.37 


Fax: +32-2-743.15.50 


info@scdm.org 


Society for Clinical Data Management, Inc 


410, Madhava, Behind Family Court 


Bandra Kurla Complex, Bandra (East)  


400051 Mumbai, India 


Tel:  +91 22 61432600  


Fax: +91 22 67101187 


Info-in@scdm.org 


 


In the event that your application is rejected, a portion of your application fee, less 


administrative and handling costs, may be returned to you. Once the application is accepted, no 


refund will be granted. 


 


Please allow14 days for processing of your application. Upon confirmation of your 


qualifications, you will receive a letter with an identification number to present to Prometric to 


schedule your examination. 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 



mailto:info-am@scdm.org

mailto:info@scdm.org

mailto:Info-in@scdm.org





  


Society for Clinical Data Management 


 10 


 


 


 


*Required field 


 


Last Name*______________________ First Name*____________________ MI*___  
(Enter name exactly as it appears on your passport or photo identification ~ PLEASE PRINT OR TYPE)  


 


 


Current Employer: ______________________________________________________________  
 


 


Title: _________________________________ Department: _____________________________  


 


 


*Mailing Address: ______________________________________________________________  


 


*City_______________________State/Province______________Zip/Postal Code___________  


 


*Daytime Phone: __________________________Evening Phone: ________________________ 


 


*Fax: _________________________________*E-mail: ________________________________ 
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Section 1 


 


Have you taken this examination previously?  


         � No  


 � Yes   Date__________________  


 


EDUCATION  


(Please indicate highest degree earned)  


 � No Degree  


 � BS or BA  


 � MS or MA  


 � PhD  


 � Other___________________  


 


 


NOTE: Enter degrees obtained in the table below. If you satisfy the maximum experience 


requirements of four years or more, then the following degree information is not 


required.  


 


EDUCATION RECORD  


 


Educational Institution 


Attended  


Year Degree Obtained  Degree Obtained 


   


   


   


   


 







  


Society for Clinical Data Management 


 12 


Appendix 1 


 


 


 


Section 2 


 


WORK EXPERIENCE  


(List any relevant positions held and indicate the CDM tasks performed during the time you held 


those positions. Reference the CDM task list on the following page.)  


 


NOTE: You must include an updated copy of your resume or CV.  
 


 


Company Name, Address 


and Phone  


Supervisor’s or 


Manager’s Name  


Employment 


Dates  


Position 


Title  
CDM Tasks 
(Please use the list on 


the following page as 


a guide) 


FTE/PTE  
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* Please use the appropriate “task letter from the CDM Task List” when completing the 


Work Experience section on page 3. 
Task 


Letter  


“CDM TASK LIST”  


A  Protocol review  


B  CRF Design  


C  Data Management Plan development (includes database specifications, electronic edit checks, 


data review guidelines, annotated CRF)  


D  CRF tracking and inventory  


E  CRF data verification (data entry discrepancy resolution)  


F  CRF data validation (i.e. scrubbing , cleaning, query generation, applying data handling 


conventions)  


G  Manual CRF review  


H  Query resolution (i.e. correspondence with investigator sites to obtain resolution to queries)  


I  Query tracking  


J  Communication of data trends  


K  Database updates  


L  Safety review  


M  Coding adverse events/signs and symptoms  


N  Coding medications  


O  SAE reconciliation  


P  Processing local laboratory data (collected via CRF)  


Q  Processing (loading/merging) central laboratory data  


R  Maintenance of laboratory normal range information  


S  Application of randomization schemes to study databases (i.e. breaking the blind)  


T  Database lock procedures  


U  Database quality control audits  


V  Review of final data listings  


W  Review of final data tables or graphs  


X  Review of final reports  


Y  Archiving database and associated documentation  


Z  CRO management  


AA  Relational Databases – The data management software and data structures which allows the 


user to store and manipulate data from specific studies including capabilities to import and 


export specific data from compatible software.  


BB  Time Management – Utilizing techniques to effectively organize and use own time for the 


accomplishment of project and organizational goals.  


CC  Project Management – Utilizing techniques to effectively organize and manage multi-


disciplinary resources to deliver projects or programs to customer expectations.  
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Section 3 


 
ELIGIBILITY CERTIFICATION  


I have read and understand the information in attached Eligibility Requirements Document. I hereby represent 


and warrant that I am eligible to apply to take the CCDM
®
 Examination because I meet the eligibility 


requirements in the following manner (indicate eligibility category and complete blank if applicable.)  


 � Bachelor’s degree or higher plus two or more years full time experience as a CDM  


 � Associate’s degree (two years) plus three or more years full time experience as a CDM  


 � No degree plus four or more years full time experience as a CDM  


 


AUTHORIZATION  


I hereby authorize the Society for Clinical Data Management (SCDM) to make whatever inquiries it deems 


necessary and appropriate to confirm the accuracy of the contents of my application. I agree to provide any 


additional authorizations necessary to that process. I hereby authorize SCDM to use the information contained 


in my application and examination for purposes of statistical analysis, provided that my personal identifying 


information has first been deleted.  


 


APPLICATION INFORMATION  


I hereby certify that I have reviewed the information contained in this application and that it is complete and 


truthful. I understand that my presenting false or incomplete information may be cause for loss of eligibility to 


take the CCDM
®
 examination, for denial of my application for certification or for revocation of any certification 


granted.  


 


EXAMINATION  


I understand that I may be disqualified from taking or completing the CCDM
® 


examination or from receiving 


examination scores if SCDM determines through proctor observation or otherwise that I engaged in 


inappropriate behavior during the examination.  


 


CLINICAL DATA MANAGEMENT ACTIVITY  


I hereby represent and warrant that I have at all times acted in compliance with the SCDM Code of Ethics and 


with those laws and regulations applicable to clinical research, including without limitation, the Declaration of 


Helsinki and applicable U.S. Food and Drug Administration regulations. I understand that conduct at all times 


in violation of the spirit of the Code of Ethics or applicable laws makes me ineligible to take the certification 


examination and can be cause for permanent revocation of my certification status.  


 


TERMS AND CONDITIONS OF USE OF THE CCDM® CERTIFICATION MARK  


I hereby agree that, should I become a certified professional, I will abide and be governed by the Terms and 


Conditions of Use of CCDM
®
 Certification Mark, a copy of which has been provided to me.  


 


Candidate’s Signature: ___________________________________________________________  


 


Date:  _______________________________________________________________________ 
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Section 4 


 


CONFIDENTIALITY AGREEMENT 


In consideration of your participation in the examination process that forms the basis for SCDM’s 


Certified Clinical Data Manager Certification Program (“the Program”), and to set forth a clear 


understanding of your obligations relating to the Program, you agree as follows: 
 


(1) To preserve the integrity of the Program, you will maintain test questions and your knowledge of 


the contents of and the subject matter addressed in those questions (“the Test Questions”), in 


confidence and will refrain from disclosing or using them. 
 


(2) Your obligation of nondisclosure does not apply to substantive information that was in your 


possession prior to this agreement or which became public through no fault or omission on your part, 


provided, however, that you may not disclose to others whether such substantive information is or is 


not a part of the Program’s certification examination.  
 


Your obligation of nondisclosure shall also not apply if you are required to disclose Test Questions in 


connection with a legal or administrative proceeding, provided, however, that you agree to give the 


SCDM Certification Committee chair prompt written notice of such a request. 
 


(3) All intellectual property rights, including without limitation all copyright, are the sole and 


exclusive property of SCDM. SCDM shall have the right to obtain and hold in its name rights of 


copyright, copyright registrations and any similar protection. 
 


(4) All nondisclosure obligations imposed by this agreement shall terminate ten (10) years from the 


date of this agreement. 
 


(5) You represent and warrant that you are empowered to enter into this agreement and to grant and 


assign the rights granted and assigned herein to SCDM. You further represent and warrant that you 


have not previously granted or assigned, in whole or in part, to any other person or entity, including 


without limitation your employer, any of the rights granted or assigned herein to SCDM. 
 


(6) This agreement shall be construed in accordance with the laws of the State of Wisconsin. 
 


AGREED: 


_____________________________________ 
Signature 
 


________________________________________ 


Print Name 
 


________________________________________ 


Date 
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Section 5 


 


PAYMENT INFORMATION 


 
Please include a check, money order or credit card number and expiration date for a NON-REFUNDABLE* 


application fee $250.  This fee must be paid in U.S. Dollars. 
 


*In the event that your application is rejected, a portion of your application fee, less administrative and 


handling costs, may be returned to you. Once the application is accepted, no refund will be granted.  


 


 


Method of Payment: 


□ VISA □MasterCard  □AMEX □Check  


   


Credit Card Number: ___________________________Expiration Date: _____/______ 


Name on Card: _________________________________________________________  


Signature: _____________________________________________________________  


 


 


NOTE:  Please contact the SCDM Administrative Office at info@scdm.org if you would like to 


submit your exam fee via a wire transfer. 
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Eligibility Requirements for the Certified Clinical Data Manager Examination 
 


You do not need to be a member of the Society for Clinical Data Management (SCDM) to apply for or 


take the examination to become a Certified Clinical Data Manager (CCDM
®
). 


 


You do not need to be currently employed as a Clinical Data Manager (CDM) in order to apply for or 


take the examination. 


 


You do not have to have a college degree to be eligible to take the examination; however, you must 


meet one of the following criteria: 


 


 Bachelor’s degree or higher plus two or more years full time CDM experience 


 


 Associate’s degree (two years) plus three or more years full time CDM experience 


 


 No degree plus four or more years full time CDM experience 


 


 Part-time work experience will be translated into full time work experience 


 


Anyone who has had his/her CDM certification currently suspended is not eligible to take the 


certification examination until his or her suspension is completed. 


 


Anyone whose name is on the FDA debarment list or has had his or her certification permanently 


revoked is not eligible to take the certification examination. 
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Application for Certified Clinical Data Manager (CCDM
®
) Examination Retake 


 


You may retake the exam within one (1) calendar year of the formal notification letter date of your original 


exam results. After that, a full application must be submitted and the full fee structure applies. 


 


The fee to retake CCDM
®
 exam is $225.  


 


Candidate Name:            


 


Candidate ID:     __________________________ 


 


Candidate Home Address:* _________________________________________________________ 


 


         _________________________________________________________ 


 


Candidate Daytime Phone:* ________________________________________________________ 


 


Candidate E-mail:  _______________________________________________________________ 


 


*Mandatory item your application will not be processed without this information. 


 


Retake Fee: $225  


 


Method of payment: (Make checks payable to: Society for Clinical Data Management) 


 


 Visa    MasterCard    American Express     Check enclosed 


Note: Credit Card information is kept secure. 
 


Credit Card Number:          


 


Expiration Date: (month/year):    /     


 


Name on Card (please print):         


 


Signature:       Date:    


 
NOTE: Please contact the SCDM Administrative Office at info@scdm.org if you would 


like to submit the fee via a wire transfer. 
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                                       Appendix 4 


Submission Form 


 


Name: ________________________________    SCDM ID# __________________ 
 
 
Date: _________________________________     E-mail: _____________________ 
 
 
 
 
Contact Hours are actual time spent in the educational activity minus breaks                           
Evidence of Attendance can be a copy of a certificate or letter of completion/attendance. 
1 contact hour = .1 CEU                                                                                                             


 


 


Use this form for professional development activities: 


 IACET CEUs 


 Webinars, conferences, forums, tutorials 


 Listing of other SCDM involvement (committees, published articles, presentations) 


 Non-SCDM  educational activity  


 


Title of Activity Completion  
Date 


Sponsoring Organization 
Number of 


Contact 
Hours 


Evidence of 
Attendance 


Office 
Use 
Only 
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                                                                     Appendix 5 


                                     Certification Renewal Application 


Please type or print all information below, indicate responses where required, sign in the appropriate space and return 


with the required enclosures to: 


 


 


American Office Global Headquarters India Office 


Society for Clinical Data Management, Inc 


1444 I Street, NW, Suite 700 


Washington DC, 20005, USA 


Tel:  +1-202-712.9023 


Fax: +1-202- 216.9646 


info-am@scdm.org 


Society for Clinical Data Management, Inc 


300 Avenue de Tervueren 


B-1150 Brussels, Belgium 


Tel:  +32-2-740.22.37 


Fax: +32-2-743.15.50 


info@scdm.org 


Society for Clinical Data Management, Inc 


410, Madhava, Behind Family Court 


Bandra Kurla Complex, Bandra (East)  


400051 Mumbai, India 


Tel:  +91 22 61432600  


Fax: +91 22 67101187 


Info-in@scdm.org 


 
 


Section 1 


 
First Name*______________________ Last Name*______________________ MI*___ 


(*Enter name as it should appear on the certificate) 


 


Company Name __________________________________________________________ 


 


Title _________________________________ Department ________________________ 


 


Mailing Address __________________________________________________________ 


 


City__________________________________State/Province______________________ 


 


Zip/Postal Code_____________________       Country___________________________ 


 


Work Phone________________________ 


 


Fax _______________________________  


 


E-mail______________________________ 


 


 


 


 


 


 


 



mailto:info-am@scdm.org

mailto:info@scdm.org

mailto:Info-in@scdm.org
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Please include a current copy of your resume or CV, which should include updated education 


and work experience since your last application. 


 


 


CCDM
®
s certified after 2004, will need to accumulate 1.8 CEUs for CCDM


®
 renewal or you may 


choose to take the current CCDM
®
 examination. 


 


 


 I have acquired CEU's– Please submit the attached form listing accumulated CEUs. 


       If non-IACET CEUs were obtained, please complete the Non-IACET Affidavit Form 


             


 I will take the CCDM
®
 exam. 


 


 


 


Appendix 5 


 


 


Section 2 


  


Fee: 


 


Renewal Application Fee:   $95 


  


CCDM
®
 Exam   $250 


 


Method of 


payment: 


 Visa  Mastercard  American 


Express 


 Check Enclosed 


 


Credit Card Number: _________________________________________ 


 


Expiration Date:  ____________________________________________ 


 


Name on Card:  _____________________________________________ 


 


Signature:  _________________________________________________ 


 


 
*
  The renewal fee is NON-REFUNDABLE.  In the event that your application is rejected, a portion of your application fee, 


less administrative and handling costs, may be returned to you. Once the application is accepted, however, no refund will 


be granted. 
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SECTION 3 


 


AUTHORIZATION  


 


I hereby authorize the Society for Clinical Data Management (SCDM) to make whatever inquiries it 


deems necessary and appropriate to confirm the accuracy of the contents of my application. I agree to 


provide any additional authorizations necessary to that process.  I hereby authorize SCDM to use the 


information contained in my application and/or examination for purposes of statistical analysis, 


provided that my personal identifying information has first been deleted.   


 


APPLICATION INFORMATION 


 


I hereby certify that I have reviewed the information contained in this application and that it is 


complete and truthful.  I understand that my presenting false or incomplete information may be cause 


for loss of eligibility to take the CCDM
®
 examination, for denial of my application for re-certification 


or for revocation of any certification granted. 


 


EXAMINATION 


 


I understand that I may be disqualified from taking or completing the CCDM
®
 examination or from 


receiving examination scores if SCDM determines through proctor observation or otherwise that I 


engaged in inappropriate behavior during the examination. 


 


CLINICAL DATA MANAGEMENT ACTIVITY 


 


I hereby represent and warrant that I have at all times acted in compliance with the SCDM Code of 


Ethics and with those laws and regulations applicable to clinical research, including without limitation, 


the Declaration of Helsinki and applicable U.S. Food and Drug Administration regulations.   I 
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understand that conduct at all times in violation of the spirit of the 


Code of Ethics or applicable laws makes me ineligible to take the 


certification examination and can be cause for permanent revocation of my 


certification status. 


 


TERMS AND CONDITIONS OF USE OF THE CCDM CERTIFICATION MARK 


 


I hereby agree that, should I become a re-certified professional, I will abide and be governed by the 


Terms and Conditions of Use of CCDM
®
 Certification Mark, a copy of which has been provided to 


me. 


 


 


Candidate’s Signature ____________________________________  


 


Date ______________________ 


 


Appendix 6 


Competency Domains Addressed in CCDM
®
 Exam 


 


Section 1 


Project Management – Scope, Definition and Management 


Project Management – Process Design, Management and Documentation 


Project Management – Project Communications 


EDC 


Overall Clinical Trials Process, Roles & Responsibilities 


Protocol Review 


Data Management Plans 


Clinical Database Design/Relational Databases 


CRF Design 


 


Section 2 


Processing Lab Data 


Maintenance of Lab Normal Range Information 


CRF Tracking 


Communication of Data Trends 


Query Resolution 


Query Tracking 


CRF Data Entry Process – Discrepancy Resolution 


CRF Data Validation (e.g. data review, cleaning, query generation, applying data handling 


conventions) 


Database Updates 


 


Section 3 


SAE Reconciliation/Safety Review 
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Coding (AEs; Signs and Symptoms) 


Coding Medication 


Database Quality Control Audits 


Database Lock Procedures 


Application of Randomization Schemes (Breaking the Blind) 


 


 


 


 


 


 


Appendix 7 


                 CEU & Participation Credit Percentage Chart 
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Appendix 8 


Non-IACET CEU Affidavit Form 


 


For non-SCDM educational offerings, applicant must sign affidavit below and include all course 


materials, brochure and/or advertisement of course as well as a corroborating reference signature. 


 


 


Affidavit Requirement 


 


I _____________________________verify under penalty of revocation, that I successfully  


 


completed the course titled _____________________________ 


 


offered by (Institution)_____________________________   


 


on the dates of _____________________________  


 


Duration of course* ______________ 


 


Participant Signature_____________________________ Date ________________ 


 


Reference Signature _____________________________ Date ________________ 


 


 


* excludes break and meal times 


 


     Attachments required for approval                                        
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1. Printed description and details provided by the educator 


2. Speaker information (Bio/Curriculum Vitae) 


3. Attendance Verification (A Certificate of Completion is the only verification 


acceptable) 


 






image4.emf
Comments_Risks_20 160808.xlsx


Comments_Risks_20160808.xlsx
Sheet1

		#		Comment		Risk		Mitigations

		1		An HL7 certification course for implementers in Africa might need to have certain tweaks to address the needs of implementation in low-resource environments.		Different Education markets may have differing "Implememters" requirements		Tailor certifications to various market segments (possibly geographic based).

		2		none		?

		3		having HL7 knowledge would be very beneficial to any IT person who works with interfaces regardless of the degree of involvement		?

		4		I am part of HL7 Inc. ELC as senior faculty from last 4.5 years. Also, working as Chair, Education Committie, HL7 India. I am going for V3 and CDA certifications very soon. And certainly would be interested in this Professional Certification Program. My focus is more on HL7 standards from functional perspective (not technically implementing them, coding and programming). my role requires understanding client requirements and coming up with HL7 message (V2, V3, CDA & CCD). Please notify me once you have this program in active status. Thanks.		?

		5		With all due respect... If a certification program is pursued, I would encourage the creation of a program for which the results can be trusted. I am not strongly for certification because I have seen folks acquire certs to boost their resume and organizations providing certs simply as a revenue generating activity. Both have tainted my opinion because it results in candidates that really do not possess the skills to do the job.		Risk 1: Certification focuses on theory of implementation, not practice of implementation

Risk 2: Profits for HL7 Interantional become more important than the quality of the education/certication being provided		Mitigation (Risk 1): Include successful real world implementers in the process for creating course materials and certification tests

Mitigation Risk 1): Include practical implementation experience in the criteria for acceptance into certification program

Mitigation (risk 2): Seek accrediation for program

Mitigation (Risk 2): Regularly survey both those certified as well as employers regarding the value proposition of the certification. Also survey those who drop out to determine why they dropped out of program

Mitgation (Risk 2): Make the balance sheet for the certification program open and freely available to all HL7 members.

		6		Lot of certification initiatives have become, to my mind, means to make money - let's hope HL7 will remain a trend setter in Standards and not become a stock exchange		Seems to be similar to #5, Risk 2

		7		A lot of HL7 products/courses etc are much too expensive for UK NHS.		Risk 1: Regardless of how we price the certification program, it's likely there will those who believe it is over priced.

Risk 2: Certain market segments such as Govt. employees in this case, may not be able to participate due to cost.		Mitgation: Pricing policy may need to be set up to accommodate various membership categories. For instance discounts may need to be given for government organization members.

This mitigation may not be overall help ful.

		8		We are US subsidiary of world wide company.		?

		9		Personally, as a Research Scientist (in public health/state level, cancer registry), for my position, I am not required to have an HL7 certification, although I work with pathology laboratories to implement HL7 ver. 2.x of the North American Association of Central Cancer Registries Standards for Cancer Registries Volume V, Pathology Laboratory Electronic Reporting. It would benefit everyone to have implementers (at the various levels, within various domains) with this type of HL7 certification that you are planning. There should also be a discount offered to those working within public health/government (state, CDC, etc.) who start this new "Professional HL7 Certification" course or study program. It would raise the level of IT knowledge within the public health domain and would benefit the HL7 organization as a whole with some type of 'financial agreement' between HL7 (US) and public health/CDC/state level, etc.		Seems to be similar to #7, Risk 2

		10		Please do not make the certification ( plus course) highly expensive. There are people who cannot afford a $15,000 certification program.		Risk 1: Total cost of program (certification plus courses) may be so high that individuals can't afford certification		Mitigation: Need to understand the total cost of certification including course work, not just the cost of certification.

Mitigation: Make sure total costs are well known

Mitigation: Discount structure for Certification of HL7 members needs to be visible and provide clear cost savings for certification program.

		11		HL7 certification would be a benefit to implementers. Unsure of how beneficial to hiring personnel. I have 23 yrs experience building HL7 interfaces which, in my opinion, would have more value to an employer than a certification		Risk 1: Actual implementation experience is ignored by certification program

Risk 2: Employers don't understand the value of the HL7 Implementers certfication		Mitigation (Risk 1): Actual implementation experience needs to carry significant weight in the certification process.

Mitgation (Risk 2): This is a chicken/egg problem. How do we show the certication is valuable to employers when the certification is not yet in place?

Mitigation (Risk 2): Involve employers in the process of developing certification criteria to make sure that it emphasizes the value to employers of certification.

		12		The professional certification is a valuable credential and having a definitive practice with standard protocols ensures quality and professionalism of the individual and well as the associated organization.		Risk: HL7 fails to make the HL7 Implementers Certification a valueble credential		Mitgation: Seek accrediation for program early in the process

Mitigation: Involve experienced certification program personell in the creation and management of the program

Mitgation: Involve exerpeince education professionals in the program.

		13		Gaining a greater understanding of HL7 by attending a small number of workshops and trainings and taking the v2 control specialist exam has helped me have a better understanding of HL7 and perform my job duties. It is difficult to find new hires who have a good understanding of HL7 and not just experience with an integration engine and some "validation" experience. It is difficult to tell how much they actually know that they can apply to our very specific HL7 implementations. People who have exposure to the more formal discussions of the standards through HL7 seem to be better equipped. I think a more formal certification could be a motivation for people to learn more, as well as allowing employers to have a better idea of what the candidate knows. I fear that this would make candidates be out of reach for me, coming from a government public health agency that already cannot compete with the salaries hospitals and software vendors offer. I currently have an "HL7 Analyst" opening that I have a hard time filling with qualified candidates (to reduce training time). HL7 expertise is something that I have to cultivate in employees, as opposed to
hiring someone with adequate experience and knowledge of HL7. I also have concern over the cost of the program. I would be interested in it for my staff and myself, but I have a very limited budget for HL7 training or other professional development.		Seems to be related to #7 Risk 2

		14		I think this is very important to the interface field. I sets a measurable bar that our field is lacking.		Similar to #12, Risk 1

		15		I like the idea of focused certification mostly; it can't hurt. What would be more useful I think are less specific certifications that bring more people on board and give them an idea of all the HL7 activities and just basic competencies.		Risk: Setting the certification bar too high (or risk is having too few levels of competence)		Mitigation: May want to consider different levels of professional certification.

		16		Generally I see HL7 certification as useful idea. When we started messing with HL7 communication it was almost impossible to find someone who would explain us what is HL7 and what does to mean to our software. So having a list of HL7 certified consultants would be pretty useful!		Risk: No way to verify if a claim of certfication is valid		Mitigation: Need to make it simple to determine validity of certifications



		17		Please contact me if you could provide a general learning path for an employee that is NEW to HL7. I am looking for video, activities, or on-line class room for the "new to HL7" staff.		?

		18		Professional Certification should also include the QRDA standards since they are part of current requirements for meaningful use clinical measures.		Risk: Certification program becomes US Centric

Risk: Certification program becomes focused on "niche" standards knowledge, not Implementation knowledge.		Mitigation: May need to provide a core (spans realms) vs. realms specific certfication.

Mitgation: Develop core certification, plus more specialzed product family related certfication.

		19		None for now.		?

		20		Current certifications are too broad (RIM) or too small (CDA), so implementing HL7 standards is perfect. However, it also tends to get quite expensive. Need to find a balance between income revenue for HL7 and affordability versus adequate level of work. Would consider to be faculty for this event, in particular v3 messaging implementation experience and EHR work.		Seems to be related to #5, Risk 2, #10, Risk 1 and #11, Risk 1.

		21		Good to recognize as specialist with real time scenario questions then theory questions. I am HlL7 Savvy but not possible to memorize all HL7 guides.		Seems to be related to #5 risk 1

Risk: Testing is focused on memory based recall instead of implementation problem solving		Mitigation: Possibly allow open book tests.

		22		i would love to explore hl7 with program that helps us to understand where Hl7 starts and at what point it will end.it is most dynamic and not easily comprehensible module to master.		?

		23		A lot of hospital folks end up in integration, like lab folks. That's how I ended up in IT Integration. But not many hospital integration folks in my area actually get the current HL7 certifications, even though in my experience they help me do my job better on a day to day basis. If few hospital folks  get the current HL7 certifications, how many will be the new, "more rigorous" certification? Or will it just be the vendors?		Risk: HL7 Implementers Certfication is useful for only a subset of HL7 members such as Vendors or Consultants.		Mitigation: Make sure certfication applies to integration developers regardless of vendor, consultant, government, provider, etc.

		24		anything that can help further the correct adoption of standards in interoperability is a good thing		?

		25		Current certification programs are good, but need to be extended. There is a good focus on the contents of the standard, but additional content should be developed to cover implementation.		?

		26		There needs to be some type of training offered that starts at the very beginning. At every HL7 training I've attended (eg, FHIR), a fair amount familiarity with HL7 and "the lingo" is assumed (same thing with Workgroup conference calls). The learning curve is the steepest I've ever seen. Is there nothing for true beginners?		Simiar to #15, Risk 1		Mitigation: As part of the copre certication, there needs to be a simple, base core.

Mitigation: Review of qualifications my allow an idividual to skil introductory/basic certfication and go straight to a more advanced certification.
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HL7_Professional_Certification_Program_Budget_V4.xlsx
Pricing-Implementer-Open

		Source		Individual Participants		Discounted price		Individual Participant Fraction		Total pool of interested individuals

		HL7 Benefactors/Implementer Members		25		0.75		0.25		100

		HL7 Gold		5		0.8		0.05

		HL7 Organizational members		10		0.85		0.1

		HL7 Individual members		10		0.9		0.1

		Non-members		50		1		0.5

								1

						Year 2 (low-high)				Year 3 (low-high)				Year 4 (low-high)				Year 5 (low-high)

				Participation Rate		25%		50%		60%		70%		75%		80%		85%		90%

						0.25		0.5		0.6		0.7		0.75		0.8		0.85		0.9

				Base Price

		Certification Price		$360		$8,123		$16,245		$19,494		$22,743		$24,368		$25,992		$27,617		$29,241

		Additional Revenue (license fees)				$15,000		$20,000		$20,000		$25,000		$25,000		$30,000		$30,000		$35,000

		Totals				$23,123		$36,245		$39,494		$47,743		$49,368		$55,992		$57,617		$64,241

		Average						$29,684				$43,619				$52,680				$60,929





Pricing-Current-Open

		Source		Individual Participants		Discounted price		Individual Participant Fraction		Total pool of interested individuals

		HL7 Benefactors		22.2		0.75		0.1		222

		HL7 Gold		22.2		0.8		0.1

		HL7 Organizational members		44.4		0.85		0.2

		HL7 Individual members		22.2		0.9		0.1

		Non-members		111		1		0.5

								1

						Year 2 (low-high)				Year 3 (low-high)				Year 4 (low-high)				Year 5 (low-high)

				Participation Rate		25%		50%		60%		70%		75%		80%		85%		90%

						0.25		0.5		0.6		0.7		0.75		0.8		0.85		0.9

				Base Price

		Certification Price		$360		$18,282		$36,563		$43,876		$51,189		$54,845		$58,501		$62,158		$65,814

		Additional Revenue (license fees)				$15,000		$20,000		$20,000		$25,000		$25,000		$30,000		$30,000		$35,000

		Totals				$33,282		$56,563		$89,845		$76,189		$79,845		$88,501		$92,158		$100,814

								$44,923				$83,017				$84,173				$96,486






