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EMA Provides Long-Awaited 

Guidance Under The Policy On 
Publication Of Clinical Data

The Catch 22 of Crowdfunding For  
Medical Devices: Is It Pre-Selling?

Clinical Evaluation Reports: 
How To Leverage Published Data

DEAR CLIENT
The Fall 2016 issue of Pro Te is about all things regulatory, including a peek 

at the newly developing issue of crowdfunding for medical devices.

In EMA Guidance on Clinical Data Publication, we discuss recent guidance from 

the European Medicines Agency regarding publication of data from clinical 

trials. In particular, this article addresses how to achieve the goals of sharing 

clinical trial data to avoid duplication of effort, build public trust and assist 

researchers while also meeting the standards for privacy that are central to 

any clinical trial.

The Catch 22 of Crowdfunding for Medical Devices: Is it Pre-Selling? explores the 

impact and potential pitfalls of the use of crowdfunding to develop products 

that fall within the regulatory oversight of the FDA. This burgeoning area of 

public contribution to develop devices has not yet been the subject of FDA 

guidance, but its ever-increasing use demands special attention to FDA 

requirements.

European regulations are also addressed in Clinical Evaluations Reports: How 

to Leverage Published Data. Given the new guidance for such reports issued in 

2016, completing such reports, overviewing content and methodology and 

leveraging that compilation of information are the focus here.

Our New and Noteworthy selection is legislation that is hot off the President’s 

desk. On December 13, 2016, President Obama signed the 21st Century 

Cures Act into law. We include some highlights from the sweeping legislation 

here, but plan to offer you a more in-depth look at this law and its developing 

impact in the future.  

We hope that this exploration of regulatory guidance is useful to you as well 

as informative.
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Co-Chair 
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The conduct of non-US clinical trials by North American companies continues to grow 

at an ever-increasing pace. A significant challenge to US-based companies is remaining 

current on the laws and regulations in countries in which their trials are being conducted. 

One such important and highly regulated consideration in any country, including 

the United States, is the ability to provide meaningful and informative publication of 

clinical trial results while, at the same time, ensuring privacy rights of the participants 

in the trial. This article summarizes a portion of the guidance recently provided by the 

European Medicines Agency (“EMA”) on this topic. 

In response to growing demands from stakeholders for increased transparency 

in clinical trial reporting, in 2014, the EMA published the “European Medicines 

Agency policy on publication of clinical data for medicinal products for human use” 

(the “Policy”).1 EMA’s stated purpose for the Policy is “to protect and foster public 

health,” with transparency being key to the delivery of service to patients and 

society in general.2 Through implementation of the Policy, EMA seeks to achieve 

transparency by proactively making clinical data available to enable both public 

scrutiny of data and application of new knowledge in future research.3 With respect  

to publication of clinical data the Policy is intended to:

  • Avoid duplication of clinical trials, foster innovation, and encourage  

  development of new medicines;

EMA  
PROVIDES LONG-AWAITED  

GUIDANCE UNDER THE POLICY ON  
PUBLICATION OF 
CLINICAL DATA
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	 •	 Build	public	trust	and	confidence	in	EMA’s	decision- 

  making processes; and

 • Help academics and researchers to reassess  

  clinical data.4

EMA	believes	that	the	Policy	will	level	the	playing	field	

by	enabling	all	clinical	researchers	to	benefit	from	past	

successes and failures of others and allowing wider use of 

clinical	data	by	the	scientific	community	in	its	efforts	to	gain	

new knowledge. The stated principles considered by EMA in 

its development of the Policy are protection of personal data, 

protection	of	commercial	confidential	information,	protection	

of EMA’s and the European Commission’s decision-making 

processes, and ensuring investment in pharmaceutical 

research and development in the future. The Policy applies to 

all clinical reports contained in initial marketing-authorization 

applications submitted on or after January 1, 2015, and to 

all applications requesting to vary an existing marketing 

authorization for an extension of indication or a line extension 

submitted on or after July 1, 2015. Both researchers who 

generate initial clinical data and those who create secondary 

analysis of clinical data are subject to the Policy.

A – EMA GUIDANCE TO ENABLE 
EFFECTIVE COMPLIANCE WITH  
THE POLICY
 While the Policy provides detailed requirements 

regarding clinical data publication, it did not include 

specific	implementation	guidance	as	to	requirements	

to ensure company compliance. The long-awaited 

implementation guidance, known as “External guidance on 

the implementation of the European Medicines Agency policy 

on the publication of clinical data for medicinal products for 

human use,” was published earlier this year in March 2016 

(the	“Guidance”)	and	provides	specific	information	regarding:

  • Procedural aspects related to the submission of  

  clinical reports;

	 •	 How	to	identify	and	redact	commercially	confidential	 

  information in clinical reports; and

 • Anonymising clinical reports.5

This article focuses on the guidance specific to  

ensuring adequate personal data protection through 

anonymous reporting.

B – ACHIEVING ANONYMOUS 
REPORTING UNDER THE POLICY
 Chapter 3 of the Guidance addresses anonymisation of 

clinical reports for the purpose of publication in accordance 

with	EMA	Policy	0070	and	provides	specific	direction	for	

achieving anonymous reporting that adequately protects 

personal data of patients.6 Anonymisation refers to the 

process of converting data into a form which does not identify 

an	individual	and	makes	it	unlikely	that	identification	of	the	

individual can occur. This chapter of the Guidance is not a 

mandate	to	follow	a	specific	method	of	reporting;	rather,	it	

is intended to highlight for stakeholders “the process to be 

followed to ensure that clinical reports submitted to EMA for 

publication are rendered anonymous prior to publication.”7 

The stakeholders are referred to by EMA as “Applicant/MAH” 

which	is	defined	as	the	persons	or	organizations	submitting	

clinical reports to EMA in support of applications and the 

persons or organizations who own intellectual property rights 

in the clinical reports. Chapter 3 provides: 

 • general considerations for achieving anonymisation; 

 • advice on application of the general considerations to  

  clinical trial reporting in accordance with the Policy; 

 • recommendations on how to best achieve  

  anonymisation; and 

 • advice on redaction of personal data of investigators,  

  pharmaceutical company staff, and the Applicant/MAH. 

Both researchers who generate 
initial clinical data and those 
who create secondary analysis 
of clinical data are subject to 
the Policy.

6
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 To qualify as anonymised, the personal data  

must be processed in a manner that ensures the data 

cannot be used to identify the person through use of 

“all means likely reasonably to be used by either the 

controller or a third party.”10 The Guidance offers two 

options. A process that prevents (i) the possibility of 

singling out an individual, (ii) ability to link records to an 

individual, and (iii) information being inferred to concern 

a	specific	individual,	will	be	considered	to	meet	this	

threshold and result in the data being anonymous. 

If all three criteria are not met, the second option  

is a determination of whether the data has been 

anonymised based on an evaluation of the  

identification risks.11

The EMA points out that lack of ability to reverse 

the methodology or technique used to anonymise 

is also important. Pseudonymisation is described in 

the Guidance as a security measure; however, it is 

not considered to be a measure that is adequate to 

anonymise	because	indirect	identification	of	the	person	

remains likely.12 Pseudonymisation must be combined 

with additional measures, for example, removal and 

generalization of attributes, deletion of original data,  

or aggregation of the data at a very high level,  

in order to effectively anonymise the dataset.

Finally, the Applicant/MAH is instructed to 

consider future advances in technology that may 

allow	identification.	A	data	controller	is	required	to	

continuously	monitor	advances	in	re-identification	

techniques and reassess the risk as appropriate.13

1. GENERAL CONSIDERATIONS AND THEIR APPLICATION

The	first	general	consideration	on	how	to	ensure	

effective anonymisation outlined in Chapter 3 relates 

to the variance in the level of risk associated with the 

possibility	of	re-identification	depending	on	the	context	

of	the	specific	disclosure.	Recognizing	that	in	releases	of	

public data to the world at large there are no effective 

controls that can be implemented, EMA states that the 

risk of re-identification in those public data releases  

must be very low. This low risk tolerance by EMA applies 

to the context of public data release, as the clinical 

reports published pursuant to the Guidance will be 

available online and capable of being downloaded by  

any registered user.

 The second general consideration addresses the 

concept of anonymisation to remove personal data. 

Article 2(a) of Regulation (EC) No 45/2001 of the 

European Parliament and of the Council of 18 December 

2000	defines	personal	data	as	“any	information	relating	

to	an	identified	or	identifiable	natural	person	(‘data	 

 

subject’);	an	identifiable	person	is	one	who	can	be	

identified,	directly	or	indirectly,	in	particular	by	reference	

to	an	identification	number	or	to	one	or	more	factors	

specific	to	his/her	physical,	physiological,	mental,	

economic, cultural or social identity.”8 Clinical reports 

contained in applications submitted to EMA may contain 

individual patient information and, therefore, cannot be 

considered anonymised. The Policy requires the Applicant/

MAH to submit an anonymised report for publication which 

will	be	separate	and	distinct	from	the	scientific	evaluation	

report that accompanies the application.9 The publishable 

report	must	be	a	copy	of	the	scientific	evaluation	report	

from	which	sufficient	information	has	been	transformed	

or removed so that individuals can no longer be 

identified.	The	Applicant/MAH	is	reminded	to	keep	in	

mind	the	impact	of	removal	on	the	scientific	usefulness	

of the report. In addition, the Applicant/MAH is  

advised to give careful consideration to the complexity  

of anonymisation in reports of rare disease and  

small population trials based on the low number  

of trial participants. 

The EMA points out that 
lack of ability to reverse the 
methodology or technique to 
anonymise is also important.
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EMA recommends an anonymisation process that includes the 

following steps:

	 •	 Identify	and	remove	or	protect	both	direct	identifiers	 

	 	 and	quasi(indirect)	identifiers;

 • Identify possible adversaries and likely attackers on the  

	 	 data	and	evaluate	the	re-identification	risk	associated	 

  with each;

 • Ensure the anonymised results will produce analysis by  

  third parties similar to the analysis based on the original  

  clinical report prior to anonymisation (the goal is a balance  

	 	 between	an	acceptable	low	risk	of	re-identification	and		 

  high level of data utility);

 •	Determine	the	risk	of	re-identification	threshold	and	 

	 	 evaluate	the	actual	risk	of	re-identification;

 • Identify the most appropriate technique and describe how  

	 	 the	risk	of	re-identification	is	reduced	by	this	technique;	and

 • Document both the process chosen and implemented and  

  the rationale for the choice; specify the option chosen by  

  the Applicant/MAH to achieve anonymity.15  

3. REDACTION WITH RESPECT TO INVESTIGATORS,  

COMPANY STAFF AND APPLICANT/MAH STAFF.

The identity of the sponsor and the coordinating 

investigator of the clinical study must be published, with 

their contact information and signature being redacted. 

Personal data of other clinical trial staff will not be 

published. Further, research site number, name, and the 

investigator at each research site are not published based 

on the risk that publication of this information may facilitate 

identification	of	trial	participants.

C – SUMMARY
Through issuance of the Guidance, EMA is providing 

instruction on the advancement of the operational 

implementation of the Policy. The Guidance informs 

companies of what is required moving forward with respect 

to publication of clinical trial data. As US-based companies 

become more active in clinical trials governed by the EMA, 

knowledge of and compliance with both the Policy and 

Guidance are crucial. As stated above, an analysis of the 

entire ninety-one page Guidance document is beyond the 

scope of one article. Therefore, it is important that any 

company involved in or considering participation in clinical 

trial conduct or participation in Europe should ensure its 

knowledge and understanding of the provisions of the  

Policy and Guidance. 

1  European Medicines Agency, Policy on publication of clinical data for medicinal  
 products for human use (2014), available at http://www.ema.europa.eu/docs/ 
 en_GB/document_library/Other/2014/10/WC500174796.pdf. 

2  Id. at 1.

3  Id. at 4.

4 European Medicines Agency, Clinical data publication, available at http://www.ema. 
 europa.eu/ema/index.jsp?curl=pages/special_topics/general/general_content_ 
 000555. jsp&mid=WC0b01ac05809f363e. 

5 European Medicines Agency, External guidance on the implementation of the European  
 Medicines Agency policy on the publication of clinical data for medicinal products for human  
 use, 31-43 (2016), available at http://www.ema.europa.eu/docs/en_GB/document_ 
 library/Regulatory_and_procedural_guideline/2016/03/WC500202621.pdf;  
 European Medicines Agency, Clinical data publication.
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8 Official Journal of the European Communities, “Regulation (EC) No. 45/2001 of the  
 European Parliament and of the Council of 18 December 2000 on the protection  
 of individuals with regard to the processing of personal data by the Community  
 institutions and bodies and on the free movement of such data,” Article 2(a), at  
 L 8/4 (2001), available at http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=O 
 J:L:2001:008:0001:0022:en:PDF.

9 European Medicines Agency, Policy on publication, at 4-7.

10 Official Journal of the European Communities, “Regulation (EC) No. 45/2001, at L8/4;  
 Official Journal of the European Communities “Directive 95/46/EC of the European  
 Parliament and of the Council of 24 October 1995 on the protection of individuals  
 with regard to the processing of personal data and on the free movement of such  
 data”, L 281, § 26 (1995), available at http://eur-lex.europa.eu/LexUriServ/ 
 LexUriServ.do?uri=CELEX:31995L0046:en:HTM. 

11 Article 29 Data Protection Working Party: The Working Party on the Protection of  
 Individuals with Regard to the Processing of Personal Data, Opinion 05/2014 on  
 Anonymisation Techniques (2014), available at http://ec.europa.eu/justice/data- 
	 protection/article-29/documentation/opinion-recommendation/files/ 
 2014/wp216_en.pdf.  

12 Pseudonymisation refers to replacement of one attribute in a record by another.

13 Opinion 05/2014.

14 European Medicines Agency, External guidance, at 38.

15 European Medicines Agency, External guidance, at 41.
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2. RECOMMENDATIONS TO ACHIEVE ANONYMISATION

The goal of the Guidance is to assist the Applicant/

MAH in striking the right balance between maximizing 

scientifically	useful	information	for	the	benefit	of	the	

public and achieving effective anonymisation for the 

benefit	of	the	individual.	The	Guidance	does	not	mandate	

any	specific	methodology.	The	choice	of	methodology	

and technique is left to the company based on the 

ultimate purpose of the report and the company’s choice 

of the two options for anonymisation discussed above. 

EMA acknowledges that, initially, the Applicant/MAH 

is likely to use a reactive data anonymisation process 

to anonymise data retrospectively after submission 

of the clinical report (e.g., redaction). However, as the 

Applicant/MAH becomes more experienced, a transition 

should be made to proactive data anonymisation to 

maximize the clinical usefulness of published data.

The EMA’s view is that it is unlikely that a clinical 

report that maximizes usefulness of the published 

data	will	be	able	to	meet	the	three	criteria	in	the	first	

anonymisation option described earlier. This view is based 

on recognition that the ability to link multiple records of 

the same trial participant within the report increases the 

ability	to	understand	the	safety	and	efficacy	profile	of	the	

trial product. Inference is also important and the EMA 

advises that the potential impact of inferred data on the 

trial participants should be emphasized. Therefore, the 

EMA suggests that the Applicant/MAH will likely need to 

choose the option to perform a thorough evaluation of 

the	risk	of	re-identification	to	achieve	anonymisation.	

The Guidance discusses several techniques in 

great detail, each of which has its own strengths and 

weaknesses. The Applicant/MAH must identify the most 

effective technique or combination of techniques based 

on	the	specific	clinical	report	and	the	specific	clinical	trial	

data. Detailed discussion of the information and analysis 

of each of the techniques provided in the Guidance 

is beyond the scope of this article. However, a brief 

summary of the techniques is provided.

The simplest method is masking, which ensures 

that redacted information is irreversibly blocked from 

the	report.	EMA	recommends	masking	of	pre-specified	

variables, but not entire sections of the report. EMA 

also recommends randomisation, which is a series 

of techniques that remove the link between the data 

and the trial participant. Randomisation techniques 

recommended by EMA include noise addition (addition 

of random data to original microdata) and permutation 

(changing the order of data arranged in a particular 

order). Further, generalisation is also a family of 

techniques that dilutes the attributes of the data 

by	modification	of	the	respective	scale	or	order	of	

magnitude. Recommended generalisation techniques 

include aggregation, in which a value is replaced by a 

range, and k-anonymity, which groups a trial participant 

with other trial participants within the same range.

Applicants/MAHs	are	reminded	that	scientific	review	

of the data and marketing authorisation assessment 

must be completed before anonymisation of the data. 

The Applicant/MAH’s primary focus should be to ensure 

that	“the	risk	of	re-identification	is	acceptably	low	and	

in line with requirements for public disclosure and that 

the data transformation resulting from the applied 

anonymisation techniques will not lead to a different 

interpretation of the study results.”14

As US-based companies become more active in clinical 
trials governed by the EMA, knowledge of and compliance 
with both the Policy and Guidance are crucial.
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Inventors and companies are always looking for alternative ways to raise capital for 

the development of their products, and crowdfunding is becoming a hot trend.  But 

when it comes to medical devices, FDA does not generally allow for the marketing 

of a device prior to its clearance or approval. This article will walk you through the 

basics of crowdfunding, advertising and promotional requirements of the FDA and 

when the two paths cross.  

CROWDFUNDING BASICS
Crowdfunding is the practice of asking for money to fund a specific 

goal, generally through a website dedicated to crowdfunding, from the 

general public.  An individual or company seeking to utilize crowdfunding 

(“crowdfunder”) must first have a project or product for which to raise 

money and will choose a crowdfunding website (CF platform), which will 

host the crowdfunding campaign.1 

THE CATCH 22 OF  

 
IS IT PRE-SELLING?

CROWDFUNDING  
FOR MEDICAL  

DEVICES: 

12
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THERE ARE FOUR BASIC FORMS OF CROWDFUNDING:2,3  

 1. Donation-based crowdfunding, where money  

  is given with no expectation of anything in return. 

 2. Debt-based or lending model funding is a loan  

  where contributors may receive a rate of return  

  on their investment. 

 3. Equity-based funding, which is currently only  

  available to “accredited” investors. Investors in  

  this group must prove a yearly income in excess of  

  $200,000 (or $300,000 when combined with a  

  spouse’s income) or have a net worth of over  

  $1 million (excluding the value of their residence)  

  and must have had that level of income or net worth  

  for three years running. These investors receive equity  

  in the company raising the capital in exchange for their  

  contributions. The equity model is heavily regulated by  

  the SEC and is not frequently used, either inside or  

  outside the United States. 

 4. Reward-based/pre-sell funding where the donor  

  receives something in return for the donation  

	 	 (a	prototype,	access	to	the	final	finished	products	 

  at an earlier date, better price, a non-medical  

  device gift, the naming of a project/product  

	 	 after	them,	or	some	other	special	benefit).

Crowdfunding of medical devices is still a gray area 

for FDA as many in the industry question if the practice of 

crowdfunding	with	reward-based	returns	is	considered	‘pre-

selling’	or	‘marketing’	the	device	in	advance	of	clearance	or	

approval.  FDA considers any products that are distributed 

(interstate commerce) prior to clearance or approval as 

‘adulterated’.		Marketing	activities	prior	to	clearance	without	

appropriate disclaimers (e.g., investigational or regulatory 

submission status) is considered misbranding and false or 

misleading labelling.  Yet, several start-up companies have 

engaged in crowdfunding, using donation-based and reward-

based methods, as a way to pay for the cost of developing 

medical devices and of conducting clinical or usability studies 

to support the remaining development activities  

and regulatory submission activities.

A 2015 review by STATnews noted “...16 crowdfunded 

campaigns have been launched over the past few years 

by entrepreneurs who essentially took advance orders for 

medical devices that they said they planned to get OK’d by 

the FDA.”4		One	of	the	ways	the	fundraising	was	justified	

was by clearly stating the development and regulatory 

status of the device.  Information regarding the status 

of the company’s project with FDA would be included on 

the website, including statements related to the timing of 

planned	submissions	to	the	FDA	or	confirmation	that	the	

application was under review. 

CROWDFUNDED DEVICES
For this article we took a quick look at some of the 

companies, past and present, that have crowdfunded 

development of medical devices, as reported in public sources.

CUR (PRONOUNCED “CURE”)

Cur is an over-the-counter, wearable medical device 

transcutaneous electrical nerve stimulation (TENS) unit  

which is indicated for the symptomatic relief and 

management of chronic intractable pain, and for temporary 

relief of pain associated with sore and aching muscles in the 

shoulder, waist, back, neck, upper extremities (arms) and 

lower extremities (legs) due to strain from exercise or normal 

household work activities.5  It has powered muscle stimulation 

(PMS) mode which is indicated to improve and facilitate 

muscle performance in healthy muscles. Cur was cleared 

in May 2016 (K160052), but received industry attention in 

2015 for attempting to raise $50,000 on its own website 

by asking for a $149 donation in order to receive the device 

after FDA clearance.6 After scrutiny, Cur updated its website 

to clarify that the crowdfunding campaign was to support 

the continuing development operations and the 510(k) 

notification,	and	that	the	device	would	not	be	shipped	 

before FDA clearance.7

SCANADU SCOUT 

Scanadu has a couple of products in the pipeline, one 

for vitals and the other for urine testing.  However, it is 

probably more well-known for its fast paced Indiegogo 

campaign in 2013 which raised $1,661,988 USD from 

8509 backers for its Scanadu Scout™.  The Scout™, still 

not yet FDA cleared, is a small device that records a 

person’s vitals by placing the device on the forehead 

and transmitting the data to an app on a smart phone.  

It is intended to measure heart rate, skin temperature, 

oximeter, blood pressure, temperature, heart rate, and 

pulse	oxymetry—all	cuffless,	wireless	and	in	seconds.8  

Scanadu offered several levels of donation and 

investment,	where	backers	could	merely	‘stay	informed’	

or receive products after FDA clearance.  Interestingly, 

Scanadu actually consented backers to be part of a 

usability study and receive an investigational device.  

With this, early adopters were able to receive products, 

before FDA clearance, and Scanadu could receive 

customer feedback and usability data.  It was made clear 

that if a backer did not participate in the study, the device 

would be shipped post-clearance or investment funds 

returned.9 Scanadu continues to have it noted on their 

company website and on their closed Indiegogo site,  

that they are not yet FDA cleared.

14 15
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Class III – Highest Risk

The riskiest devices, such as some implants and life-

supporting or life-sustaining devices, are placed in Class 

III and generally are subject to premarket approval (PMA), 

which means that an application must be submitted to and 

approved by FDA before the device may be legally

AIRING

 Airing is a company that is currently raising funds for 

the development of a hoseless, maskless, cordless micro-

CPAP device for the treatment of apnea. Airing had raised 

$1,624,136 as of July 2015 and is still taking investments.  

Investments range from receiving an update on the progress, 

to product vouchers that can be exchanged once the product 

is FDA cleared (and a doctor’s prescription provided), to 

becoming part of the research panel or Skyping with the 

inventor.  Airing is very clear on their Indiegogo website  

that product availability is subject to FDA clearance and 

doctor’s prescription.10

SNORE CIRCLE

 Devices like Snore Circle, by VVFLY Electronics, ride 

the	crest	of	‘are	they	a	medical	device	or	not?’	Most	FDA	

cleared anti-snoring devices are intraoral devices or devices 

that create expiratory resistance to maintain upper airway 

pressure.11	However,	Snore	Circle	identifies	snoring	sounds	

with bone conduction and sound recognition technologies, 

and then “intervenes physically with micro sounds and micro 

vibrations at 54 levels to stop snoring and make you sleep 

better.” At this time, VVFLY Electronics does not have any 

disclaimers about awaiting FDA clearance, but had raised 

over $200,000 as of September 2016.12

MEDICAL DEVICES AND THEIR PROMOTION

 So, what is a medtech company to do to pursue 

crowdfunding and stay within regulations? First, a thorough 

regulatory assessment of the device, its intended use and 

clinical claims should be performed to understand if the 

product	is	a	medical	device	and	if	so,	what	its	classification	is.

Per section 201(h) of the Federal Food Drug & Cosmetic (FD&C) 13,  

a medical device is:

 • “an instrument, apparatus, implement, machine,  

  contrivance, implant, in vitro reagent, or other  

  similar or related article, including a component  

  part, or accessory which is: 

 		 recognized	in	the	official	National	Formulary,	or	the	 

  United States Pharmacopoeia, or any supplement  

  to them,

   intended for use in the diagnosis of disease or  

  other conditions, or in the cure, mitigation,  

  treatment, or prevention of disease, in man or  

  other animals, or

  intended to affect the structure or any function  

  of the body of man or other animals, and which  

  does not achieve its primary intended purposes  

  through chemical action within or on the body of  

  man or other animals and which is not dependent  

  upon being metabolized for the achievement of  

  any of its primary intended purposes.”

Medical devices are categorized into one of three classes, based on 

the degree of risk they present. These classes are as follows:

Class I – Lowest Risk

These devices pose the lowest risk, such as elastic 

bandages, manual toothbrushes and general instruments.   

Class I devices are subject to general controls.

Class II – Moderate Risk

Examples of Class II devices are syringes, IV catheters and 

non-invasive blood pressure monitors. Class II devices, 

which pose incrementally greater risk and for which 

general	controls	are	not	sufficient	to	provide	reasonable	

assurance of safety and effectiveness, are subject to 

“special controls” in addition to general controls. Special 

controls may include labeling requirements, performance 

standards, post-market surveillance studies, or other 

controls the FDA deems necessary to provide reasonable 

assurance of the safety and effectiveness of the device.

marketed. PMA applications must contain information

that provides a reasonable assurance of the safety and 

effectiveness of the device for its intended use and  

generally include pre-clinical testing and clinical study data.  

An example of Class III device is a heart valve.

17
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 FDA does allow for companies to advertise or display 

devices subject to 510(k) with appropriate disclaimer, in the 

hope that FDA will conclude that the device is substantially 

equivalent to a pre-amendments device.  However per FDA’s 

Compliance	Policy	Guide	Sec.	300.600,	“…a	firm	may	not	

take orders, or be prepared to take orders, that might result 

in contracts of sale for the device unless limited to research 

or investigational use.”14    So here is the Catch 22: How can 

crowdfunding with the reward-based model of the device be 

acceptable, and what does the device have to be used for?  

This policy does not discuss Class III devices and therefore 

advertising or display of Class III products in advance of FDA 

approval should be avoided.  

 From a regulatory compliance perspective, the lowest 

risk models for crowdfunding are the donation, debt and 

equity investment models; donation being the easiest.  These 

models do not provide the promise of a product voucher or 

the product itself after clearance.  Scanadu and Airing have 

donation	models	that	just	‘keep	you	updated’	about	product	

development. Debt and equity investment models surely 

provide their own hurdles when conducting such transactions 

online, but will not be discussed here.  

 In	the	case	of	the	reward-based	model	where	the	‘reward’	

is the actual device or a voucher for the device, this is higher 

risk as it could be interpreted as taking an order for a device 

that is not yet cleared or approved for distribution. There are 

some non-product rewards that were offered by the above 

groups that ranged from t-shirts to dinner with the inventor, 

but	did	not	include	a	product.	Others	have	considered	a	‘pay	

it forward’ model, where the product would not be received 

by the backer but the product could be donated to a hospital/

clinic of their choice after FDA clearance.  At this time, FDA has 

not made written statement regarding crowdfunding, issued 

any warning letters to companies who have raised money 

through this process or taken any action to stop the practice.  

In an interview with the Boston Globe, William Maisel (acting 

director	of	the	FDA’s	Office	of	Device	Evaluation)	said	through	

a spokesman that medical device companies must follow the 

agency’s marketing and advertising regulations regardless 

of how they raise funds, but he did not respond to questions 

about	the	legality	of	specific	crowdfunding	practices.	Some	

postulate that FDA will not focus resources on regulating this 

practice unless it appears that patients are harmed.15

As noted earlier, some medical device companies have 

used the pre-selling model and FDA has not taken action; 

however this model is still considered to be a higher risk 

for products that have not yet been cleared. Risk must be 

evaluated on an individual basis for every device, in order 

for a company to determine if crowdfunding is an option.  

If	a	company	concludes	the	risk	is	worth	the	benefit,	the	

company still must assure clear disclosure of how funded 

dollars will be used (e.g., research, investigations, product 

development, etc.), apply appropriate disclaimers as to  

the status of the device, ensure diligent record keeping of 

funding transactions and keep a close eye on regulations  

as the landscape can change quickly. 
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If	 a	 company	 concludes	 the	 risk	 is	worth	 the	 benefit,	 the	
company still must assure clear disclosure of how funded 
dollars will be used.

By Dawn 
Norman



2120

If you are not a medical device company or do not have devices on the market in Europe, then 

comprehensive clinical evaluation reports may be a new concept.  But make no mistake, the 

use of these powerful assessments extends beyond just Europe and just medical devices. As 

regulators, payers and the public increases emphasis on clinical data to support medical 

devices, this familiar format will be useful for other applications.   Presenting clinical data in an 

unbiased format has been successful for biologic devices in other international geographies.  

Executive summaries of these reports may be leveraged to demonstrate the similarity of new 

devices to those currently with payer coverage to gain reimbursement.

The following article outlines the content and process for completing a clinical 

evaluation report (CER) in consideration of the new guide issued June 2016. In 

addition to overviewing the content and methodology for the CER, the article considers  

how the CER can be leveraged for 1. CPT® Coding Applications, 2. Dossier for other 

payers’ consideration of coverage in the U.S., and 3. Application for International 

Geography submissions. 
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INTRODUCTION:    

 1. A CER is a comprehensive, unbiased assessment of 

published literature and unpublished internal data. CER’s 

are	required	for	all	classifications	of	medical	devices	with	

CE Mark allowing for distribution in the European Union 

(EU).  This evaluation is central to the medical device lifecycle 

management	and	risk	management	requirements	defined	

by ISO 13485 “Medical devices – Quality Management 

Systems – Requirement for Regulatory Purposes” and ISO 

14971 “Medical Devices – Application of Risk Management to 

Medical Devices.” 

	 The	CER	analysis	determines	if	the	benefits	of	the	

device evidenced in performance outweigh the risks of the 

device’s	actual	or	potential	adverse	effects.		This	benefit/

risk evaluation determines if the device may immediately be 

placed on the market in Europe, if the device needs additional 

clinical data potentially in the form of a controlled clinical 

trial, or if the device should not be marketed in Europe. The 

benefit/risk	conclusions	that	aid	in	European	market	entry	

are similar to considerations of medical devices by regulators 

and payers:

 • If the device is placed in a patient, does the device  

  perform as intended, extending life or improving the  

  quality of life?

 • Does the device perform as well as alternative  

  standards of care for patients to justify the increased  

  cost of healthcare? 

 • Does the device demonstrate substantial  

  improvement over existing solutions?

COMPONENTS OF CLINICAL EVALUATION

 The format of a CER is provided in MEDDEV 2.7.1  

Revision 4 “Clinical Evaluation: A Guide for Manufacturers 

and	Notified	Bodies	under	Directives	93/42/EEC	and	

90/385/EEC”1 that was recently updated as of June, 2016.  

Specifically,	the	CER	is	a	tool	used	to	demonstrate	conformity	

to	the	following	essential	requirements	defined	in	the	Medical	

Device Directive (a.k.a., European device regulations): 

 • E1 General Requirements relating to reduction of  

  risk of device, 

 • E3 General Requirement that the device perform  

  as intended, and 

 • E6 General Requirement that undesirable side effects  

	 	 are	acceptable	when	weighed	against	benefits	of	 

  the device.

What’s new in Revision 4 of the guidance document?

	 •	 Analysis	of	pre-clinical	verification	and	validation	

 • Stricter use of equivalent devices

 • Closer consideration of pre-market clinical trials

The	CER	may	include	relevant	scientific	literature	related	

to the device itself or equivalent device as well as all clinical 

investigations. For devices that are not CE Marked, clinical 

data for an equivalent device may be utilized.  The CER 

includes the following stages: 

	 •	 Stage	0:	Define	the	scope

 • Stage 1: Identify the pertinent data

 • Stage 2: Appraisal of pertinent data

 • Stage 3: Analysis of clinical data

 • Stage 4: Finalize the Clinical Evaluation Report

The	 CER	 analysis	 determines	 if	 the	 benefits	 of	 the	 
device evidenced in performance outweigh the risks of the 
device’s actual or potential adverse effects.

STAGE 0: DEFINE THE SCOPE:    

 The scope of the CER (Stage 0) includes a device 

description	as	specific	as	part	numbers	to	easily	determine	

which products the report covers for future submissions and 

audits. The product design should be evaluated to determine 

if any special design features need special considerations 

(e.g., a medical device that includes an animal-derived 

component). The scope also includes an evaluation of the 

risk management documents that can include the risk 

analysis and risk management plan. The scope should  

define	“state	of	the	art”	and	information	relating	to	current	

disease management. 

STAGE 1: IDENTIFY THE PERTINENT DATA:   

 Stage	1	is	the	identification	of	pertinent	data	that	the	

manufacturer generates and that is retrieved from literature. 

Data should include all favorable and unfavorable data 

related	to	the	device.	Specific	to	the	new	guidance	document,	

preclinical	testing	used	for	verification	and	validation	during	

the design process should be included in the CER. Preclinical 

testing can include bench testing and/or animal testing. 

The CER should consider if the device meets the acceptance 

criteria	for	design	verification	or	validation.	Any	failures	of	the	

devices (e.g., mechanical failure of a device in fatigue testing 

prior to clinically-relevant runout) should be considered in  

the CER.  

 Manufacturer-generated clinical use data includes 

premarket clinical investigations, post market clinical data 

generated in geographies where the device is launched, 

complaint	reports,	explanted	device	evaluations,	and	field	

safety correction actions. Other unpublished data can include 

the instructions for use (IFU), surgical techniques and/or  

user manuals and may include claims related to special 

design features. 

 Literature searches are rigorously documented with 

reasons for inclusion/exclusion and involve not only U.S. 

databases like PUBMED, but also international medical 

device registry reports. As PUBMED does not contain many 

European journals, other sources like EMBASE, Cochrane 

and Google Scholar should be considered to ensure 

comprehensive	data	is	identified.	Internet	searches	can	be	

helpful to identify relevant industry standards. But such 

searches often result in 1,000+ abstracts; therefore, a well-

established protocol for assessing inclusion and exclusion 

criteria is important. The cross-functional design team can 

add in search terms including competitive devices that are 

similar to the subject device. Broad search terms should be 

limited	to	ensure	that	applicable	articles	are	identified	in	the	

search process. Typically, appendices of the CER contain 

all search results with reasons for exclusion so that the 

reader can easily follow the authors’ assessment criteria. 

Tables documenting exact search terms and date limits 

should be included in the CER so that the search may be 

repeated at any time. Care should be taken for duplicate 

search results as well as multiple publications with the 

same patient data set.
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EQUIVALENT DEVICES:    

 When the subject device has robust clinical data with 

long-term follow-up, equivalent devices may not be needed. 

In cases where manufacturers wish to leverage published 

clinical data, equivalent devices can be included to determine 

if	sufficient	data	exists	to	support	the	performance	and	

safety of the subject device.  The new guide MEDDEV 2.7.1 

provides detailed methodology to determine an equivalent 

device. Careful consideration should be made to the clinical, 

technical and biological characteristics of the equivalent 

device compared to the subject device.  Clinical characteristics 

include severity and stage of disease, intended purpose, and 

patient population. Technical characteristics include design, 

specifications,	and	method	of	use.	Biological	characteristics	

identifies	the	material	and	contact	with	human	tissue	or	

body	fluids.		Previous	guidelines	allowed	use	of	an	equivalent	

device made of different materials provided its clinical 

performance was similar. For example, a clinical evaluation 

for an orthopedic plate composed of a novel material such 

as a resorbable material may have included equivalent 

devices composed of metallic materials (e.g., titanium 

alloy), as pre-clinical testing would demonstrate that both 

exceed acceptance criterion for clinical relevant loads and 

are biocompatible. Under the new guidance document, 

leveraging clinical data from devices composed of different 

materials	may	be	more	difficult.	

STAGE 2: APPRAISAL OF PERTINENT DATA:   

 Appraisal of the pertinent data in Stage 2 is needed to 

ensure the quality of the data and its applicability to the 

indication, the target population and the intended users 

of the medical device. Appraisal includes a detailed review 

to assess relevance to the device followed by weighing the 

contribution of the data to the clinical evaluation.  Previous 

versions of MEDDEV 2.7.1 provided an example of a detailed 

weighing	of	data.	This	guidance	document	omits	a	specific	

example, but includes that typical weighing provides the 

highest weight to randomized controlled clinical trials of 

the device followed by non-randomized trials of the device. 

Clinical data for the device is weighted higher than clinical 

data for an equivalent device. The evaluator should carefully 

document each piece of data reviewed and document the 

rationale for inclusion or exclusion in the CER. For devices 

with controlled, randomized clinical trials, the evaluator may 

choose to exclude case reports when evaluating performance, 

but then include case reports if adverse events are included 

in a safety evaluation. 

 To fully leverage the CER for other applications, consider 

aligning literature to CPT® Coding Applications.  These 

applications are submitted to U.S. national payer, Medicare, 

for coding changes. CPT® Coding Applications increasingly 

rely on clinical evidence for changes in codes.  The level of 

evidence for this application is as follows: 

 • Ia: Evidence obtained from meta-analysis of  

  randomized trials

 • Ib: Evidence obtained from at least one  

  randomized trial

 • IIa: Evidence obtained from at least one  

  well-designed controlled study without randomization

 • IIb: Evidence obtained from at least one other type  

  of well-designed quasi-experimental study

 • III: Evidence obtained from well-designed, non- 

  experimental descriptive studies, such as comparative  

  studies, correlation studies and case controls

 • IV: Evidence obtained from case reports or case series

 • V: Evidence obtained from expert committee reports 

  or opinions and/or clinical experience of respected   

  authorities

 In general this U.S. coding application requires that  

three (3) reports are of the U.S. population and at least 

one (1) meets the evidence of level III. Abstracts should be 

considered for negative safety data if reports of adverse 

events differ from those published in literature, but they 

should not be included as performance evidence in a CER. 

These adverse event reports should be considered since the 

abstract publication timeframes are shorter than journal 

article publications. As with a CER, coding applications  

should include the evaluation of negative publications.  

25
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Data are summarized typically in tabular format with the

number of patients, follow-up time period, outcomes  

and any adverse events observed.  Performance of devices 

is typically observed in outcomes. For example, cervical 

spine implant outcomes are typically measured with these 

parameters for the cervical spine: Neck Disability Index 

(NDI) score; radiographic fusion status; adverse events 

such as reoperations, removals, or pain; and quality of 

life measurements such as visual analog score or SF-36 

questionnaire. Outcomes vary by medical device and should 

be described in the CER. 

 The analysis should evaluate the nuances for each 

publication considering the disease and patient population. 

Consider a single site publication that has negative outcomes 

such as high revision rates of a vascular graft to treat patient 

with	peripheral	artery	disease	(PAD)	at	a	specific	center.	If	

this publication has a large number of patients, and the only 

other evidence is single site publications and case reports, 

the	evaluator	may	determine	that	there	is	insufficient	benefit	

to outweigh the risk of high revision. Yet, if the patient 

population are those that would receive amputation without 

the graft, the evaluator may determine that the risk of 

revision is minimal compared to the risks of the alternative  

of amputation. The analysis will vary greatly depending on 

the device, disease and intended patient population.  

 Safety data considers any adverse events, especially 

severity of death, allergic reaction, re-operation, and 

amputation.  For certain populations, these severe events  

are expected based on the disease state and severity.  

The CER should consider expected rates of the events  

without the medical device versus those with the medical 

device to narrow the effect of the medical device on the 

patient populations. 

 The analysis should determine if additional clinical 

investigations or post-market clinical follow-up are needed.  

Post-market clinical follow-up is common for long-term 

implantable devices such as hip replacements with a life-

time expectancy of 10-20 years. Although national joint 

registries are providing some data related to survivorship, 

manufacturers are expected to determine survivorship of 

specific	variants	or	designs	within	large	product	families.	

 Typically, only publications with the device or equivalent 

devices are included in the CER. Data may also be weighted 

depending on the device within the article (e.g., 1 if the 

subject device, 2 for equivalent device, and 3 for neither). 

Weight by device highlights those that could be leveraged 

for reimbursement.  Clinical data on the subject device 

is preferential for payer coverage in the U.S. With clinical 

data tables in the CER organized by device, the process of 

identifying and pulling out publications for dossier can be 

completed quickly when requesting coverage. 

 Driven by the new guidance in detailed determination of 

equivalent devices, CERs should identify the relevant device 

studies for each publication. Historic publications may not 

identify the model and manufacturer of the subject device, 

and	equivalent	device	leveraging	will	prove	more	difficult	for	

manufacturers. Determining the relevance of these publications 

can	be	difficult	for	commodity	devices.	For	example,	common	

bone screws date back to at least the 1930’s.2 Consider that a 

bone screw can have general indications: 

	 The	Bone	Screw	set	is	intended	to	be	used	for	the	fixation	 

 of bone fractures, fusion of joints or bone reconstruction.3   

 Small bone screws can be used in most bones of the 

body	from	the	head	for	cranial	flap	fixation,	in	the	hand	

for metacarpal fracture repair, and in the foot for fusion of 

the tarsometatarsal (TMT) joint.  Larger screws of a system 

can be used in femur and tibial fracture repair.  As the new 

guidance	specifies	that	each	indication	should	be	adequately	

supported,	mapping	publications	with	specific	uses	to	

this general indication will be challenging. Additionally, 

publications for bone screws historically have not listed 

the device or manufacturer; therefore, the majority of the 

publications would be excluded. This consideration will 

continue to confound differences in indications for the U.S., 

the European Union and the rest of world. 

STAGE 3: ANALYSIS OF CLINICAL DATA:   

 Methodology used to collect the clinical data in each 

publication should be considered. For example, case reports 

of	a	single	patient	are	excluded	as	these	lack	sound	scientific	

methodology. Data are appraised by considering the number 

of patients for statistical relevance, statistical methods, 

control (such as single-arm studies), or appropriate endpoint. 

26 27



28 29

STAGE 4: FINALIZE THE CLINICAL EVALUATION REPORT: 

 The	CER	weighs	the	risk/benefit	ratio	of	the	device	by	

considering its performance compared to its adverse events 

to	determine	if	the	device	should	be	marketed	in	the	first	

place or remain on the market. 

 The analysis should tie back into the product 

development lifecycle. After the clinical data has  

been summarized, consider the following: 

	 •	 Are	there	any	additional	risks	that	were	identified	 

  in the clinical data appraisal that are not in the  

  risk analysis? If so, the risk analysis should be  

  updated to include the additional risk and risk  

  mitigation activities should be conducted to  

  reduce the risk as far as possible. 

 • Do adverse effects occur at a greater rate than the  

  initial risk analysis predicts? Does the initial risk  

  analysis predict occurrence as a greater risk than  

  those for the equivalent devices?  Update the risk  

  analysis to consider true occurrence rates based on  

  observation in published clinical data.  

 • Based on the clinical data, should any additional  

  warnings be added to the instructions for use for  

	 	 the	device?	The	IFU	correctly	identified	the	intended	 

  purpose and contains information to reduce the risk of  

  user error; residual risks; and appropriate warnings,  

  precautions and contraindications. 

 Post-market plans should also be updated to include 

any additional clinical investigations prior to CE mark of 

the device or post-market clinical follow-up in Europe. If the 

device	is	marketed	outside	the	EU	and	insufficient	data	is	

available to CE mark the device, then the post-market plan 

should be updated to include investigations needed for CE 

Market.  Alternatively, a pre-market clinical trial may be 

conducted in the EU to support CE marking. 

	 Before	finalizing	the	CER,	ensure	that	all	relevant	

information is included such that the document is 

independent of other design-related documentation. 

Add the background and resume of the clinical 

evaluator	to	demonstrate	his	or	her	qualifications	to	

perform the evaluation. 

 In conclusion, the evaluator carefully considers the risks 

to ensure that they are minimized and acceptable when 

weighed	against	the	benefits.	The	benefits	should	include	

a meaningful and measureable positive improvement on 

the health of an individual. As regulators for international 

regulatory submissions are increasingly requesting clinical 

data for the subject device, consider submitting the CER in  

its entirety to regulators around the world. 

CONCLUSION:  

 Methodology developed to show compliance to European 

essential requirements has provided a powerful, unbiased 

methodology	for	identification,	appraisal	and	reporting	

of unpublished and published data relating to medical 

devices.  Overall, revision of the guidance document is a step 

towards increased regulation of medical devices in line with 

revision of ISO 13485 issued in 2016 for required compliance 

by 2019 and upcoming Medical Device Regulations 

requiring compliance in 2019. Increased regulation is 

also accompanied by an increased drive for clinical-based 

evidence to support coding and coverage globally. The CER 

can be leveraged in all these situations to present clinical 

data in an unbiased, comprehensive document. 

By Kim 
Strohkirch
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THE 21ST CENTURY CURES ACT
 On December 13, 2016, President Obama signed the 21st Century 
Cures Act into law. 
 The Cures Act, which sailed through both the House of 
Representatives (392-26) and the Senate (94-5), is a massive piece of 
bipartisan legislation focused on advancing and accelerating medical 
research.	Additionally,	the	Cures	Act	contains	provisions	devoted	to	fighting	
America’s opioid abuse epidemic and improving mental health care. 
 Described by the House Committee on Energy and Commerce as 
“[a]n innovation game-changer, a once-in-a-generation, transformational 
opportunity to change the way we treat disease,”1 the Cures Act is the 
result of “conversations with patients, researchers, innovators, and 
health care professionals about what steps can be taken to expedite the 
discovery, development and delivery of new treatment and cures and 
maintain America’s global status as the leader in biomedical innovation.”2  
 Given its sweeping scope, the White House believes that the 
Cures Act “will go a long way toward bringing about the medical 
breakthroughs we need to meet some of the biggest health challenges 
facing Americans today.”3 Based on the overwhelming support of 
Congress, the pharmaceutical and medical device industries, PhARMA, 
patient advocacy groups such as FasterCures, and numerous medical 
societies and foundations4, it is clear that many share this view.
 However, critics of the Cures Act, including Senators Bernie 
Sanders and Elizabeth Warren as well as consumer watchdog groups 
like Public Citizen’s Health Research Group and the National Center 
for Health Research, fear that the advancements envisioned by the 
Act undermine the Food and Drug Administration’s ability to protect 
patients and will ultimately endanger public health and safety.5 
 While by no means an exhaustive list, key provisions of the 21st 
Century Cures Act include:6

 • Allocation of $4.8 billion over 10 years to the National Institute  
  of Health for innovative research programs including  
  the following:
  o Cancer Moonshot Initiative (acceleration of cancer research  
  and availability of treatment options) 
  o Precision Medicine Initiative (research of disease prevention,  
   diagnosis, and treatment methods tailored to people’s  
   unique characteristics)
  o Brain Research through Advancing Innovative  
   Neurotechnologies (BRAIN) Initiative (research of brain  
   disorders, such as Alzheimer’s and Parkinson’s diseases,  
   depression, and traumatic brain injury)
  o Regenerative medicine using adult stem cells (includes cell  
   therapy, gene therapy, therapeutic tissue engineering  
   products, human cell and tissue products)
 • Allocation of $1 billion over 2 years for grants to states for  
  opioid abuse prevention and treatment.
 • Implementation of provisions to move drugs and devices  
  to patients more quickly
  o Establishes a review pathway at the FDA for biomarkers and  
   other drug development tools used to help shorten drug  

   development time and reduce the failure rate in drug  
   development
  o Requires the FDA to evaluate the usefulness of data collected  
   outside of randomized clinical trials (i.e. information that is  
   currently considered off-label) and establishes a regulatory  
   framework that would be used to determine the usefulness  
   of real-world data
  o Allows drug manufacturers to share off-label uses with  
   insurance companies 
  o Allows sponsors of genetically targeted or variant protein  
   targeted drugs to rely on data for the same or similar  
   technology from its previously approved applications 
  o Requires HHS to harmonize differences between the  
   Common Rule and the Food, Drug and Cosmetics Act 
   with respect to protection of human subjects 
	 	 o	 Allows	the	FDA	to	rely	on	qualified	data	summaries	to	 
   support approval of application for new indication of  
   an approved drug
  o Requires pharmaceutical companies to establish publically  
   accessible compassionate use policies for drugs treating  
   serious or life threatening conditions
  o Allows the FDA to grant accelerated approval for  
   regenerative therapeutic products
  o Establishes that devices used with a regenerative therapeutic  
   product be considered a moderate risk unless the Secretary  
   determines otherwise
  o Improves regulation of combination products (e.g. a product  
   that contains a drug and a device)
	 	 o	 Gives	the	FDA	the	flexibility	to	approve	antimicrobial	drugs	 
   based on a limited population if the drug treats a life- 
   threatening condition
  o Establishes a breakthrough device approval pathway which  
   builds on the existing priority device pathway
  o Increases the humanitarian device exemption to devices  
   that treat diseases and conditions affecting up to 8000  
   individuals
  o Strikes the requirement that a sponsor of a medical device  
   trial always use a local institutional review board
  o Requires FDA to clarify regulatory guidance to clarify the  
   criteria for waiving CLIA requirements 
	 	 o	 Clarifies	that	FDA	reviewers	shall	consider	the	least	 
   burdensome means necessary for demonstrating a  
   reasonable assurance of safety and effectiveness when  
   requesting additional information from manufacturers  
   during pre-market approval
  o Encourages innovation in Medical Countermeasures  
   and Vaccines
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 • Implementation of provision designed to improve quality of  
  patient care
  o Reduces documentation burdens on providers while  
   maintaining quality  
  o Supports a model framework for electronic health records  
   to foster exchange of health information between networks
  o Establishes authority for the OIG to investigate claims of and  
   assign penalties for health information blocking 
 • Expansion of OIG’s authority to use civil monetary penalties in  
  cases of proven HHS grant or contract fraud
 • Increased oversight by states for termination of Medicaid/ 
  CHIP providers
 • Extension/Implementation of provisions relating to Medicare  
  including provisions related to Rural Community Hospitals,  
  Long-Term Care Hospitals, Hospital Outpatient Departments,  
  and Ambulatory Surgery Centers 
 • Implementation of reforms for mental healthcare including:
  o Mental health parity enforcement
  o Early intervention programs
  o Suicide prevention programs

Be on the lookout in future editions of Pro Te Solutio for more  
in-depth analysis of the Cures Act and its potential impact on  
the healthcare industry. 
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