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Overinterpretation of regulations: 
Superfluous documents

... Yet , investigators are constantly required to duplicate the documentation
process in the medical records (which are not signed by the patient)



Request from a study monitor regarding documentation of informed consent in the medical records:

• “Please (…) add to the medical records of patient # 3106002 an addendum to the visit of November
25:

• the version of the informed consent signed by the patient (in our case, version 8.1 of August 30, 
2016). 

• That he read it and signed it before performing any procedure of the corresponding visit. 

• That he was given enough time to read with confidence the information contained in the patient
information sheet

• That he was given the opportunity to ask and all the doubts that had arisen were resolved (or that
the patient did not raise any questions or questions, as the case may be). 

• That he decided to sign the consent freely and voluntarily. 

• That he was given a copy of it.”

Overinterpretation of regulations: 
Superfluous documents (II)



Overinterpretation of regulations: 
Complex documents templates and procedures



Standard delegation log for a single study



Central lab reports for one single patient and visit





Cumbersome online platforms:
Instructions to reset a password



24 e-mails in less than 24 hours to solve
the access to a signature page

XXXXXXX



Training courses



Pharmacovigilance: 
25 reports on same day … from 15:45 to 16:01
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• Negative impact of the increased administrative burden:

• poor use of the limited time physicians have available

• frustration, loss of motivation and complaints from experienced investigators

• decreases the interest of young physicians towards developing a clinical research career

• significantly increases economic costs and contribute to delays in trial implementation

• Negative impact on drug development and patient access to new drugs

• Particularly relevant in the setting of independent academic clinical research

• No evidence that this increased complexity leads to improved patient safety and quality of the data
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“Clinical Interference”

• Situations in which the protocol -or its interpretation by the sponsor/ CRO- impose 
a decision about patient management which is discordant with the best medical 
judgement, according to the clinical investigator. 

• This may result in harm to the patient, in clear contrast with the main goals of the 
Declaration of Helsinki and the GCP guidelines.

• Examples: 
• Prohibition of relevant treatments

• Unilateral decisions to discontinue study treatment

• Unacceptably prolongued screening periods



“Clinical Interference”

• Example
• 42 yr-old male NSCLC responding to therapy.

• We request radiosurgery for a single new CNS lesion, maintaining therapy

• Response:



Treatment discontinuation mandated
based on independent CT review
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1. Urgent need to rationalize the bureaucratic burden associated with clinical research: 

• strict adherence to current legal regulations: not less ... but not more

• respect to the time and expertise of investigators, who should be focused on clinical and research 
issues.

• Specific suggestions:

a. Limiting the administrative documents to those required by GCP and legal regulations 

b. Using simplified document templates

c. Avoid redundant documentation

d. Avoid complex electronic resources

Conclusions (I)
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2. Avoid Clinical Interference of protocols with best medical practice:

• Include this concept in GCP

• Involve IRBs in detecting and preventing it

3. Review and improve Pharmacovigilance procedures.

Regulatory agencies must be aware of these problems and should actively address them

Conclusions (II)



“The only thing that saves us from bureaucracy 
is its inefficiency.”

Eugene McCarthy (1916-2005)

Thanks for your time!
jlgracia@unav.es




