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Visit Details: 

Site Name: GCM Medical Group • Hato Rey 
Site Address: 62 Calle Jose Marti, San Juan, 00917, Puerto Rico 
Date of Visit: December 11, 2017 
Purpose of Visit: A post Hurricane Maria site assessment was completed to assess the facilities site readiness 

to resume clinical research.  
YCCI Site Assessment 
Completed By: 

Matthew Duplin, BSN, RN, CCRP  
Jordan Williams 

 

Site Participants/Attendees: 

Name Role 
Gregorio Cortes-Maisonet, MD  President/PI 
Waleska Gonzalez Clinical Operations Manager 

 

Summary of Visit: 
 

The Yale Center for Clinical Investigation (YCCI) is Puerto Rico Consortium for Clinical Investigation’s (PRCCI) external 
quality partner, tasked with performing third-party quality assessment of PRCCI’s clinical research sites.  Given the 
widespread impact of Hurricane Maria on Puerto Rico, a post-Hurricane Maria site assessment was completed to 
assess the facilities at GCM Medical Group in Hato Rey and their readiness to resume clinical research.  
 
During the visit on December 11, 2017, the following was accomplished: 

• Introductory meeting with the President and the Clinical Operations Manager, including a review of 
emergency preparedness 

• Facilities tour, including the administrative research offices, outpatient clinical areas, Research Pharmacy and 
Lab 

• Close-out meeting with the President and the Clinical Operations Manager 
 
During the introductory meeting, an overview of the site’s clinical research status pre-Hurricane Maria and the impact 
of the hurricane on the site was provided. Telecommunications were lost at GCM for approximately one week.  During 
that time, communication with patients took place during clinic visits and via home visits conducted by staff.  Backup 
electricity via generator allowed GCM to operate continuously during and after the hurricane. This backup power has 
been running successfully 24 hours a day since the storm.  Based on our assessment of the facility, in addition to site 
reports, damage to the structure was minimal following moderate flooding. 
 
Currently there are 43 active trials. The medical specialty areas of clinical research included endocrinology, 
rheumatology, dermatology, neurology and nephrology.  The total number of research participants at the time of the 
storm was approximately 150.  Four of these patients relocated to the continental United States following the storm. 
The number of staff members at GCM decreased from 18 to 15, as three relocated. The total number of principal 
investigators involved with clinical research at the site remained unchanged at 5.   
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Dr. Gregorio Cortes-Maisonet is the President of GCM Medical Group, in addition to his role as Principal Investigator, 
and Waleska Gonzalez is the Clinical Operations Manager for the facility.  GCM’s facility in Hato Rey is a one-story 
building, which includes all clinic areas, staff offices, research pharmacy, research lab and patient waiting areas, as 
well as areas dedicated to records storage and computer servers. 
 
Research records are a hybrid of paper and electronic.  Paper records are maintained on-site for approximately 3 
months following closure of a trial.  Following that, the records are transported to an off-site facility for long term 
storage.   
 
GCM secures transportation of research study participants and travels to participants homes on an as needed basis. 
 
A facilities tour, including the administrative research offices, clinical areas, Research Pharmacy and Lab, was 
conducted.  

• Research Services - The second floor is dedicated to research and research administration and is secured via 
key card access.  In addition to clinical space, a research lab, research pharmacy, and administrative offices, 
there was a large research record storage room, a conference room with videoconferencing capabilities, a 
dedicated monitoring room with adequate lighting, access to computers, a copier and fax machine, and with 
access to Wi-Fi upon request.  All rooms were locked and access was granted via biometrics. Emergency 
equipment, including defibrillators, were available in clinic areas.  Emergency power is via a diesel generator.  

• Pharmacy - Tour of the research pharmacy revealed appropriate ambient temperature, refrigerated and 
freezer storage space.   Access to this locked area is via biometrics.  Freezer, refrigerator and ambient 
temperature monitoring was automated and actual temperatures manually entered onto a log by assigned 
staff.  The storm resulted in no impact to the pharmacy. Investigational product was on site during the 
hurricane. However, there were no temperature excursions or any other issues noted. 

• Lab – The lab includes a blood drawing station, as well as equipment and space for processing and shipment 
of research specimens.  Appropriate eyewash/hand wash stations were evident. Ambient centrifuges are 
available with calibration, as are storage freezers.  A refrigerated centrifuge is available at the Santurce site. 
Currently, the site has no need for the refrigerated centrifuge. However, if that changes, the equipment will 
be moved to the Hato Rey site. No impacts from the storm were noted during this visit. 
 

Plans for the GCM site at Santurce project a re-opening to take place in January 2018. At the time of our visit, all 
research activities had been successfully consolidated at the Hato Rey site. 
 
During the close out meeting, a summary of the items reviewed for the site were discussed with the President and the 
Clinical Operations Manager.  
 
We appreciate the opportunity to visit GCM Medical Group as part of the YCCI quality partnership with PRCCI. It was a 
pleasure to meet with the administration and research personnel during the site visit on December 11, 2017.  We 
would like to thank you and your staff for the time and assistance provided during this visit. We look forward to 
working with you in the future. 
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Please do not hesitate to contact YCCI with any questions:  
 
Alyssa K Gateman, MPH, CCRP 
Associate Director, Yale Center for Clinical Investigation 
Director, Office of QA and Training 
Alyssa.gateman@yale.edu 
203-785-3661 
 

 

 

 

 

 

ICH GCP 4.1 Investigator’s Qualifications and Agreements 
4.1.4 The investigator/institution should permit monitoring and auditing by the sponsor, and inspection by the appropriate regulatory authority 
(ies). 

Assessment Focus Areas Observed Comment 

Monitoring accommodations, including 
travel (hotel & transportation), lodging, 
and monitoring space at facility 

☒ Yes   ☐ No  ☐ NA 

Arrival and departure from San Juan PR International Airport were without 
delay.  Hotel accommodations (Marriott) were acceptable. Transportation 
from airport to hotel (and from hotel to airport) via taxi was uneventful; 
many cabs were available at airport and accepted both cash and credit 
card.  Uber rides were not available at airport, but available in San Juan 
metro area.  Space was available at the site to accommodate a monitoring 
visit that occurred post-Hurricane Maria. 

ICH GCP 4.2 Adequate Resources  
4.2.1 The investigator should be able to demonstrate (e.g., based on retrospective data) a potential for recruiting the required number of suitable 
subjects within the agreed recruitment period. 

Assessment Focus Areas Observed Comment 

Research participants accommodations, 
including transportation, parking, facility, 
supplies, etc. 

☒ Yes   ☐ No  ☐ NA 
Adequate parking was available.  Clean, appropriately appointed exam 
rooms and an adequate waiting area. Sufficient space for storage of 
supplies was present. 

Study processes, including participant 
recruitment, enrollment, study visits, 
and follow up 

☒ Yes   ☐ No  ☐NA 
Adequate clinic space for research-related follow-up visits.  

ICH GCP 4.2 Adequate Resources  
4.2.3 The investigator should have available an adequate number of qualified staff and adequate facilities for the foreseen duration of the trial to 
conduct the trial properly and safely. 

Assessment Focus Areas Observed Comment 

Research staff composition 
☒ Yes   ☐ No  ☐ NA 

Site staff includes 5 PIs, Clinical Research Coordinators, Regulatory, 
Pharmacy, Lab and Administrative staff.  

Research staff accommodations, 
including adequate workspace with 
electricity and internet, transportation 
accessibility, parking 

☒ Yes   ☐ No  ☐ NA 

Communication systems, including telephone, internet, and mobile services 
are fully functional.  For approximately one week following Hurricane 
Maria, all telecommunications were lost.   Face to face communication was 
utilized during that time via home visits conducted by staff and during clinic 
visits. 

mailto:Alyssa.gateman@yale.edu
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ICH GCP 4.3 Medical Care of Trial Subjects 
4.3.2 During and following a subject's participation in a trial, the investigator/institution should ensure that adequate medical care is provided to 
a subject for any adverse events, including clinically significant laboratory values, related to the trial.  The investigator/institution should inform 
a subject when medical care is needed for intercurrent illness(es) of which the investigator becomes aware. 

Assessment Focus Areas Observed Comment 

Facility:  Clean/safe environment with 
electricity and running water ☒ Yes   ☐ No  ☐ NA 

Clean, appropriately appointed exam rooms and a comfortable waiting area.  
The site’s generator has allowed for uninterrupted electricity following the 
storm. Sufficient quantities of clean water available at the site. 

Supplies, including clinical equipment, 
specialized equipment and study 
supplies  

☒ Yes   ☐ No  ☐ NA 
Equipment and supplies noted to be adequate. 

Laboratory, including sample processing 
and storage ☒ Yes   ☐ No  ☐ NA 

Confirmed availability of dry ice when needed   

ICH GCP 4.5 Compliance with Protocol 
4.5.2. The investigator should not implement any deviation from, or changes of the protocol without agreement by the sponsor and prior review 
and documented approval/favorable opinion from the IRB/IEC of an amendment, except where necessary to eliminate an immediate hazard(s) 
to trial subjects, or when the change(s) involves only logistical or administrative aspects of the trial (e.g., change in monitor(s), change of 
telephone number(s)). 

Assessment Focus Areas Observed Comment 

Disaster Management SOP and 
emergency preparedness – plans to 
minimize the impact of natural disasters 
on research  

☒ Yes   ☐ No  ☐ NA 

Disaster Management SOP was successfully followed during and after the 
storm. The site is currently revising the SOP to take into account all lessons 
learned from this experience.  

ICH GCP 4.6 Investigational Products 
4.6.1 Responsibility for investigational product(s) accountability at the trial site(s) rests with the investigator/institution.  
4.6.3 The investigator/institution and/or a pharmacist or other appropriate individual, who is designated by the investigator/institution, should 
maintain records of the product's delivery to the trial site, the inventory at the site, the use by each subject, and the return to the sponsor or 
alternative disposition of unused product(s). These records should include dates, quantities, batch/serial numbers, expiration dates (if applicable), 
and the unique code numbers assigned to the investigational product(s) and trial subjects.  Investigators should maintain records that document 
adequately that the subjects were provided the doses specified by the protocol and reconcile all investigational product(s) received from the 
sponsor. 
4.6.4 The investigational product(s) should be stored as specified by the sponsor (see 5.13.2 and 5.14.3) and in accordance with applicable 
regulatory requirement(s). 

Assessment Focus Areas Observed Comment 

Pharmacy- physical space for IP, 
temperature controls, back-up power ☒ Yes   ☐ No  ☐ NA 

Temperature monitored continuously with no resulting issues. 
Uninterrupted electricity was available and no temperature excursions 
were reported 

Investigational product, including 
controls on access, accountability, 
storage and destruction 

☒ Yes   ☐ No  ☐ NA 
Storm resulted in no impact to investigational product. 

ICH GCP Records and Reports 
4.9.0 The investigator should maintain adequate and accurate source documents and trial records that include all pertinent observations on each 
of the site’s trial subjects.  Source data should be attributable, legible, contemporaneous, original, accurate, and complete. Changes to source 
data should be traceable, should not obscure the original entry and should be explained if necessary (e.g., via an audit trail). 
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4.9.4 The investigator/institution should maintain the trial documents as specified in Essential Documents for the Conduct of a Clinical Trial (see 
8.) and as required by the applicable regulatory requirement(s). The investigator/institution should take measures to prevent accidental or 
premature destruction of these documents. 
4.9.5 Essential documents should be retained until at least 2-years after the last approval of a marketing application in an ICH region and until 
there are no pending or contemplated marketing applications in an ICH region or at least 2-years have elapsed since the formal discontinuation 
of clinical development of the investigational product. These documents should be retained for a longer period however if required by the 
applicable regulatory requirements or by an agreement with the sponsor. It is the responsibility of the sponsor to inform the 
investigator/institution as to when these documents no longer need to be retained (see 5.5.12). 

Assessment Focus Areas Observed Comment 

Research Records, including condition, 
storage and access  ☒ Yes   ☐ No  ☐ NA 

Research records are paper and electronic and maintained in locked 
research office. Water damage reported for only one document, which had 
an electronic backup available. 

ICH GCP 4.10 Progress Reports 
4.10.2 The investigator should promptly provide written reports to the sponsor, the IRB/IEC (see 3.3.8) and, where applicable, the institution on 
any changes significantly affecting the conduct of the trial, and/or increasing the risk to subjects. 
ICH GCP 4.11 Safety Reporting 
4.11.1 All serious adverse events (SAEs) should be reported immediately to the sponsor except for those SAEs that the protocol or other document 
(e.g., Investigator's Brochure) identifies as not needing immediate reporting.  The immediate reports should be followed promptly by detailed, 
written reports. The immediate and follow-up reports should identify subjects by unique code numbers assigned to the trial subjects rather than 
by the subjects' names, personal identification numbers, and/or addresses.  The investigator should also comply with the applicable regulatory 
requirement(s) related to the reporting of unexpected serious adverse drug reactions to the regulatory authority(ies) and the IRB/IEC. 
4.12 If the trial is prematurely terminated or suspended for any reason, the investigator/institution should promptly inform the trial subjects, 
should assure appropriate therapy and follow-up for the subjects, and, where required by the applicable regulatory requirement(s), should inform 
the regulatory authority (ies). 

Assessment Focus Areas Observed Comment 

Communication, including participants, 
sponsor, IRB etc. ☒ Yes   ☐ No  ☐ NA 

Sponsors contacted pre- and post-Hurricane Maria. Communication with 
research participants was difficult in the first week following the storm. 
However, home visits by staff were conducted on an as needed basis. 


