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Important Edition: 





We are pleased to announce that after one year of planning we have created a central web based library of all approved informed consent documents. Information about this library and how to use it are included in the newsletter. It is essential that all investigators and their research staff familiarize themselves with the informed consent library as this will become the only way to access approved informed consent documents.  In addition we have developed several important policies and guidelines regarding use of the internet as part of research, requirements if wards of the state (including foster children) are included as research participants and policies regarding stored biological samples.  Please distribute this newsletter to anyone who is involved in supporting clinical research at Children’s. We are also happy to answer any questions and/or attend meetings to review these guidance documents with your staff.  
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We are pleased to announce that the Clinical Investigation Office has developed an Informed Consent Library (ICLibrary) website.  This provides investigators and their staff the ability to access the currently approved version of the informed consent(s). The site is accessible to anyone with a Children’s Hospital account. The Committee on Clinical Investigation will no longer provide separate electronic copies of consent document with approval letters, rather investigators and their staff will be instructed to obtain their consent forms directly from the ICLibrary website.


This ICLibrary is available through internal access only and may be found on the Children’s Hospital internal home page under Research. It is listed as Informed Consent Library.  It is also on the Committee on Clinical Investigation home page, (� HYPERLINK "http://www.childrenshospital.org/research/irb" ��www.childrenshospital.org/research/irb�) on the left column. A direct link is  � HYPERLINK "http://chbcfapps/research/consents" ��http://chbcfapps/research/consents�


Although the link will appear externally, it will not allow not allow access unless you are internally logged in or working through remote access. The following is a summary of questions and answers about the out ICLibrary and how to use it.  If you need more information, please feel free to call the CCI office at X57052.
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Why were all informed consents placed in a website library?


One of the most common deficiencies noted during review of clinical research activities is the use of unapproved and outdated informed consents. In the past investigators have received and maintained multiple electronic versions of the informed consent documents and this often leads to using an outdated or unapproved form. The new library provides immediate access to the most recently approved consent document.  The administrative office for the Committee on Clinical Investigation will be responsible for keeping the consent library updated.


Does everyone have access to the ICLibrary?


Yes, any individual who has a Children’s Hospital account consisting of a username and password will automatically have access to the entire ICLibrary. Only investigators and research staff listed on a protocol application should access and print copies of the associated consent(s).  It is the obligation of every faculty member and employee to review and use informed consents in a manner for which they were intended (research subject recruitment).  Behind the scenes, the ICLibrary keeps a record of who logs into the ICLibrary and requests access to a consent document. This may be used for audit purposes if necessary. 


How do I use the ICLibrary?


The new Informed Consent Library is located at � HYPERLINK "http://chbcfapps/research/consents" ��http://chbcfapps/research/consents�


It can be easily accessed from Children’s Hospital internal home page under Research. It is listed as Informed Consent Library. There is also a link on the CCI website: � HYPERLINK "http://www.childrenshospital.org/research/irb" ��www.childrenshospital.org/research/irb� on the left column or under investigator tools 


The website ICLibrary is available for internal use (or through remote access) and is accessible once you log into the Children’s Hospital system with your Children’s Hospital username and password. 


Once in the library, there are two ways to search for a consent document. You may enter the PI’s last name or protocol number. Entries are not case sensitive. After the search criteria are entered, click the “Go” button. 


If a search is performed by PI name – all approved protocols and their associated consents will be displayed. Protocols that do not have consents will not be listed.


If search is performed by Protocol Number –all approved consents associated with the protocol will be listed.


You just need to click on the name of the actual document and it will be opened in MS Word.  





       4. If there is more than one consent for a protocol how are they labeled?





All consent documents are labeled by the protocol number first, followed by a brief descriptor. This descriptor will be different if there is more than one consent document.  In addition approved translated consents and assent forms will be listed individually.
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Who is responsible for placing informed consent documents on the ICLibrary website? Can investigators place a consent document in the library?


After finalizing an informed consent at the time of initial approval, continuing review or revision, the CCI staff will place the new version of the consent on the website. Investigators cannot upload their own forms directly in to the library.


    6.  What should I do if I need to revise my consent?


If you need to revise an informed consent as part of an amendment, the process has not changed. However, instead of working from your own stored electronic version of the consent you need to:


Go to the ICLibrary and open the consent you want to revise. 


Make all necessary changes.


Save it to your PC.


Complete the Amendment form.


Send a paper copy of the amendment form with a copy of the consent to the CCI office. Email an electronic version of the proposed revised consent to the protocol administrator for your department.


Delete any old version that you saved on your PC.





7. If I am late submitting my continuing review and my consent has expired, will it still be included in the ICLibrary and will I have access to it?


The ICLibrary has not been developed to automatically remove consents when a protocol expires. It is still an investigator’s responsibility to make sure only consents with appropriate expiration dates are used. When a continuing review is approved and new approval dates are available, the CCI protocol administrators will upload the consent form with the new expiration dates and the old consents will be archived.


8. Will PIs have access to archived informed consent documents?


No, archived informed consent documents are only accessible to the CCI administrative staff and are not included in the ICLibrary. If you require a copy of an archived consent, please call the protocol administrator assigned to your department.


9. I went to the website but cannot find the consent document. What could be the problem?


There are several reasons informed consent documents may not be present. They include:


The protocol has not received final approval and therefore the final consent has not been uploaded.


The protocol was approved without a written consent. Please note other documents associated with the informed consent process i.e. information sheets and information letters will not be posted in the library.


The CCI staff inadvertently forgot to upload the consent. If you feel this is a possibility, please call x57052 and speak with the protocol administrator assigned to your department. We certainly hope to avoid this situation.
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10.  Can I add a shortcut to ICLibrary on my Internet Explorer toolbar?


Yes you can add a shortcut. To add a shortcut follows the instructions below.  


A.  Check if “Links” are checked in your IE toolbar. To check it, open IE, click on “View” then “Toolbars”. There must be a check mark near “Links”. If not – click on “Links” and this option will be checked.


       B.  Open the ICLibrary by clicking on the link: � HYPERLINK "http://chbcfapps/research/consents" ��http://chbcfapps/research/consents�


C. Put the cursor to the little blue letter “E” in the address bar. The arrow of the cursor will look like a little hand.   Click on this little letter “E” and while you press the button, drag this address and drop it to the Links area toolbar. You can rename it after by right clicking on the text on the Links toolbar.


Are there any investigator confidentiality concerns if Children’s Hospital staff and employees not associated with a specific research protocol have access to other investigator’s informed consent documents?


No.  Informed consent documents are intended to be used with the public as they are made available to potential research subjects. Once the consent form has been approved, it is used in the informed consent process and distributed to the potential research subjects and others. This automatically places it in the public domain. The public will not have access to the Informed Consent Library; however any individual with a Children’s Hospital account will have access to the actual website and all informed consents.  As stated above only investigators and research staff listed on a protocol application should access and print copies of the associated consent(s) and it is the obligation of every faculty member and employee to only use informed consent documents in a manner for which they were intended (research subject recruitment).


12.  If I think it may be helpful to review a consent by another investigator, who has particular 


       experience in writing a consent that addresses issues I may need to consider, may I view and use


       sections of their consent documents?





No, not without their explicit permission. We certainly understand that it may be educational to review consents that have already been approved so that you can learn what may be helpful to include in your own consent. If this is the case, we ask that you contact the appropriate individual and obtain their approval before accessing the consent document. In addition investigators should never “cut and paste” sections of another investigator’s consent unless they have obtained explicit permission.





Should I download a copy of the approved informed consent document and makes copies of it for subject recruitment? 





No, the benefit of the database is to ensure that the latest copy of the informed consent is always used. Making copies will defeat this purpose. Please make sure you download a copy each time you need one for subject recruitment. 





We hope the clinical research community finds this to be a useful resource. Please provide us with any positive or negative feedback. We will always try to consider and accommodate any concerns and make further improvements as permitted.  If you have any further questions or require assistance using the ICLibrary please call x57052











Guidelines for Using the Internet to Conduct Research Activities














This document is designed to assist investigators in addressing the appropriate ethical and practical considerations necessary for protecting human subjects when the Internet is used for research related activities. The Internet has become an increasingly popular and convenient tool for conducting research; however, it has also raised important questions regarding associated risks.  This guidance document focuses on the unique issues related to collection of data over the Internet, particularly through the use of online surveys.  








1) How is the Internet used for research related activities? 





The main categories of internet use for research are:


1) Recruitment


2) Observation of Internet activities


3) Collection of data.    





2) Where can I get information about using the Internet for recruitment purposes?





Researchers planning to use the Internet as a tool for recruitment should follow the established IRB guidelines on this topic, which can be found at: � HYPERLINK "http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/Documents/cipp_081_012_recruitment.doc" ��http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/Documents/cipp_081_012_recruitment.doc�  





3) What do I need to consider if I want to observe Internet activities/chat rooms as part of my research protocol? 





While there is presently no specific guidance from the Committee on Clinical Investigation (CCI) on research utilizing the observation of Internet activities, or participation in chat room activities, investigators are encouraged to contact the CCI office to discuss any issues and concerns related to such research procedures early in the protocol submission process.  





4) Can all surveys performed as part of research utilize the Internet? 





No.  It is important to note that not all types of research involving surveys are good candidates for online data collection.  For example, a questionnaire that may provoke anxiety or emotional distress may not be suitable for the Internet environment.  It is important to consider that when research is conducted entirely through the Internet, it is not possible for researchers to assess a subject’s reaction to the research, as is possible in more traditional face-to-face or even telephone survey design.  The IRB will review protocols that use the Internet on a case-by-case basis to determine whether the procedures outlined are appropriate for the nature of the research.  





Likewise, if the inadvertent disclosure of research information could cause significant harm or embarrassment to subjects, the use of the Internet to conduct the research may not be appropriate.  The primary source of risk in Internet research is the inappropriate breach of confidentiality, as it is impossible to guarantee the security of data transmitted over the Internet.  
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5) Do I need to be concerned about whether the subject population has access to computers/Internet and the ability to use computers/Internet?


 


Yes, it is necessary to consider that discrepancies in access to computers and the Internet exist, and that some individuals will be excluded from Internet-based research that otherwise may have been able to participate.  Investigators must address the bias introduced by conducting research over the Internet in their protocols.  





6) What criteria will the IRB use when evaluating surveys performed over the Internet?





When conducting survey research on the Internet, researchers must adhere to the same basic ethical principles as required in any type of research.  However, the use of the Internet for collection of data introduces additional concerns that must be taken into consideration by the investigator in designing a protocol and by the IRB in its review of a protocol.  The IRB will use the same criteria normally used to review research protocols, as Internet-based research must offer the same level of protections to human research subjects as research that is conducted through more traditional methods.  Additionally, the IRB will review the research to be sure that the additional risks specifically related to Internet activities are minimized.








Data Collection and Transmission 





7) What do I need to consider about the authentication of a subject before data collection?





Researchers need to keep in mind that there is no way to be sure that a respondent to an Internet survey is over 18 or the person the investigator seeks to involve.  This is important both scientifically and for the protection of human subjects.  It will be important for researchers to have a way to authenticate the identity of the subject responding to a survey.  When designing protocols, researchers should consider different methods of authentication.  The IRB will consider whether authentication of subjects is appropriately outlined in a research protocol.  If data resulting from a project is not valid, any potential risk to subjects may not be justified.





8) Are there any special issues I need to consider regarding the voluntary nature of answering individual questions on an Internet survey?





Yes. When traditional paper surveys are used, the IRB requires that subjects are given the option of skipping any question that they do not wish to answer.  This option is also a requirement for surveys conducted over the Internet.  When researchers design Internet-based surveys, they should include the option for subjects to skip a question and move on to the next one.  Completion of any individual question cannot be forced through the use of Internet technology.  A screen should also be included at the conclusion of the survey that gives subjects the option of either submitting or recalling their responses.





9) What do I need to consider regarding the electronic transmission of data?  Do I need to have data encrypted? 





Yes, security during the transmission of data from the participant’s computer to the Web server should be ensured by using a server that employs encryption technology.   





Encryption should also be utilized when the Web server is a different machine than the one on which the data will be analyzed. Researchers need to specify in their protocols the steps that will be taken to ensure the security of data stored and transmitted using the Internet.  For clarification of acceptable methods of encryption, please refer to the Children’s Hospital Acceptable Encryption Policy: � HYPERLINK "http://elibrary/main/Documents/Information%20Services/02%20Manuals,%20Policies,%20and%20Standards/Information%20Security%20Policies/03%20Data%20Communication/ispp_03_005_acceptable_encryption.doc" ��http://elibrary/main/Documents/Information%20Services/02%20Manuals,%20Policies,%20and%20Standards/Information%20Security%20Policies/03%20Data%20Communication/ispp_03_005_acceptable_encryption.doc�





10) Are there special considerations if I want to notify a subject about a study via email? 





Yes, the following considerations need to be taken into account when email is used to transmit data or to provide potential subjects with information about a research study.





Investigators should be aware that email is not a secure communication mechanism.  Furthermore, a subject’s email account may be shared with another individual, such as a spouse or family member, or may be monitored by an employer.  For these reasons, researchers should not include any sensitive information or the title of a study in emails, if the title itself can reveal sensitive information.  Investigators also have a responsibility to inform subjects that some email accounts may be less secure than others.  Subjects can take this information into account when choosing which email address to provide to a researcher.  





An email may be mistakenly sent to a wrong address.  Researchers should take steps to be certain that the email address is correct to be sure emails are received by the appropriate person.  





Precautions should be taken to ensure that subjects will not inadvertently respond to an email that is sent to a study listserv.  The blind carbon copy function should be used so subjects cannot view the names of other participants and to ensure that a participant does not respond to all recipients of an email.





Email should not be used to collect data; instead, investigators can send an email including a link to a secure site, where data can be collected.  





All emails should include instructions such as, “If you have received this email in error, please contact XYZ at Children’s Hospital Boston.”  �


Data Storage and Disposal 





11) Are there special requirements for data storage?





Laptops and computers containing files with research data should be password protected, and individual files should be password protected as well.  This is good practice for any research utilizing electronic files.


Personally identifiable data should be stored separately from research data.


Extra precautions must be taken when private health/identifiable information is collected.  PHI must be stored on an ISD server or an ISD-approved server.  Data that is collected as part of a research protocol which includes any of the HIPAA identifiers may not placed on any personal use device, including home computers, Palm Pilots, PDAs, etc.  
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12) Are there special requirements for data storage?





Yes, investigators need to include in their protocol a description of how the long the data will be kept and whether it will ever be destroyed.  It is important to recognize that copies of electronic data/files are often kept for back-up and security purposes and therefore it may not be possible to state that data will be destroyed.








Informed Consent via the Internet





13) Can I obtain informed consent via the Internet?





For some protocols, the IRB will allow consent to be obtained via the Internet.  The investigator must provide rationale as to why it is not practicable to obtain the subjects’ written signature on a consent form prior to completion of an online survey.  In accordance with the regulations pertaining to informed consent, in essence the researcher will need to request a waiver of written informed consent, or to request that consent is obtained through a method other than written consent.  Researchers must also consider authentication of the age of subjects if individuals less than 18 will be asked to complete a survey via the Internet.  If authentication is not possible, and the likelihood exists for a minor to complete an online survey, researchers must apply to the IRB for a waiver of parental permission.   





14) Are there specific ways the IRB would recommend I consider obtaining consent for an Internet survey?





If obtaining consent through a method other than a written consent form, one option for obtaining informed consent over the Internet is to have the first page of a survey consist of an information sheet/consent form.  Then subjects can be required to check a box indicating their consent before beginning the survey.  If a waiver of written consent is not granted, researchers may consider having subjects download a consent form and sign a printed copy to mail to the researcher.  After receipt of the consent form, the researcher would provide the subject with a PIN to access the survey.  





15) Are there special additional requirements for what needs to be included in the consent for surveys conducted on the Internet?





Yes.  In addition to the standard information that must be included in all consent forms, investigators need to include the following information in consent forms/information sheets for online research.  


A statement that information transmitted over the Internet can never be completely anonymous and that confidentiality in Internet research can never be completely guaranteed.


The steps that will be taken to ensure the security of data stored and transmitted over the Internet


Information associated with the subject that will be attached to a survey (IP address, email address, etc.)


Contact information for the investigator, so the potential subject can ask questions
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Commercial Web Survey Vendors vs. Internal





16) Can I use a commercial web survey vendor?





The CCI does not ban the use of commercial survey vendors, but it is required that vendors meet a minimum standard to ensure that CH research subjects are given adequate protection.  Investigators are responsible for acquiring all of the information listed below and for including it as part of the protocol application.  Once the information is reviewed and found to be acceptable we hope to publish a list of acceptable vendors so that other investigators will be made aware of them and do not need to repeat collection of the same information. 





What security measures are in place to protect data during transmission from the browser to the Web server, and during transmission to the researcher’s computer?  Does the organization use SSL technology?


What security measures are in place to protect data stored on the Web server?


What does the organization do with the information it gathers about site visitors?


How long are log files kept?


Is data received date and time stamped?


What are the organization’s data storage and back-up policies and processes?


What are the organizations privacy and confidentiality policies?


Who in the organization has access to the data being gathered and stored?


What happens to the copy of the data file the organization has (from the back-up) when the research project is finished?


Who in the organization is available if other questions arise?








17) Are there internal Children’s Hospital services, software and servers that can be utilized for electronic surveys?





Yes, The Clinical Research Program (CRP) offers Children’s researchers access to Web-based software to quickly develop, deploy, and manage interactive surveys through the Internet.  Researchers should contact the CRP directly for more information about this service.  Further information about this may also be found on a recent CRP newsletter at: 


� HYPERLINK "http://crp-apps/Intranet/Portals/1/Newsletter/CRNews%20July%2006.pdf" ��http://crp-apps/Intranet/Portals/1/Newsletter/CRNews%20July%2006.pdf�











Involving Children who are Wards of the State in Research








During the past year regulatory authorities have scrutinized multiple institutions that enrolled wards of the state in clinical research. Their investigation stemmed from a complaint that some of the early HIV therapeutic trials involved wards without appropriate consent and regulatory procedures. Many institutions, including Children’s Hospital were asked to pull old protocol files, research records and consent forms to determine if any wards participated in the research and if so, the Office of Protection from Research Risks HHS conducted an investigation.   In our case no wards participated in the studies selected, so there was no further investigation.  





The findings of the investigations have been published as well as the corrective actions expected by the regulatory authorities. The Clinical Investigation staff carefully followed these proceedings and are implementing improvements to our own polices and procedures. The purpose of this article is to share with the clinical research community what has been learned and how investigators and their research staff need to be involved going forward. 





The federal regulations specifically address how and when wards can be involved in research. Since wards are a very vulnerable population there are additional protective measures that must be considered by the IRB. In addition the inclusion of any ward in research that presents greater than minimal risk with no potential for direct benefit requires an appointment of an advocate for the ward. The State of Massachusetts also regulates the inclusion of wards in research and requires that they perform an additional review and approve the inclusion of a particular ward in any research activities.  The following is a link to our revised policy and procedure. 





� HYPERLINK "http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/Documents/cipp_071_001_19_Special_Procedures_for_Wards_of_the_State.doc" ��http://www.childrenshospital.org/cfapps/research/data_admin/Site2206/Documents/cipp_071_001_19_Special_Procedures_for_Wards_of_the_State.doc�


Please be aware that investigators must contact the CCI office or General Counsel if you propose to enroll a ward in research or if a subject becomes a ward during the course of participation in research. The following are highlights of the very complicated procedures and issues that need to be addressed. 





A ward is defined as any child who has been adjudged dependent by a court and who is under the care or custody of a public official or agency, including foster children, or any child under the control of DSS in the state of Massachusetts. This also applies to children in penal custody or otherwise detained within the criminal justice system.


As part of the Children’s Hospital protocol application process, investigators will be asked if at the time of application there is a likely possibility that a protocol could involve children who are wards of the State as potential subjects, and if so does the investigator plan to offer the study to these wards. If the answer is yes, the protocol requires that specific questions be addressed. If the investigator does not initially anticipate the inclusion of wards in the protocol, but the circumstances change or a situation arises where the investigators wishes to include a ward, a protocol amendment must be submitted so that any required regulatory requirements may be fulfilled.


Investigators are responsible for determining any changes in a legally authorized representative (LAR) for children participating in research.   Methods that the investigator may use to determine if there is a change in LAR include periodically asking the accompanying adult if there has been a change in guardianship. In addition the informed consent template has been revised to include a statement that the parent or guardian should inform the investigator if there has been a change in LAR status.





Changes in LAR status may require obtaining permission from a newly appointed LAR in order for the child to continue to participating in the research. The CCI or General Counsel should be contacted if this situation occurs for further guidance. They will work with you to determine what is required. 


It should be noted that parents of children in DSS care or custody may, and most often do, retain the          right to consent to participation by their child in any medical or psychological research. However depending on the circumstances, DSS and even court consent may also be required. If the parent(s) has sole legal custody, only parental consent is necessary for the child to participate in a research study. If DSS has sole or joint legal custody and the parent(s) consent, then DSS is likely to consent as well absent special circumstances. DSS may withhold consent in situations in which parents cannot be located, a petition to terminate parental rights has been granted, a child has been surrendered for adoption, or for reasons specific to a family’s or child’s circumstances and needs. If DSS withholds consent based solely on the absence of the family, it may seek judicial approval for the child’s participation; it is unlikely that DSS will permit participation based solely on its administrative consent where a parent who has the right to consent cannot be located.   Investigators must seek the assistance of the Clinical Investigation office and General Counsel to help sort out these issues. 


For situations when children begin a study and then are placed in DSS care, the investigator is required to let DSS know so they are aware of the participation and any questions can be addressed. Although an unlikely scenario, if a child begins a study under DSS custody without any permission from the parent and the child is later reunited with the parent and gains parental rights, parental permission must be obtained from the parent in order for the child to continue participation in the research.





We realize that each situation that involves a ward may be different, as the state can make different consent arrangements for different children. We ask for your full cooperation in complying with the necessary regulatory requirements.  We are committed to assist you in working your way through the guidelines and regulations. Please remember, it is your responsibility to come to us when necessary, as we have no other way to know when wards of the state are involved in research activities.  Please call 57052 if there are any questions.   













































































































































































































































































































































































































































































































































































































































































Involving Children who are Wards of the State in Research








Continued Use, Storage and Distribution of Biological Samples Collected During Research








All collections, uses, storing and sharing of   biological specimens must be reviewed and approved by the Committee on Clinical Investigation. Investigators need to be specific about how the specimen will be obtained, used, stored and shared in the future. While the Committee recognizes that biological samples collected during research are valuable resources, we would like to assist investigators in making sure, the collection, use, storage and sharing of samples is in compliance with the federal regulations and that the consent forms adequately address these issues. The following are offered as suggestions if a protocol involves any collection of biological samples with the use of an informed consent document.


If there are plans to save samples for purposes beyond the approved protocol, this must be specifically addressed in the protocol and consent form.


The protocol and consent must describe the potential possible future uses of the samples. If the purposes are unknown or undefined this needs to be stated.


Investigators should consider providing research subjects with options as to how their samples may be stored used and shared in the future.


If applicable, investigators should address the possibility of sharing the samples (without identifiers) with other investigators that perform research on the same or related conditions and disorders. This consent should include information as to whether this includes sharing with both internal and external researchers. 





Including these topics in the consent document, will provide a mechanism to allow you to store, use and share the samples in the future. Please only include these suggestions if it is applicable to your research. This is not a recommendation to include such statements in all informed consents.  Unfortunately we have found that investigators have restricted their ability to use samples for unanticipated purposes and share samples with others because the consent has contained statements such as, 





“The samples will be used for purposes of this research only. They will be stored at Children’s Hospital and not released to any other individual unassociated with the research.”





A suggested template that may be adapted as necessary might be:





At the completion of this study, we would like to store any remaining sample for possible future use. The remaining samples may be stored indefinitely and may be used for future studies of genetic causes of your/your relatives’ disease.  The samples will be stored (Indicate where). Your sample will be given a unique identification number and stored without your name or other identifiers. Only the investigator will have a list to know which sample is linked to which patient/family member and this list will be kept confidential in a secure location. If the investigator distributes these samples, to other individuals who have an interest in the causes of the disease, it will be released with the unique identifier without any names or medical record numbers. If at any time you would like to have the sample removed from storage, please let us know and it will be transferred or destroyed according to your wishes.





The use of biological specimens that have been obtained with a waiver of informed consent (discarded samples, pathology tissue etc) present different issue for consideration. Both the full protocol application and “Discarded Biological Specimen form” have been revised to now include questions that ask investigators to consider and specify how they may want to utilize specimens obtained as part of an approved protocol in the future.





If there are any questions about obtaining, storing and sharing biological specimens, please contact the Committee on Clinical Investigation Administrative Office at 57052.













































































































































































































































































































































































































































































































































































































































































 


We are pleased to announce that Kristin Bowling has accepted a newly created position as an Education and Quality Improvement Consultant for our EQUIP program. She will be working with Eunice Newbert as we expand our Education and Quality Improvement program.  Obviously we will miss her contribution to the Clinical Investigation Committee; however we are thrilled that she will continue to contribute to improving human subject research protections at Children’s Hospital





Kristin’s last day as CCI Administrator will be November 1, 2006. We are actively searching for a replacement. In the interim her departments will be divided between Anne Dyson and Matt Stafford. The following is a list of how Kristin’s departments will be divided until we find a replacement.  All other departmental assignments remain the same.








Anne Dyson�
Matthew Stafford�
�
Emergency Medicine�
GI and Nutrition�
�
Genetics�
Immunology�
�
Neurosurgery�
Anesthesia�
�
�
Pulmonary�
�
�
General Surgery�
�
�
Opthalmology�
�































































































































































































































































































































































































































































































































































































































































Changes in CCI staff











